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 Dear Lewis 

 
THE NUTRITION (AMENDMENT) (EU EXIT) REGULATIONS 2019 
 
EU EXIT LEGISLATION – PROTOCOL WITH SCOTTISH PARLIAMENT 

 

I am writing in relation to the protocol on obtaining the approval of the Scottish 

Parliament to the exercise of powers by UK Ministers under the European Union 

(Withdrawal) Act 2018 in relation to proposals within the legislative competence of 

the Scottish Parliament. 

As you know, the Cabinet Secretary for Government Business and Constitutional 

Relations, Michael Russell MSP, wrote to the Conveners of the Finance & 

Constitution and Delegated Powers and Legislative Reform Committees on 11 

September setting out the Scottish Government’s views on EU withdrawal. That 

letter also said that we must respond to the UK Government’s preparations for a No-

Deal scenario as best we can, despite the inevitable widespread damage and 

disruption that would cause. It is our unwelcome responsibility to ensure that 

devolved law continues to function on and after EU withdrawal.  

I attach a notification which set out the details of the above SI which the UK 

Government propose to make and the reasons why I am content that Scottish 

devolved matters are to be included in this SI.  

Please note, we are yet to have sight of the final SI and they are not available in the 

public domain at this stage. We will, in accordance with the protocol, advise you 



when the final SI is laid and advise you as to whether it is in keeping with the terms 

of this notification. 

The policy rationale for the proposed changes that the above SI will make is to 

ensure the continuation of important consumer protection elements of the current EU 

regime for nutrition related labelling and composition standards. This includes 

making the necessary corrections to an important area of the current body of EU 

food law dealing with nutrition and health claims made on food and substances 

added to food to ensure that there is a functioning statute book which will continue to 

underpin the UK’s regulatory system for these areas once it becomes retained EU 

law.   

The proposed Regulations make amendments to what will become retained direct 

EU law in a number of specific areas, including law which sets down the certain 

requirements for the voluntary addition of vitamins and minerals to food.  Where the 

law contains provisions for the approval or authorisation of certain substances  (such 

as vitamins, minerals and sources of protein), these ‘regulated products’ are 

currently the subject of risk assessments carried out by the European Food Safety 

Authority and authorisation decisions made by the European Commission.  The 

amendments in this SI are necessary to make legally workable arrangements, and 

which reflect devolved responsibilities in future.  This will maintain the high standards 

in this area that we currently benefit from as an EU Member State, and I am pleased 

to note the assurances provided by the UK Government that these changes will not 

result in any material changes to existing levels of public health and consumer 

protection.   

It is important to note that these fixing instruments do not modify the key rules on 

safety and technical standards associated with this nutrition related law.  These key 

elements will be retained at the point of exit.  However these Regulations make the 

necessary modifications to the existing EU law to delete obsolete references to EU 

institutions, replicate, within the UK, certain functions carried out by the EU 

institutions and transfer powers to allow future amendment to parts of the EU law, 

where such modifications were previously permissible through standing committee 

procedures within the EU.  This is necessary in preparing the UK statute book for a 

No-Deal scenario. 

The nature of the UK’s future relationship to EU agencies and bodies such as the 

European Food Safety Authority (EFSA) is subject to ongoing UK-EU negotiations, 

and the Scottish Government has made clear its position that we would wish to 

continue to benefit from participation in such agencies.  However, in the event of a 

No-Deal it would not be possible to ensure a legal basis for the continued access to 

these functions and the instruments therefore reflects the reality of that situation. 

The Department of Health and Social care is the lead UK department for this SI 

which is due to be laid in the UK Parliament on 16 January 2019.   



I am copying this letter to the Convener of the Delegated Powers and Law Reform 

Committee.  

I look forward to hearing from you in due course. 

 

 

 

 

JOE FITZPATRICK 
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NOTIFICATION TO THE SCOTTISH PARLIAMENT 
 
 
Name of the SI(s) (if known) or a title describing the policy area 
 
The Nutrition (Amendment) (EU Exit) Regulations 2019 
 
A brief explanation of law that the proposals amend 
 
The UK fixing SI makes amendments to, several areas of what will become, 
retained directly applicable EU law relating to nutrition related labelling and 
compositional matters. These are: 
 

• Nutrition and health claims made on food 

• The addition of vitamins, minerals and certain other substances added to food, 
which set out rules for the voluntary fortification of food 

• Foods for specific groups, including infant and follow on formula; foods for 
special medical purposes; processed cereal-based and baby foods; and total 
diet replacement for weight control; and food supplements.   

 
The EU list for food supplements which is based in a directive is being copied 
across in the UK fixing SI to create a UK list which can be amended by all four 
administrations. 
 
There are also amendments being made to the domestic legislation for England . 
Equivalent changes for Scotland will be addressed separately in a Scottish SI. 
 

Background 

Nutrition and health claims 

The Nutrition and Health Claims Regulation sets out the legal framework for 
businesses that want to highlight the beneficial properties of their products, to 
ensure that claims are accurate and consumers are not misled. Nutrition and 
health claims are required to be based on scientific evidence and may only be 
used on packaging if they have been approved following scientific assessment.  
 
Currently EU law: defines nutrition and health claims; identifies the context in 
which the regulations related to nutrition and health claims apply; establishes lists 
of authorised claims and a register of authorised and rejected claims; describes 
conditions of use for claims; and sets out a process for the assessment and 
approval of new claims. 
 
The European Commission maintains the EU Register which lists all nutrition and 
health claims that may be made in respect of foods; and sets out restrictions and 
conditions for their use. The Register also includes details of rejected health claims 
and the reasons for their rejection. 
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Addition of vitamins, minerals and certain other substances 
 
Currently EU law: stipulates which vitamins, minerals, and certain other 
substances may be added to foods; sets out how new substances may be 
assessed and approved; and outlines compositional and labelling requirements for 
foods that have substances added to them. 
 
The European Commission is responsible for establishing, publishing, and 
maintaining the Community Register, which lists all the vitamins, minerals, and 
certain other substances that may be added to foods.  
 
Regulation (EC) 1925/2006 establishes three lists contained within its Annexes. 
Annex I contains the list of vitamins and minerals which may be added to foods. 
Annex II sets out the permitted formulations of those vitamins and minerals. Annex 
III lists substances whose use in foods is prohibited, restricted or ‘under scrutiny’. 
The European Commission may, taking into account scientific opinion provided by 
the European Food Safety Authority (EFSA), modify the lists contained in those 
Annexes. 
 
Regulation (EC) 1925/2006 also sets out the products to which vitamins and 
minerals may not be added. 
 
Foods for Specific Groups 
 
The law relating to food for specific groups is currently in a transitional phase. Until 
20 July 2016 these foods were regulated as ‘Foods for Particular Nutritional Uses’ 
or PARNUTs, under Directive 2009/39. The Directive set out the general 
framework for foods for particular nutritional uses and empowered the European 
Commission to make specific directives setting out requirements on composition 
and labelling. It also empowered the Commission to make a list of substances with 
specific nutritional purposes. That list is contained in Commission Regulation 
2009/953. 
 
Regulation (EU) 609/2013 repealed Directive 2009/39 and the concept of 
PARNUTs. The Regulation deals with four specific categories of foods: infant and 
follow-on formulae; processed cereal based foods and baby foods; food for special 
medical purposes; and total diet replacement for weight control.  
 
Under Regulation 609/2013 the EC is empowered to adopt delegated acts with 
respect to specific compositional and information requirements for these 
categories of foods. Commission Regulations have now been made for each 
category except for processed cereal based foods and baby foods. To allow food 
businesses time to adapt to the new regime from the old PARNUTs regime, 
however, a transitional period was introduced and the new specific rules do not yet 
apply. This means that Regulation 2009/953 and the old composition and labelling 
rules continue to apply until the ‘date of application’ of the new rules. The date of 
application of the new rules is different for each category of foods. Anything that 
does not apply on Exit day will not become retained law. 
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This means that on Exit day foods for specific groups will be regulated by the 
framework contained in Regulation 609/2013 but the detailed requirements will 
continue to be set out in Regulation 2009/953 and in the specific directives that 
were made under Directive 2009/39. The only exception is foods for special 
medical purposes other than that designed to meet the nutritional needs of infants, 
which will be entirely regulated under the new regime (Regulation 609/2013 and 
Commission Regulation 2016/128). 
 
The Directives will not become retained law but the requirements will continue to 
be enforced by the domestic legislation that was introduced to implement them. By 
cross-referring to the Directives as they stood on Exit day, this will continue to 
provide an effective regulatory regime.  
 
Current EU law stipulates compositional and information requirements of foods for 
specific groups; outlines how relevant products are placed on the market; 
establishes guidelines for the labelling and advertising of specific products; and 
sets out how EU bodies regulate products. 
 
When a food for a specific nutritional use is first placed on the market, EU law 
requires that the relevant competent authority within that market is notified. Further 
to this guidelines for the labelling, presentation, and advertising of these products 
are set out, with specific requirements for infant and follow on formulae. 
 
Under Regulation 609/2013, the European Commission is conferred responsibility 
for; deciding if a given food falls within the scope of the regulation; establishing 
further regulations for food for specific groups; and modifying the lists of 
substances permitted for use in the manufacture of these products, taking into 
account the scientific opinion of EFSA. 
 
Food supplements 
 
Food supplements are currently regulated by Directive 2002/46, which sets out 
rules for vitamins and minerals used in food supplements. The Directive contains a 
list of permitted vitamins and minerals in Annex I. The permitted forms of those 
vitamins and minerals is listed in Annex II. The Directive contains a power for the 
European Commission to update the lists in the Annexes, to set purity criteria, and 
to set maximum and minimum amounts for vitamins and minerals that may be 
used in food supplements.   
 
 
Summary of the proposals and how these correct deficiencies 
 
The fixing Regulations do not introduce any new policy provisions with respect to 
the purpose of the Community law or modify the current EU technical standards in 
these areas which will apply on exit day as they currently do. The existing EU 
provisions covered by the instrument are already harmonised and for the most part 
directly applicable in all Member States. The purpose of the fixing Regulations is to 
ensure continuity of these EU provisions from exit day. The provisions in the fixing 
Regulations amend retained EU law or otherwise transfer EU law into domestic 
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law, such as creating UK lists of vitamins and minerals which may be used in food 
supplements. 
 
This also includes provisions for the future amendment of the retained EU law. The 
power to amend these regulations in future will be exercisable by Ministers in 
Scotland in so far as they are within devolved competence and exercisable in 
Scotland. There is also provision for the Secretary of State to legislate, where it is 
expedient to do so, but only with the consent of devolved administrations. 
 
More detail in relation to specific areas is described below. 
 
Nutrition and health claims 
 

This SI makes fixes to Regulation (EC) 1924/2006, and related additional pieces of 
EU legislation: 
 

• Regulation (EC) 353/208 established implementation rules for applications for 
the authorisation of health claims 

• Regulation (EC) 2013/63 adopted guidelines for the implementation of specific 
conditions for health claims laid 

• Commission Regulation (EC) 907/2013 set rules for applications concerning 
the use of generic descriptors 

 
Fixes are predominantly technical in nature, simply changing EU-specific 
references so that they make sense when the UK is no longer a member State, 
whilst EU functions outlined above will be transferred to Scottish Ministers and, in 
parallel, where it is expedient to do so, the Secretary of State with consent of 
Scottish Ministers. 
 
The UK fixing SI adopts the existing EU lists of claims, including restrictions and 
conditions of use. Further to this it is anticipated that the same list will apply across 
the UK with a single application procedure for the approval of health claims.  
 
The SI allows for scientific advisory functions conducted by EFSA to be transferred 
to a Committee designated for the purpose by appropriate authorities (defined as 
Scottish Ministers or the Secretary of State with consent) in the UK. FSS can 
advise that, in this case, the proposal will be for a new Committee to be 
established which will be responsible for providing advice to the four UK 
administrations on the scientific substantiation of any new nutrition or health claims 
applications made within the UK post EU-exit. This is felt necessary as there is 
there is no capacity within existing Scientific Advisory Committees across the UK 
to take on the functions currently undertaken by EFSA. 
 
Addition of vitamins, minerals and certain other substances 
 
With regards to vitamins, minerals, and certain other substances, the SI makes 
fixes to Regulation (EC) 1925/2006, and related additional pieces of EU legislation: 
 

• Regulation (EC) 307/2012: establishes implementing rules for the application 
of power to prohibit, restrict, or place a substance under scrutiny 
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Fixes will be predominantly technical in nature, simply changing EU-specific 
references so that they make sense when the UK is no longer a member State, 
whilst EU functions outlined above will be transferred to Scottish Ministers and, in 
parallel, where it is expedient to do so, the Secretary of State with consent. 
 
The lists of vitamins, minerals, and certain other substances contained in the 
Annexes will continue to be set out in the retained EU regulation and will apply 
across the UK. The lists will be able to be updated by all four administrations of the 
UK. 
 
Foods for Specific Groups 
 
With regards to compositional and information requirements of Foods for Specific 
Groups, the SI makes fixes to Regulation (EC) 609/2013, and related additional 
pieces of EU legislation: 
 

• Commission Regulation (EC) 953/2009: on substances that may be added for 
specific nutritional purposes in foods for particular nutritional uses  

• Commission Delegated Regulation (EU) 2016/128: supplementing Regulation 
(EU) No 609/2013 with regards to the specific compositional and information 
requirements for food for special medical purposes 

 
Fixes are predominantly technical in nature, simply changing EU-specific 
references so that they make sense when the UK is no longer a member State, 
whilst EU functions outlined above are transferred to Scottish Ministers and, in 
parallel, where it is expedient to do so, the Secretary of State with consent. There 
will be further fixes required in this policy area to domestic legislation transposing 
EU Directives and these fixes will be made through a fixing SSI in due course. 
 
Food supplements 
 
Directives will not become retained law when the UK exits the EU. The Directive is 
implemented by Regulations made in each part of the UK. In order that the UK can 
amend the lists contained in the Annexes after exiting the EU, it is necessary to 
transpose the Annexes into domestic law. The SI does this by copying the 
Annexes into a schedule, which will make them part of UK domestic law. One list 
will be held for the UK but each of the devolved administrations will be able to 
make amendments for their own areas and the Secretary of State will be able to 
make amendments for the whole of the UK with consent from each of the 
Devolved Administrations. 
 
Revocations 
 
The SI also revokes the following EU Regulations: 
 

• Commission Implementing Regulation (EU) No 489/2012 establishing 
implementing rules for the application of Article 16 of Regulation (EC) No 
1925/2006 of the European Parliament and of the Council on the addition of 
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vitamins and minerals and of certain other substances to foods. The 
requirement has expired and so this is no longer required. 

 

• Commission Implementing Decision 2013/63/EU adopting guidelines for the 
implementation of specific conditions for health claims laid down in Article 10 of 
Regulation (EC) No 1924/2006 of the European Parliament and of the Council, 
and Commission Regulation (EU) No 907/2013 setting the rules for applications 
concerning the use of generic descriptors (denominations). These provide 
additional detailed guidance for the implementation of requirements set out in 
Regulation (EC) 1924/2006. The guidance is very specific to the current EU 
process and would require considerable changes to be workable in the UK 
context as retained EU law. Instead, an amendment has been made to 
1924/2006 which allows each of the four administrations to make their own rules 
in this area, or rules to be made on a UK-wide basis if consent is given. Work is 
ongoing between the four administrations on adapting this guidance so that it is 
relevant for a new UK applications process.  

 
 
An explanation of why the change is considered necessary 
 
The changes modify the above EU provisions by limiting their scope to the UK. 
They also adopt existing EU lists into UK law in certain areas and make provisions 
for appropriate authorities to amend those lists in future. The SI provides for the 
transfers of EFSA functions to committees designated for these purposes by the 
appropriate authority. It also transfers functions to Scottish Ministers to make 
future regulatory decisions on the basis of scientific advice from these Committees 
and in some areas to modify retained EU law in limited areas.  
 
 
Scottish Government categorisation of significance of proposals 
 
The Regulations have been categorised as Category B.   
 
The main purpose of the Regulations is to ensure continuity of law in this area with 
no policy divergence or modification to the principles that currently apply. With 
respect to transfer of powers from the EU institutions, it is anticipated that this will 
be consistent with the devolution settlement. In particular, the proposed areas of 
transfer are considered to fall entirely within areas of devolved competence, as 
currently delineated within the Scotland Act 1998 and the transfer will provide that 
Scottish Ministers assume those functions of amending EU law, insofar as those 
amendments are to be applied in Scotland.  
 
The main reason for the categorisation B is the transfer of scientific advisory 
functions, currently conducted by EFSA, for the assessment of applications for 
new nutrition and health claims, presents a policy choice. This choice is in relation 
to which Committee will be designated for this purpose and it is anticipated that a 
new Committee will be required to be established to advise administrations across 
the UK. The UK fixing SI respects the devolution settlement in this regard and 
Scottish Ministers will be required to make determinations on the basis of 
recommendations made including the designation of the new Committee itself.  
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Impact on devolved areas 
 
The subject matter is a fully devolved area. The UK fixing SI relates to technical 
changes to and future modification of retained direct EU law relating to nutrition 
related labelling, composition and standards and will therefore affect Scotland. The 
changes in terms of powers and competence highlights that additional capacity 
may be required in Scotland and the rest of the UK to support the repatriation of 
functions and powers in this area to authorities in the UK.  
 
FSS, DHSC, Welsh Government (WG) and Food Standards Agency Northern 
Ireland (FSA (NI)) are currently discussing the development of a UK-wide 
framework for nutrition related areas, with a view to agreeing new working 
arrangements and enhanced capacity for the administration of future applications 
and modifications of the law in this area. 
 
The UK fixing SI maintains the basis of the existing EU legislative provisions which 
are designed to ensure that a high level of public health protection is maintained, 
and those food businesses in Scotland and the rest of the UK continue to operate 
safely. It is therefore important that the necessary functioning statute covering this 
policy area is in place before exit day. 
 
 
Summary of stakeholder engagement/consultation 
 
DHSC is carrying out a UK-wide public consultation which ends on 14 December 
2018 on the proposed approach to retained EU law for nutrition related areas. FSS 
has highlighted the UK consultation to its stakeholders in Scotland. As the 
consultation will be running in parallel with this notification, FSS will provide further 
information on consultation responses to the Health and Sport Committee as they 
become available, should they so wish. 
 
 
A note of other impact assessments, (if available) 
 
N/A 
 
 
Summary of reasons for Scottish Ministers’ proposing to consent to UK 
Ministers legislation 
 
The Scottish Ministers believe that the changes proposed in the UK fixing SI are 
necessary so far as falling within devolved competence to secure continuation of 
an effective regulatory regime for nutrition related labelling, composition and 
standards, and to provide continuity for food businesses as from exit day. In the 
current circumstances where there is existing harmonised EU law in this area and 
the need to prepare for a No-Deal exit from the EU, the Scottish Ministers consider 
that it is appropriate therefore for the fixing legislation to be made on a UK-wide 
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basis by the UK Government. This is on the basis that there is an appropriate 
transfer of powers to the Scottish Ministers in the Regulations. 
 
 
Intended laying date (if known) of instruments likely to arise 
 
16th January 2019 
 
If the Scottish Parliament does not have 28 days to scrutinise Scottish 
Minister’s proposal to consent, why not? 
 
N/A 
 
Information about any time dependency associated with the proposal 
N/A  
 
 
Are there any broader governance issues in relation to this proposal and 
how will these be regulated and monitored post-withdrawal? 
 
FSS, DHSC, WG and FSA (NI) are currently working to develop a proposed UK-
wide framework for nutrition related areas, of which includes matters of future 
governance. 
 
 
Any significant financial implications? 
 
The UK fixing SI is not expected to have any financial implications for business 
stakeholders in Scotland. There are likely to be financial implications for nutrition 
related authorities and for bodies providing them with scientific advice, but it is not 
possible at this stage to assess how significant they may be.  
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A full list of the relevant EU provisions affected by these changes are:  
 

• Regulation (EC) 1924/2006 of the European Parliament and of the Council of 
20 December 2006 on nutrition and health claims made on foods. 

 

• Regulation (EC) 1925/2006 of the European Parliament and of the Council of 
20 December 2006 on the addition of vitamins and minerals and of certain 
other substances to food. 

 

• Commission Regulation (EC) No 353/2008 establishing implementing rules for 
applications for authorisation of health claims as provided for in Article 15 of 
Regulation (EC) No 1924/2006 of the European Parliament and of the Council. 

 

• Commission Regulation (EC) No 953/2009 on substances that may be added 
for specific nutritional purposes in foods for particular nutritional uses. 

 

• Commission Implementing Regulation (EU) 307/2012 establishing 
implementing rules for the application of Article 8 of Regulation (EC) No 
1925/2006 of the European Parliament and of the Council on the addition of 
vitamins and minerals and of certain other substances to foods. 

 

• Commission Regulation (EU) No 432/2012 establishing a list of permitted 
health claims made on foods, other than those referring to the reduction of 
disease risk and to children’s development and health. 

 

• Regulation (EC) 609/2013 of the European Parliament and of the Council on 
food intended for infants and young children, food for special medical purposes, 
and total diet replacement for weight control and repealing Council Directive 
92/52/EEC, Commission Directives 96/8/EC, 1999/21/EC, 2006/125/EC and 
2006/141/EC, Directive 2009/39/EC of the European Parliament and of the 
Council and Commission Regulations (EC) No 41/2009 and (EC) No 953/2009. 

 

• Commission Delegated Regulation (EU) 2016/128 supplementing Regulation 
(EU) No 609/2013 of the European Parliament and of the Council as regards 
the specific compositional and information requirements for food for special 
medical purposes. 

 


	20181205 Nutrition SI notification ltr
	20181205 Nutrition SI

