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Title: The Novel Foods (Scotland) Regulations 2017
Consultation Summary Page
	Date consultation launched:
	Closing date for responses:

	12th June 2017
	 6th August 2017


	Who will this consultation be of most interest to?

Food businesses in Scotland dealing in food and food ingredients or processes that do not have a significant history of use within the European Union prior to 15 May 1997. In particular, food innovators such as those developing engineered nanotechnology for use in food. This consultation will interest novel food and entomophagy (insects for human consumption) based businesses and importers dealing with fresh produce from third countries. It will also interest Enforcement Authorities.


	What is the subject of this consultation?

The draft Novel Foods (Scotland) Regulations 2017 provide for the enforcement of Regulation (EU)  2015/2283 on novel foods. It will also repeal and replace in Scotland the Novel Foods and Novel Food Ingredients Regulations 1997 SI No. 1997/1335


	What is the purpose of this consultation?

To provide interested parties with an opportunity to comment on and express their views relating to the draft Scottish Statutory Instrument for the Novel Foods (Scotland) Regulations 2017. Interested parties are also invited to share data that may contribute towards the associated Business and Regulatory Impact Assessment.


	Responses to this consultation should be sent to:

	Georgina Finch
Regulatory Policy Branch
Food Standards Scotland
Tel: 01224 288371   

E-mail address: Georgina.Finch@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 
 See Annex A for reason.


DETAIL OF CONSULTATION
Food Standards Scotland (FSS) would welcome your comments on the draft Novel Foods (Scotland) Regulations 2017 (see Annex B) and the partial Business and Regulatory Impact Assessment (BRIA – see Annex C)

Introduction
1. The purpose of the draft  Scottish Statutory Instrument is to:

a) enable the enforcement of and

b) provide penalties for non-compliance with:
the requirements of Regulation (EU)  2015/2283 which defines foods classed as “Novel Foods”. The EU Regulation lays out the requirements for placing novel foods on the market within the European Union including authorisation procedures, and details new specific rules for traditional foods from third countries.
2. 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. Scotland would be liable for a percentage of these. This approach provides safeguards that novel foods cannot be lawfully marketed in Scotland without assessment and, where necessary, authorisation.  
Proposals
3. The options being considered are:

Option 1 – Do nothing. This means that the directly applicable European Regulation could not be enforced in Scotland.

Option 2 – Introduce legislation to provide enforcement provisions in Scotland for Regulation (EU)  2015/2283 which would designate enforcement by local authority enforcement officers on a risk based approach.

	Key proposal(s): 
· Provide enforcement provisions for Regulation (EU) 2015/2283



Background to the new EU Regulation on Novel Foods
4. The new Novel Food Regulation (EU) 2015/2283 provides revised legislative requirements for placing novel foods on the market and will become fully applicable in Scotland on 1 January 2018. The EU requirements have been updated in line with technical and scientific progress and introduce:

· An updated definition of what constitutes a “Novel Food” (Chapter 1, Article 3) for example whole insects and their parts are clearly established as falling within scope;
· A clear duty on operators to verify whether the food they intend to place on the market falls within the scope of the legislation (Chapter 1, Article 4). If unsure, a food business operator should consult the Member state in which they first intend to market the product providing all necessary information to enable a determination of the novel food status to be made;
· An EU list of authorised novel foods, including any conditions of use that may apply (Chapter II, Article 6-9);

· A consistent, time limited and streamlined authorisation process for food businesses (Chapter III, Section I);

· Centralised risk assessments to be carried out by the European Food Safety Authority (Chapter III, Section I, Article 11);

· Generic authorisations that will enable all operators to benefit from an authorisation unless any proprietary data protection provisions apply; this removes the need to demonstrate substantial equivalence with an already authorised novel food;

· A simpler notification procedure for traditional foods consumed to a significant degree in third countries but not in the EU prior to 1997, facilitating free trade (Chapter III, Section II); and 

· A 5 year period (from the date of authorisation) of intellectual property protection for scientific evidence and data produced in support of applications (Chapter V, Articles 26-27).
· An amendment to the EU Food Information to Consumers Regulation (EU) No 1169/2011 regarding the definition of ‘engineered nanomaterials’.
5. It is anticipated that these changes will help reduce burdens on EU and third country businesses seeking to place novel food products on the market and facilitate consumer access to new food innovations which have been risk assessed and whose proposed use is considered to be safe.

6. An outline of transitional measures that will be put in place is provided in Article 35 of the EU Regulation. Further detailed requirements on certain provisions in the EU Regulation will be provided by means of delegated acts and implementing measures such as on creation of the EU list of authorised novel foods; these measures are being developed at present. Further information about the EU Regulation, including Question and Answer Guidance is available at:
https://ec.europa.eu/food/safety/novel_food/legislation_en
Background to the proposed domestic regulations on Novel Foods

7. A domestic Scottish Statutory Instrument (SSI) is needed (as required by Chapter VI, Article 29 of Regulation (EU) No 2015/2283) to provide an effective and proportionate enforcement framework to facilitate compliance with the EU Novel Food Regulation and effective functioning of the internal market, whilst providing a high level of protection of human health and consumer interests.
8. We propose to amend the enforcement approach taken in the current Novel Food and Novel food ingredients Regulations 1997, to clarify the provisions for remedial action in relation to non-compliant novel foods. E.g. foods where the food business operator has not demonstrated that the food or process is safe or provided evidence of a significant history of consumption in the EU prior to 15 May 1997.  
9. The proposed approach would enable authorised officers to detain food which is suspected of not complying with the EU requirements or seize the food to be dealt with by a Justice of the Peace who may order its destruction to prevent its use for human consumption. It is anticipated that the power to seize will only be exercised where any alternative remedy is not or cannot be applied within a reasonable period to render products compliant with the EU Regulation.
Impact on Businesses and Enforcement Authorities

10. There is likely to be a familiarisation cost associated with the proposed regulations. This includes reading and disseminating information to key staff within the organisation.

11. The primary food business operators likely to be affected are those placing novel food products from third countries such as chia seeds on the market or those developing novel food ingredients/technologies for addition to/use in food products such as oils rich in essential fatty acids e.g. docosahexaenoic acid (DHA). As the definition of what constitutes a novel food has been broadened in the new EU regulation, operators placing other novel food products such as insects for human consumption on the market are also likely to be affected.

12. Transitional arrangements are outlined in Article 35 of the EU regulation and further detailed rules are to follow in implementing acts as indicated in paragraph 6 above.
Consultation Process
13. Prior to the adoption of the new EU Regulation the European Commission carried out a formal consultation; this included stakeholders for the food industry, consumers, third countries and MS and international organisations. Commission representatives also participated in several meetings/seminars organised by stakeholders committed to specific issues and bilateral meetings with interested groups. Furthermore, the Commission carried out an Impact Assessment and several options were considered in regards to their economic, social and environmental impact on the various stakeholders and member States. 
14. The purpose of this 8 week consultation is to provide interested parties with the opportunity to comment on and express their opinions on the proposed domestic regulations, and the associated draft business and Regulatory Impact Assessment. FSS anticipate that the proposed regulations will cause minimal impact to a fully compliant business and the main cost arising is likely to be familiarisation costs.

15. Interested parties are invited to respond to the following questions:
	Questions asked in this consultation:. 
Q1: Have we accurately captured the number of food businesses that are likely to need to familiarise themselves with the new EU Regulation and the proposed SSI?

       If not, please provide us with information on the number of food businesses affected, their location and ideally firm size in terms of the number of employees.

Q2: It is our assumption that it will take one person per food business and enforcement authorities one and a half hours to read through the new EU Regulation and the proposed SSI and a further hour and a half to disseminate the information within their respective organisations.

       Is this a reasonable assumption?
       If not, please provide us with evidence to support your view on the amount of time required for familiarisation.

Q3: Is our estimation of the familiarisation costs for industry reasonable?
       If you agree or disagree with this assessment please provide evidence to support your view on the cost per business for familiarisation.

Q4: Is our estimation of the familiarisation costs for enforcement authorities reasonable?
       If not, please provide us with evidence to support your view on the amount of time required per authority for familiarisation.

Q5: We invite all interested parties to comment on whether we have accurately captured all costs and benefits that arise from the proposed SSI in the partial Business and Regulatory Impact Assessment.
       If you believe these have not been accurately captured please provide us with evidence to support your view.

Q6: We invite all interested parties to provide any data on the potential financial benefits that may arise from enabling a new product to be brought to the market in a shorter time.

Q7: One of the benefits to industry we have identified is a potential lowering of administrative costs for food businesses seeking authorisation of a novel food.

      Do you agree with the assumptions made?
      If not, please provide us with evidence to support your view.

Q8: Does the proposed SSI provide an effective means to enforce the requirements of novel food in future?

Q9 – Are there any businesses in Scotland likely to be affected by including insects within scope of the novel food regulations?



16. Any comments that interested parties wish to provide in relation to the proposed SSI and its enforcement powers would be gratefully received. We are particularly keen to hear from small and micro food business on the likely impact of the proposed SSI.

Other relevant documents

17. The new Novel Food Regulation (EU) No 2015/2283 is available to download free of charge from the EUR-Lex website at:

http://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32015R2283
18. Further information about the EU Regulation, including Question and Answer Guidance is available at:
https://ec.europa.eu/food/safety/novel_food/legislation_en
19. Regulation (EC) No 258/1997 is available to download free of charge from the EUR-Lex website at:
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A31997R0258
20. Regulation (EU) No 1169/2011 is available to download free of charge from the EUR-Lex website at:

http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1490270370124&uri=CELEX:32011R1169
Responses
Responses are required by close 6th August 2017.

We appreciate that the duration of this consultation is slightly shorter than usual due to the recent election restrictions and the need to have enforcement measures in place by the end of the year. If you anticipate this will cause you any difficulties in providing a response, please let me know.
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,

Georgina Finch
Policy Advisor

Regulatory Policy Branch 

Food Standards Scotland
Enclosed

Annex A: Standard Consultation Information
Annex B: Business & Regulatory Impact Assessment 
Annex C: Draft Scottish Statutory Instrument
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. 

Publication of personal data and confidentiality of responses 

2. In accordance with the principle of openness, our office in Pilgrim House in Aberdeen will hold a copy of the completed consultation.  FSS will also publish a summary of responses, which may include full name.  Disclosure of any other personal data would be made only upon request for the full consultation response.  If you do not want this information to be released, please email dataprotection@fss.scot or return by post to the address given on page 1.
3. 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.  

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

10. Criterion 2 states that Consultations should normally last for at least 12 weeks with consideration given to longer timescales where feasible and sensible. 
11. 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

12. 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. 

	
	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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