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Consultation on revisions to the FSS opinion on five novel foods applications for authorisation and transfer of authorisation holder for five smoke flavouring authorisations
Consultation Summary Page
	Date consultation launched:
	Closing date for responses:

	31st of March 2022
	14th of April 2022


	Who will this consultation be of most interest to?

This consultation will be of most interest to: 

· Manufacturers of infant and follow-on-formula and other food businesses wishing to use the novel foods (NFs) which are being revised, such as food supplement manufacturers and distributors.
· Manufacturers and businesses which use the smoke flavourings for which there is a transfer of authorisation holder.
· Enforcement Authorities, including Local Authorities.
· Consumers of end use products including consumer groups concerned with infant formula and follow-on-formula and parents/carers of infants.


	What is the subject of this consultation?

This consultation is to make stakeholders aware and seek any views, comments or feedback concerning revisions which have been made to the Food Standards Scotland (FSS) opinion on five novel food applications following the recent public consultation. We also invite comments regarding changes to the listed authorisation holders for five smoke flavouring primary product authorisations.


	What is the purpose of this consultation?

FSS and the Food Standards Agency (FSA) have recently consulted on six novel food applications.  However, revisions to these opinions have subsequently been proposed, prior to advice being given to Ministers. In addition to this, we are proposing administrative changes to the domestic list of authorised smoke flavourings primary products present in the Annex to Retained EU Law 1321/2013, to reflect updates to authorisation holders’ details.  While the proposed changes are minor, stakeholder feedback remains crucial to the process of transparent policymaking, hence we are making stakeholders aware of these revisions.


	Responses to this consultation

	If you wish to comment on this consultation, all responses should be submitted through the Citizen Space entry, where the questions can be answered and other feedback given.
	Contact details
Joshua Evans
Labelling, Standards & Regulated Products

Food Standards Scotland
07776 490599
Joshua.Evans@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 
 


Consultation on revisions to the FSS opinion on five novel foods applications for authorisation and transfer of authorisation holder for five smoke flavourings authorisations
Details of Consultation
The consultation on six novel foods applications was published on the FSS Citizen Space website on the 17th of December 2021, running for 8 weeks and closing on the 11th of February 2022. The next step is to provide advice to ministers on the authorisation of these novel foods.  However, FSS and the FSA have identified a need to revise certain aspects of the terms under which the novel foods are proposed to be authorised. This includes revisions to some titles and changing the terms of authorisation for three applications (RP87, RP810, RP811) from extensions of use to new authorisations. 

The scientific reason for changing the terms for these applications from extensions of use to new authorisations is that the original authorisation was not specific to any particular species or strain of schizochytrium.  The applications for extension of use in question concerned specific strains. Hence, the European Food Safety Authority (EFSA) assessment and the UK’s consideration of these products only covered the specific strains mentioned in the applications.

As a result, it was determined that the risk assessment could not guarantee safety for all species and strains of schizochytrium. These applications cannot therefore be extensions of use of the existing authorisation, since they only demonstrated the safety of specific strains. They must be authorised as new, strain-specific authorisations, rather than extensions of use of the original non-species-specific and non-strain-specific authorisation. This consultation also covers applications for the transfer of authorisation holder for five smoke flavourings. A summary of transfers can be found in this document below.
It is necessary that these revisions are made before advice is provided to ministers and, as part of FSS’s open and transparent policy making. It is important that stakeholders are made aware of these changes and are given the chance to comment. 
Impacts
As part of the risk analysis process, FSS/FSA has assessed the impacts of the revisions to the opinions of these five NFs for authorisation, should Ministers decide to authorise. FSS/FSA have also considered the impacts of the transfer of authorisation holder for five smoke flavourings. Our collective assessment did not identify any significant impacts. The impacts considered included those most frequently identified as potential impacts when introducing or amending food and feed law (i.e., Local Authority Delivery, Health, Environment, Growth, Innovation, Trade, Competition, Consumer Interests or Small and Micro Businesses).
Under the provisional common framework for Food and Feed Safety and Hygiene, Northern Ireland continues to have full participation in the risk analysis processes concerning food and feed safety. This reflects Northern Ireland’s integral role within the UK and ensures that any decision made fully considers the potential impacts on the whole of the UK.
Summary of revisions to novel foods opinions

The original consultation documents stated that these novel foods were already authorised in the EU. While the products were authorised, there were some procedural differences between the descriptions in the consultation documents and aspects of the EU’s final authorisation decisions. The revisions below correct these differences and align the proposed terms of authorisation with how the novel foods have been authorised in the EU.
	Regulated Product No.
	Application
	Revision

	RP8
	3'-sialyllactose (3’-SL)
	Heading revised to refer to sodium salt

	RP9
	6'-sialyllactose (6’-SL)
	Heading revised to refer to sodium salt

	RP14
	2’-fucosyllactose / difucosyllactose mixture
	No revisions

	RP87
	DHA-rich algal oil from Schizochytrium sp strain WZU477: 
	Change from extension of use to new authorisation 

	RP810
	DHA 550 from Schizochytrium sp. strain FCC-3204 (application to increase the daily intake of DHA from this source to 1000 mg/day in food supplements)
	Change from extension of use to new authorisation

	RP811
	DHA 550 from Schizochytrium sp. strain FCC-3204 (application to extend the use to infant and follow-on formula)
	Change from extension of use to new authorisation


Details of these changes and the rationales are included in the revised opinion document included in the Citizen Space page for this consultation. These changes do not affect the proposed conditions of use of any of the products.
Summary of transfers of smoke flavouring authorisation holder

We would like to highlight to relevant stakeholders plans to transfer the authorisations for five smoke flavouring primary products (smoke flavourings) to new authorisation holders. 

The domestic list of authorised smoke flavouring primary products (Annex to Retained EU Law 1321/2013) sets out the authorisation holder details, including name and address, for each primary product. Under Retained EU Law 2065/2003 Article 11(1), authorisation holders must update the appropriate authority (i.e. the Minister) if there have been any modifications to their details as listed in the domestic list.   Where it is necessary to update the list, FSS/FSA provide their opinion to the Minister, who in turn makes a decision on whether to amend change the authorisation holder or not. If approved, the Minister will then prescribe, through a Scottish Statutory Instrument (SSI), an update to the list.
Smoke flavouring authorisations in the domestic list are applicable in Scotland, England and Wales. Northern Ireland, under the current terms of the Northern Ireland Protocol on Ireland/Northern Ireland, is adhering to the Union list in the Annex of Commission Implementing Regulation (EU) No. 1321/2013.

Applications have been received via the UK Regulated Products Application Service, requesting modification of authorisation holder details for five smoke flavouring authorisations, including the transfer of:
	Application No.
	Smoke flavouring
	Original authorisation holder
	New authorisation holder

	RP1445
	Smoke Flavouring SF-001 ‘Scansmoke PB 1110’
	Azelis Denmark A/S
	proFagus GmbH

	RP1480
	SF-002 ‘Zesti Smoke Code 10’
	Mastertaste
	Kerry Group Plc.

	
	SF-005 ‘SmokEz C-10
	Red Arrow Products Company LLC
	Kerry Group Plc.

	
	SF-006 ‘SmokEz Enviro-23’
	
	

	RP1472
	Smoke Flavouring SF-007 ‘TradismokeTM A MAX’
	Nactis
	J. Rettenmaier & Söhne GmbH + CO KG.


The changes are minor and administrative in nature and have no bearing on the safety of the smoke flavourings, or how they are used on Great Britain’s (GB) market. These changes reflect the already completed transfers of ownership and acquisition of assets undertaken since the domestic list was originally established. It is important to update the details of the five smoke flavouring authorisations highlighted above to accurately reflect the current authorisation holders and, most pressingly, facilitate applications for renewal of authorisations. Article 12 (1) of Retained EU Law 2065/2003 states that only the named authorisation holders can apply for authorisations to be renewed. This is because the authorisation, as granted, belongs to a specific company. The domestic list therefore needs to be updated by the Minister through an SSI in order to allow the new authorisation holders to submit the applications for renewal. In the interest of transparency, we wish to make stakeholders aware of these changes.
Engagement and Consultation Process
Details of all validated applications for regulated products, including the novel food applications for which our opinion is being amended and the applications for transfer of authorisation holder for smoke flavourings, are published on the Register of Regulated Product Applications here. This list applies for all of GB including Scotland.
Stakeholders are invited to consider the questions posed below. Following the consultation process responses will be published and made available to stakeholders and Ministers.
	Questions asked in this consultation:
1. Do you have any comments, concerns or other feedback regarding the amendments to the FSS/FSA opinions on the five novel food applications?
2. Do you have any comments, concerns or other feedback regarding the transfer of authorisation holder for the five smoke flavourings?

3. Do you have any other feedback?


Responses
This consultation will run for 2 weeks. Responses are required by midnight on the 13th of March 2022.
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, please send details to the named contact for responses to this consultation and your request will be considered.
This consultation has been prepared taking account of the Consultation Criteria.
The Consultation Criteria from the HM Code of Practice on Consultation 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 2 weeks for the following reasons:
· It concerns minor amendments to novel food applications and changes to the authorisation holders for smoke flavourings.

· The novel foods in question have already been risked assessed and fully consulted on in the previous consultation and publication of FSS opinion on applications for authorisation of six novel foods.

· Since the EU have already authorised these products and considering we have already run a consultation on these products, a shortened consultation is needed to keep pace with the EU.

· We believe a 2-week consultation will be sufficient to highlight these changes to stakeholders and provide opportunity to comment.

· We do not expect any undue concerns from stakeholders which may require a longer consultation time period to put together a response.

2. The Code of Practice states that an Impact Assessment should normally be published alongside a formal consultation
Queries
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.
Joshua Evans 

Policy Advisor

Labelling, Standards & Regulated Products
Food Standards Scotland
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