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Consultation Summary Page
	Date consultation launched:
	Closing date for responses:

	2 October 2020
	4 December 2020


	Who will this consultation be of most interest to?

Food businesses involved in the wrapping of food made on site prior to sale directly to consumers and also those businesses supplying ingredients to this trade. This consultation will also be of interest to enforcement authorities, consumers, particularly those with a food allergy or intolerance or buying food on behalf of someone with a food allergy or intolerance, health professionals and others with an interest in food legislation.




	What is the subject of this consultation?

This consultation concerns proposed amendments to the Food Information (Scotland) Regulations 2014 to require food sold prepacked for direct sale to be labelled with the name of the food and ingredients information. This is intended to improve information to consumers about the allergens and other ingredients in food sold this way.




	What is the purpose of this consultation?

To seek the views of food businesses, enforcement authorities, consumers and other stakeholders on the proposed amendments and technical guidance on food allergens and intolerances.




	Responses to this consultation should be sent to:

	Name Calum Yule
Branch Labelling, Standards & Regulated Products
Food Standards Scotland
E-mail address: Calum.Yule@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?

	Yes
 FORMCHECKBOX 

	No
 FORMCHECKBOX 
 


Implementation of Improved Allergen Labelling on Prepacked for Direct Sale (PPDS) Foods

DETAIL OF CONSULTATION
Food Standards Scotland (FSS) would welcome your comments on proposals detailed in this letter
Introduction
We are consulting on:

a) Proposed amendments to the Food Information (Scotland) Regulations 2014

b) Technical guidance on providing information on substances and products causing food allergies and intolerances.

These proposed amendments to domestic law are intended to improve allergen and other ingredient information for consumers in respect of food sold prepacked for direct sale. A partial Business and Regulatory Impact Assessment concerned with the costs and impacts of these amendments accompanies this consultation.

Background 
Food hypersensitivity

Individuals with food hypersensitivity can adversely react when eating certain foods. Food hypersensitivity encompasses both food allergies and non-allergic food hypersensitivity (food intolerance). In the UK, it is estimated that 1-2% of adults and 5-8% of children have a food allergy. This equates to around 2 million people living in the UK with a food allergy, but this figure does not include those with food intolerances. In addition, it is estimated that 1 in 100 people have coeliac disease, an auto-immune condition which causes damage to the gut lining when gluten is present in food. 

An allergic reaction can be produced by a tiny amount of a food ingredient that a person is sensitive to, for example a teaspoon of milk powder, a fragment of peanut or just one or two sesame seeds. Symptoms of an allergic reaction can range from mild symptoms such as itching around the mouth and rashes; and can progress to more severe symptoms such as vomiting, diarrhoea, wheezing and on occasion anaphylaxis (shock). Around ten people in the UK die from allergic reactions to food every year. 

There is no cure for food allergies and intolerances. The only way to manage the condition is to avoid food that makes the person ill. Therefore, it is very important that consumers are provided with accurate information about allergenic ingredients in products to allow them to make safe food choices. Continuing fatalities and effects on public health raised the issue of whether the current regulatory framework for the provision of allergen information for Prepacked for Direct Sale (PPDS) foods is sufficient to give consumers the information they need to make safe food choices.

Legal requirements

The EU Food Information to Consumers Regulation (FIC) provides the legislative framework for the provision of food allergen information. Subject to certain exemptions, where intentionally added to food, the FIC makes it mandatory to provide information to consumers on the following 14 substances or products known to cause allergies or intolerances. These are:

· Cereals containing gluten, namely: wheat (such as spelt and Khorasan wheat), rye, barley, oats and their hybridised strains and products thereof;

· Crustaceans and products thereof;

· Eggs and products thereof;

· Fish and products thereof;

· Peanuts and products thereof;

· Soybeans and products thereof;

· Milk and products thereof (including lactose);

· Nuts, namely: almonds, hazelnuts, walnuts, cashews, pecan nuts, Brazil nuts, pistachio nuts, macadamia or Queensland nuts, and products thereof;

· Celery and products thereof;

· Mustard and products thereof;

· Sesame seeds and products thereof;

· Sulphur dioxide and sulphites >10mg/kg or 10mg/L;

· Lupin and products thereof;

· Molluscs and products thereof.

The list of 14 substances and products is based on public health importance (i.e. the most potent and prevalent food allergens in the EU). This list is harmonised across the EU and cannot be amended by individual Member States. However, the list is not exclusive and many people can be allergic to foods not on the mandatory list.

The Food Information (Scotland) Regulations 2014 provides for domestic enforcement and execution of the FIC in Scotland, including certain flexibilities and national measures permitted by the EU requirements such as the way allergen information can be provided for non-prepacked foods.  

Previous consultation work

In 2019, Food Standards Scotland along with the Department for the Environment, Food and Rural Affairs and other devolved administrations held a joint UK-wide consultation on options to improve allergen information for PPDS foods. The four policy options in that consultation were as follows:

· Option 1 – Promote best practice

· Option 2 – Mandate the use of ‘ask the staff’ labels on all PPDS foods.

· Option 3 – Mandate the name of the food and 14 allergens listed in the FIC Regulation on labels of all PPDS.

Option 4 – Mandate the name of the food and full ingredient listing on labels of all PPDS foods

The 2019 consultation also focused on the provision of allergen information in relation to intentional ingredients in PPDS foods and circumstances where there are opportunities for consumers to ask the food business about allergen information before making a purchasing decision. 

Feedback from consumers strongly supported Option 4 and it was the most favoured consultation option overall, particularly for those consumers who are allergic or intolerant to foods which are not included in the list of 14 in the FIC.  Business stakeholders offered mixed views on this option with notable support from some larger businesses with greater technical capacity to introduce full ingredient listing. However, smaller businesses were particularly concerned about the practical challenges and risks of moving towards mandatory full ingredients labelling for PPDS food. Amongst Non-Governmental Organisations and Public Sector Bodies there was an equal level of support for this option. 

Having reviewed and assessed responses to the consultation, Food Standards Scotland recommended to Scottish Ministers that Option 4 offered the best level of protection for consumers, and that further work should be undertaken to assess the benefits and risks, for all sectors as part of a stage. Scottish Ministers supported Option 4 and asked Food Standards Scotland to assess with stakeholders how full ingredients listing can be achieved accurately and in ways that will provide greater certainty sought by consumers, as part of a staged implementation approach.

In late 2019 and early 2020, Food Standards Scotland carried out further informal engagement on implementation options and impacts with stakeholders, representing food manufacturers, retailers, caterers and enforcement authorities. Stakeholders have broadly welcomed the move towards providing consumers with fuller ingredients information on PPDS food, although concerns were again raised regarding the cost of introducing new labelling systems for smaller businesses, and the practical challenges of providing full ingredient information on existing labels. The scope and definition of PPDS foods that will be subject to the new requirements was a key feature of discussions with stakeholders. For example, caterers wrapping food in advance of serving consumers such as sandwiches on a tray and food being held hot in fast food premises. Enforcement stakeholders also raised concerns that a switch from preparing and wrapping food in advance for sale PPDS to packing food at the consumer’s request could increase the risk of cross contamination.  With time separation and effective cleaning between different products, cross contamination risks in a shared food preparation area can be controlled.  Guidance covering general food labelling as well as specific allergen information requirements would also be needed.

Proposed approach

As mentioned above, Scottish Ministers support the introduction of the name of the food and full ingredients listing, including allergen information for PPDS food. This consultation is intended to focus on how to achieve this in a way which provides certainty to consumers. 

Currently, in the case of PPDS food, the name of the food and allergen information does not need to be displayed on a label attached to the packaging. The name of the food may be given on a label or on a notice or ticket near the point where the consumer chooses the food. In the case of allergen information FBO may provide this orally as long as consumers are signposted to where the information may be obtained. 

While supplied to consumers packaged, for food information purposes PPDS food is at present classed as non-prepacked under the FIC. Therefore, unlike prepacked food, the full range of labelling requirements do not automatically apply, but information on the name of the food, allergens and in the case of products containing meat an indication of the meat content must be available to consumers. 

In line with the FIC, it is possible for national rules to be made which apply certain elements of the requirements for prepacked food to food sold non-prepacked such as PPDS. The proposed amendments would extend existing national rules and introduce new national rules for PPDS food as follows:

Name of the food 

This would extend the current need to provide the name of the food on a notice or ticket for PPDS food and require this information to be given on a label.

There are other pieces of information linked to the name of the food for minced meat and products containing meat and these are: 

· the need to display a national square mark for minced meat which does not meet EU compositional standards and;

· an indication of the meat content is needed for products containing meat to enable consumers to compare similar products. 

Businesses would be able to use existing name and composition information for labelling purposes. 
Ingredients information 

While allergen information is already mandatory for PPDS food, it does not have to be given on a label. The proposal would apply the need for PPDS food to carry an ingredients list and that allergens would then need to be emphasised in the same way as for prepacked food.  

Q1. How prepared are businesses to implement labelling of the name and full ingredient lists on PPDS foods?

Business and Regulatory Impact Assessment

The accompanying document takes account of the feedback received during informal engagement with stakeholders and we would appreciate comments and information to further develop the document. In particular the sections covering costs and benefits  and also explore the risks in moving to labelling PPDS food with the name of the food and ingredient information and what can be done to mitigate the risks.

Q2. Are the estimated costs for businesses regarding familiarisation time with the changes and introducing updated labelling reasonable and are there other elements that should be taken into account?

Q3. Do you agree with the benefits stated in the Business and Regulatory Impact Assessment and are there others that could be realised through this approach?

Q4. How likely to occur are the types of risks mentioned in the Business and Regulatory Impact Assessment and what steps to mitigate them could be taken? Are there other risks that should be considered?

Q5. Are the estimated costs for Local Authorities regarding the familiarisation and dissemination of the changes in the Business and Regulatory Impact Assessment reasonable?

Q6. Are there additional risks and unintended consequences from the food law enforcement interest that should be considered and how could these be mitigated?

Q7. Do you agree that as a consumer with a food allergy or intolerance, or if buying food on behalf of others with a food allergy or intolerance, you have a responsibility to inform businesses of these dietary requirements?

Please give reasons for your view

Updated technical guidance 

Food Standards Scotland has worked closely with the Food Standards Agency during the development of updated technical guidance to support businesses provide allergen information to consumers. The main focus of the updates was to give more detail on the proposed interpretation of the term ‘Prepacked for direct sale’. 

The Food Information Scotland Regulations 2014 interprets prepacked food in accordance with Article 2 (2)(e) of Regulation (EU) No 1169/2011 (FIC). Prepacked food does not cover foods packed on the sales premises at the customer’s request or prepacked for direct sale (PPDS). The FIC does not provide a specific definition of PPDS.  It is not intended to be covered by the rules for prepacked foods and fits with other non-prepacked situations mentioned in the FIC. 

The interpretation set out in FSS’s draft technical guidance on allergen labelling is:

PPDS food is not prepacked food or food packed on the sales premises at the consumer’s request.  It is food that is packed before being offered for sale by the same food business to the final consumer:
i) on the same premises; or
ii) on the same site
; or
iii) on other premises if the food is offered for sale from a moveable and/or temporary premises (such as marquees, market stalls, mobile sales vehicles) and the food is offered for sale by the same food business who packed it.
PPDS foods may include: 

· Sandwiches placed into packaging by the food business and sold from the same premises;

· Foods that are pre-weighed and packed such as cheese or meats from a delicatessen counter or baked goods from an in-store baker;
· Fresh pizzas from a delicatessen counter e.g. on a cardboard tray and wrapped in plastic; or 
· Boxed salads
Q8. Is the attached guidance helpful and are there any other aspects, particularly in relation to PPDS that could be improved?

Online training 

This training tool has been developed by Food Standards Scotland to help bring greater awareness about allergens in manufacturing and catering settings.  The training is primarily intended for use by food business operators and local authority enforcement officers, but may also be of interest to anyone wanting to learn more about food allergies. It is freely available on the FSS website: https://www.foodstandards.gov.scot/business-and-industry/safety-and-regulation/food-allergies-2/allergen-training-tool The intention is to update the section on PPDS foods following consultation.
Consultation process

This consultation will last for 9 weeks to provide interested parties in Scotland with the opportunity to comment on the proposed approach. Any responses received as part of this consultation will be given careful consideration and a summary of the responses received will be published on the FSS website within 3 months following the end of the consultation period. 

England, Northern Ireland and Wales have already made domestic legislation which is due to come into force on 1 October 2021. The intention is that the equivalent legislation for Scotland will also come into force at the same time. 

Groups affected

The proposals are relevant to consumers, to all food businesses in Scotland supplying PPDS food, Local Authority enforcement officers and other stakeholders with an interest in UK food law. 

Summary of questions asked in this consultation

	Questions asked in this consultation:
Businesses

Q1. How prepared are businesses to implement labelling of the name and full ingredient lists on PPDS foods?

Q2. Are the estimated costs for businesses regarding familiarisation time with the changes and introducing updated labelling reasonable and are there other elements that should be taken into account?

Q3. Do you agree with the benefits stated in the Business and Regulatory Impact Assessment and are there others that could be realised through this approach?

Q4. How likely to occur are the types of risks mentioned in the Business and Regulatory Impact Assessment and what steps to mitigate them could be taken? Are there other risks that should be considered?

Local Authorities

Q5. Are the estimated costs for Local Authorities regarding the familiarisation and dissemination of the changes in the Business and Regulatory Impact Assessment reasonable?

Q6. Are there additional risks and unintended consequences from the food law enforcement interest that should be considered and, if so, how could these be mitigated?

Consumers

Q7. Do you agree that as a consumer with a food allergy or intolerance or if buying food on behalf of others with a food allergy or intolerance you have a responsibility to inform businesses of their particular needs?

Please give reasons for your view

Guidance

Q8. Is the attached guidance helpful and are there any other aspects, particularly in relation to PPDS that could be improved?




Other relevant documents
N/A


Responses
This is a shortened nine week consultation and therefore responses are required by close 4 December 2020
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,

Calum Yule
Labelling, Standards and Regulated Products
Food Standards Scotland
Enclosed

Annex A: Standard Consultation Information

Annex B: Business & Regulatory Impact Assessment 

Annex C: Technical Guidance Document on Food allergen labelling and information requirements

Annex D: List of interested parties

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 harmonise 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.
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. 
8. 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. 

Further information

9. 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. 

10. Please contact us for alternative versions of the consultation documents in Braille or other languages.
11. Please let us know if you need paper copies of the consultation documents or of anything specified under ‘Other relevant documents’.
12. This consultation has been prepared taking account of the Consultation Criteria.
13. 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.

14. 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 in order to have these amendments in place by February 2021. 
15. The Code of Practice states that an Impact Assessment should normally be published alongside a formal consultation. However, this consultation is concerned mainly with technical amendments to domestic legislation with costs expected to be minimal in respect of familiarisation. FSS does not propose producing a Business and Regulatory Impact Assessment at present but will revisit, depending on stakeholder feedback to this consultation.

Comments on the consultation process itself

16. 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. 

� In this instance ‘site’ refers to a building complex such as a shopping centre or airport terminal in which the same food business operates from more than one unit within the building complex.





	
	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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