	[image: image1]
Food Standards Scotland (FSS)

Public Consultation 

www.foodstandards.gov.scot

	
[image: image1]



Foods For Special Medical Purposes For Infants, Infant Formula and Follow On Formula and Addition Of Vitamins and Minerals (Scotland) Regulations
Consultation Summary Page
	Date consultation launched:
	Closing date for responses:

	5th November 2019
	2nd December 2019


	Who will this consultation be of most interest to?

Enforcement authorities, manufacturers, wholesalers and retailers of foods for special medical purposes. The consultation may also be of interest to health professionals, consumer groups and others with an interest in fortification, medical foods, infant formula and follow on formula.


	What is the subject of this consultation?

The proposed Regulations will provide enforcement for Annex III of Regulation (EC) No 1925/2006, and mirrors and allows the enforcement of the second part of Delegated Regulation (EU) 2016/128 which establishes detailed rules on the composition, labelling and advertising of Food for Special Medical Purposes (FSMP) for infants and Delegated Regulation 2016/127 which establishes the detailed rules on the composition, labelling and advertising of infant formula and follow-on formula (IFFOF)


	What is the purpose of this consultation?

To provide stakeholders with an opportunity to comment on the proposals. 


	Responses to this consultation should be sent to:

	Name: Siobhan Watt
Branch: Regulatory Policy
Food Standards Scotland
Tel: 01224 285112   

E-mail address: Siobhan.watt@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.


Foods For Special Medical Purposes For Infants, Infant Formula and Follow On Formula and Addition Of Vitamins and Minerals (Scotland) Regulations
DETAIL OF CONSULTATION
Food Standards Scotland (FSS) would welcome your comments on the proposals for Foods For Special Medical Purposes For Infants, Infant Formula and Follow On Formula and Addition Of Vitamins and Minerals (Scotland) Regulations and the partial Business and Regulatory Impact Assessment (BRIA). 
INTRODUCTION
Foods for Specific Groups

Foods for Special Medical Purposes (FSMP) are specialist foods intended for the exclusive or partial feeding of people whose nutritional requirements cannot be met by normal foods. Commission Delegated Regulation 2016/128, adopted in September 2015, provides the new EU rules for the composition and labelling of FSMP. The first part of this Regulation came into force on 22nd February 2019 (and already applies in Scotland). The second part relating to FSMP for infants is set to apply from 22nd February 2020.

Commission Delegated Regulation (EU) 2016/127 (as amended by Commission Delegated Regulation (EU) 2019/828 of 14 March 2019), which sets new EU rules for the composition, labelling and advertising of infant formula and follow-on formula (IFFOF), was adopted in September 2015. The new rules are set to apply from 22nd February 2020, which will have given industry a transition period of 4 years to comply. For IFFOF made from protein hydrolysates industry has been given an additional period of transition meaning they have until 22nd February 2021 to comply.
Both these Delegated Regulations supplement framework Regulation (EU) No 609/2013 on Food for Specific Groups (FSG). 
Article 15 and the Annex of the FSG Regulation provides the list of substances that can be added to FSMP for infants and to IFFOF. This provision is set to apply from the date of application of the Delegated Regulations i.e. from 22nd February 2020 or 22nd February 2021.

Food Standards Scotland (FSS) intends to introduce domestic legislation, in the form of a Scottish Statutory Instrument (SSI), so that both the Delegated Regulations and Article 15 of the FSG Regulation shall apply and be enforceable in Scotland. 
The policy is considered low cost and non-controversial as the provisions were agreed by the UK as a Member State of the EU in 2015 and businesses have been working towards meeting these for several years to meet the 22nd February 2020 and 22nd February 2021 deadlines. Many products reformulated to comply with the updated rules are already available on the market.
Addition of Vitamins, Minerals and Other Substances

The Addition of Vitamins, Minerals and Other Substances (Scotland) Regulations 2007 provides for the enforcement of Regulation (EC) No 1925/2006 on the addition of vitamins and minerals and of certain other substances to foods “the EC Regulation”.

Article 8 and Annex III of the EC Regulation provide for substances that could represent a potential risk to consumers. Such substances may be:

· Prohibited under Part A of Annex III 

· Restricted with certain conditions of use under Part B of Annex III

· Kept under scrutiny subject to evidence of safety under Part C of Annex III. 

These provisions are directly applicable in EU Member States. If the UK has exited the EU when this amendment is made, the EC Regulation will have been retained in the law of Scotland, so the provisions will continue to be applicable. 

However, an omission in the Scottish legislation meant that the Article 8 and Annex III provision was not included in the offences and penalties section of the original instrument. 

FSS is therefore consulting on the proposal to amend the Scottish legislation to include a provision for Article 8 on the prohibition or restriction of substances listed in Part A or B of Annex III. This will make it a punishable offence if a food business operator uses a prohibited substance listed in Part A or is non-compliant with the conditions of use for substances listed in Part B. 
PURPOSE
The purpose of the SSI is to:

· Enable the enforcement of and provide penalties for non-compliance with Article 8 and Annex III of 1925/2006 which lists substances whose use in foods is prohibited, restricted or under community scrutiny.

· amend the Foods for Specific Groups (Scotland) Regulations 2016 to: 

-
execute, mirror and provide for the enforcement of the Delegated Regulation 2016/128 rules on FSMP for infants 

-
execute, mirror and provide for the enforcement of the Delegated Regulation 2016/127 rules on IFFOF

-
execute and provide for the enforcement of Article 15 and the Annex to the FSG Regulation 609/2013 with regard to the Union list of substances that can be added to FSMP for infants and IFFOF 

· repeal the Foods for Special Medical Purposes (Scotland) Regulations 2000 from 22nd February 2020
· repeal the Infant Formula and Follow-on Formula Regulations (Scotland) 2007 from 22nd February 2020 as it applies to IFFOF, other than IFFOF made from protein hydrolysates for which it will repeal the 2007 Regulations from 22nd February 2021.
BACKGROUND
Food for Specific Groups (FSG)

The Food for Specific Groups Regulation (EU) No. 609/2013 (the FSG Regulation) lays down general compositional and information requirements for four categories of food, including FSMP, IFFOF, baby foods and foods for weight control. Scottish enforcement provisions are contained within the Food for Specific Groups (Scotland) Regulations 2016 (“the 2016 Regulations”).

Food for Special Medical Purposes (FSMP)

Delegated Regulation (EU) 2016/128 on Food for Special Medical Purposes (FSMP) supplements the FSG Regulation with the specific compositional and information requirements for FSMP taking into account the provisions of earlier harmonised legislation on FSMP (Directive 1999/21/EC). 
It was adopted on 25 September 2015 and the provisions for FSMP other than FSMP for infants have applied since 22nd February 2019. The enforcement provisions were introduced through the Foods for Specific Groups (Medical Foods) (miscellaneous Amendments) (Scotland) Regulations 2018, which amended the 2016 Regulations to include the provisions for FSMP (other than FSMP for infants).
Therefore, the FSMP Delegated Regulation 2016/128 has been enforceable in Scotland since 22 February 2019, except in respect of FSMP developed to satisfy the nutritional requirements of infants for which it is due to apply from 22 February 2020. 
The SSI will execute, provide for the enforcement of the rules on FSMP for infants and repeal the Regulations that implement the earlier Directive i.e. the Foods for Special Medical Purposes (Scotland) Regulations 2000 

Infant Formula and Follow-on Formula (IFFOF)

Delegated Regulation (EU) 2016/127 on Infant Formula and Follow-on Formula (IFFOF) supplements the FSG Regulation. It was adopted on 25 September 2015 to update the specific compositional and information requirements for IFFOF, taking into account the provisions of earlier harmonised legislation on IFFOF (Directive 2006/141/EC) and the latest scientific evidence. 
Delegated Regulation (EU) 2016/127 on IFFOF is due to apply from 22nd February 2020, except in respect of IFFOF made from protein hydrolysates for which the provisions are due to apply from 22nd February 2021. We are consulting on the enforcement of both the 2020 and 2021 provisions.
The SSI will execute, provide for the enforcement of the new IFFOF rules and will repeal the Regulations that implement the earlier Directive i.e. The Infant Formula and Follow-on Formula (Scotland) Regulations 2007 from 22nd February 2020 for the majority of IFFOF. However, The Infant Formula and Follow-on Formula (Scotland) Regulations 2007 will continue to apply in respect of IFFOF made from protein hydrolysates until 22 February 2021.
Union list of substances that can be added to Food for Specific Groups

Article 15 and the Annex to the FSG Regulation 609/2013 provide the Union list of substances that can be added to FSMP for infants and to IFFOF. This provision and the Annex are set to come into force from the date of application of the Delegated Regulations. Therefore this SSI will also execute and provide for the enforcement this provision.
EU Exit 
The UK is due to leave the EU on 31 January. However, in the event of a negotiated EU exit with an agreed Implementation Period or a further extension to Article 50, the UK Government and devolved administrations would be legally obligated to implement the remaining part of Commission Delegated Regulation 2016/128 and part of Commission Delegated Regulation 2016/127 which apply from 22 February 2020. i.e. marking the end of a 4 year transition period. In either of these scenarios, to ensure Scottish Ministers meet their EU statutory obligations, secondary legislation in Scotland would be required to provide for the execution and enforcement of the Delegated Regulation. In any case, given that the UK supported these Regulations during the negotiation stages and businesses are already working to its requirements, the policy intention is to adopt the updated rules in this area
PROPOSALS
Option 1 – Do nothing. This means that the legislation that businesses have been working towards since 2015 would not be enforced in Scotland.
Option 2 – Introduce legislation to execute and provide enforcement provisions in Scotland for the above Delegated Regulations and Regulation. 
	Key proposal(s): 
· Provide enforcement for Article 8 and Annex III of 1925/2006
· Mirror and provide enforcement for Delegated Regulation (EU) 2016/128
· Mirror and provide enforcement for Delegated Regulation (EU) 2016/127

· Mirror and provide enforcement for Article 15 and the Annex to the FSG Regulation 609/2013 with regard to the Union list of substances that can be added to FSMP for infants and IFFOF. 


Consultation Process
A 4 week consultation is being launched to provide interested parties with the opportunity to comment on these proposals. A shortened consultation period is necessary to ensure the Scottish instrument is in place to meet the European deadline of 22 February 2020 and to align the coming into force dates of the domestic regulations across the UK.
	Questions asked in this consultation:. 
1. Are you content with the proposal to amend the Addition of Vitamins, Minerals and Other Substances (Scotland) Regulations 2007 to include, under offences and penalties a provision for article 8 and Annex III of the European Regulation 2006/125/EC?
2. Are you content with the proposal to mirror and enforce the Delegated Regulation 2016/128 on rules on FSMP for infants?

3. Are you content with the proposal to mirror and enforce the Delegated Regulation 2016/127 rules on IFFOF?
4. Are you content with the proposal to mirror and enforce Article 15 and the Annex to the FSG Regulation 609/2013 with regard to the Union list of substances that can be added to FSMP for infants and IFFOF 

5. Do you have an alternative proposal?




Business and Regulatory Impact Assessment
The purpose of a Business and Regulatory Impact Assessment (BRIA) is to assess and record the likely costs and benefits of the forthcoming provisions for individuals involved. 

Any comments that interested parties are able to provide in relation to the proposed Regulations would be gratefully received. 

Following the consultation we will review the responses received and consider whether any changes are required to the proposed legislation.

Responses
This is a shortened 4 week consultation and therefore responses are required by close 2nd December 2019.  

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 new address details.

We will summarise all comments received and the official response to each will be published on the FSS website within 3 months following the end of the consultation period.
Thank you on behalf of Food Standards Scotland for participating in this public consultation.

Yours sincerely,

Siobhan Watt

Policy Advisor 
Regulatory Policy 
Food Standards Scotland

Enclosed

Annex A: Standard Consultation Information
Annex B: Business & Regulatory Impact Assessment 
Annex C: 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 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.
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 achieve the European deadline for implementation of this Regulation
15. The Code of Practice states that an Impact Assessment should normally be published alongside a formal consultation. Please see the Business & Regulatory Impact Assessment at Annex B.  
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. 

	
	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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