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Dear Lewis, 

THE NUTRITION (AMENDMENT) AND FOOD FOR SPECIFIC GROUPS 
(AMENDMENT) REGULATIONS 2021 

EU EXIT LEGISLATION – PROTOCOL WITH SCOTTISH PARLIAMENT 

I am writing in relation to the protocol on obtaining the approval of the Scottish 
Parliament to proposals by the Scottish Ministers to consent to the making of UK 
secondary legislation affecting devolved areas arising from EU Exit. 

That protocol, as agreed between the Scottish Government and the Parliament, 
accompanied the letter from the Cabinet Secretary for Government Business and 
Constitutional Relations, Michael Russell MSP, to the Conveners of the Finance & 
Constitution and Delegated Powers and Law Reform Committees on 4 November 
2020 and replaced the previous protocol that was put in place in 2018. 

I attach a Type 1 notification which sets out the details of the SI which the UK 
Government propose to make on 18 February 2021 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 it is not available in the public domain at this 
stage. 

The purpose of the SI is to amend retained EU law to postpone the application of 
new compositional standards for infant formula and follow-on formula manufactured 
from protein hydrolysates for one year. The need for this amendment arises from the 
European Commission’s decision to postpone the application of new compositional 
standards for infant formula and follow-on formula until 22 February 2022. As a 
consequence, Northern Ireland will remain under the current requirements but 
without a similar amendment to retained EU law, the new compositional standards 
will apply in GB creating an imbalance across the UK. This postponement, of which 



we have only recently become aware, does not alter the technical requirements or 
represent a change in policy. 

The Department of Health and Social Care is the lead UK department for this 
negative SI which is due to be laid in the UK Parliament on 19 February 2021. 
Unfortunately, due to the urgent need for the amendment, it has not been possible to 
ask the Scottish Parliament to consider the notification and provide a view prior to 
the SI being made.  I will provide an update and a copy of the final SI when it 
becomes available and look forward to hearing from you in due course. 

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

Mairi Gougeon 



NOTIFICATION TO THE SCOTTISH PARLIAMENT 

 

The Nutrition (Amendment) and Food for Specific Groups Food for Special 

Medical Purposes for Infants, Infant Formula and Follow-on Formula) 

(Information and Compositional Requirements) (Amendment) Regulations 

2021  

Is the notification Type 1 or Type 2  

1. This Type 1 notification concerns provisions set at EU level on infant formula 

and follow-on formula and scientific assessment of products made from protein 

hydrolysates under the new criteria have not yet taken place. Therefore, the 

application date for these new criteria have been postponed by the European 

Commission 

2. The proposed UK Government Statutory Instrument postpones the application 

date of new provisions concerning Infant Formula and Follow-on Formula 

manufactured from protein hydrolysates until 22 February 2022. This 

postponement maintains the same requirement in the UK as in the EU and does 

not involve a change in policy.  

Overview of SI  

3. The SI amends the Nutrition (Amendment etc.) (EU Exit) Regulations 2020 in 

relation to a modification of the now retained Commission Delegated Regulation 

(EU) 2016/127. The retained EU legislation sets requirements on the specific 

compositional and information requirements, such as sources of protein, for infant 

formula and follow-on formula and also information requirements relating to infant 

and young child feeding.  

4. In respect of infant formula and follow-on formula, the retained EU legislation set 

a transitional period where such products manufactured from protein hydrolysates 

under criteria in the previous legislation (Directive 2006/141) could be marketed 

until 21 February 2021.  This transitional period was originally introduced to enable 

the European Food Safety Authority (EFSA) to carry out scientific assessments of 

formula produced under the new criteria. Due to Covid-19, EFSA’s evaluation work 

has been delayed and remains ongoing. To avoid potentially disrupting the market, 

the European Commission took the decision in late January 2021 to defer the 

introduction of the new requirements until 22 February 2022. 

5. The SI also makes related amendments to the enforcement legislation for 

England. Equivalent legislation will be proposed for Scotland and laid in the 

Scottish Parliament for scrutiny. 

6.  The UK Government SI is due to be signed on 18 February and come into force 

on 21 February 2021.  

 
 



Details of the provisions that Scottish Ministers are being asked to consent 
to.  
 
7. The SI amends Regulation 8 of the Nutrition (Amendment etc.) (EU Exit) 
Regulations 2020, which converted Regulation 2016/127 into retained EU law, 
specifically paragraph (1) (a) to substitute 2022 for 2021. 
 
Summary of the proposals  
 
8. The proposals do not affect any powers to legislate. While the amendments 

could be made through an instrument laid in the Scottish Parliament, the UK SI 

addresses the need to align the application date for these EU measures across the 

UK and create a level trading environment as quickly as possible. 

Does the SI relate to a common framework or other scheme? 
 
9. This area is included in the common framework relating to Nutrition Labelling 

and Composition Standards. In line with the framework, officials from the 

Department of Health and Social Care, Food Standards Scotland, Food Standards 

Agency in Northern Ireland and the Welsh Government have discussed the 

proposed amendments and agreed the approach to seek consent from Ministers 

as appropriate. 

Summary of stakeholder engagement/consultation 

10. No specific consultation work has been taken place on the proposed 

amendments. However, through previous EU exit and policy consultations industry 

and enforcement stakeholders are aware of the phased introduction of the 

compositional standards under the EU’s Food for Specific Groups approach which, 

since 2013, has been gradually replacing legislation made under the previous Foods 

for Particular Nutritional Uses framework. 

A note of other impact assessments, (if available) 

11. N/A 

Summary of reasons for Scottish Ministers’ proposing to consent to UK 

Ministers legislation  

12. The SI addresses the need to align the application date for these EU derived 

measures across the UK and create a level trading environment as quickly as 

possible. This does not represent a policy change with regard to the requirements for 

infant formula and follow-on formula. 

Intended laying date (if known) of instruments likely to arise 

13. The SI is due to be laid in the Westminster Parliament on 19 February 2021 

 

 



If the Scottish Parliament does not have 28 days to scrutinise Scottish 

Minister’s proposal to consent, why not? 

14. Due to the urgent need to make the amendment to retained EU legislation before 

22 February 2021, unfortunately prior scrutiny of the notification has not been 

possible on this occasion. 

Information about any time dependency associated with the proposal 

15. The SI is being introduced with the aim of aligning the new date of application 

across the UK and as a consequence the EU. 

Are there any broader governance issues in relation to this proposal, and how 

will these be regulated and monitored post-withdrawal?  

16. Progress in this area will be monitored to ensure that that scientific assessment 

work is completed as planned and any developments are fully considered as 

necessary. 

Any significant financial implications? 

17. N/A 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



SI NOTIFICATION: SUMMARY 

Title of Instrument The Nutrition (Amendment) and Food for Specific Groups Food for Special Medical 

Purposes for Infants, Infant Formula and Follow-on Formula) (Information and Compositional Requirements) 

(Amendment) Regulations 2021 

Proposed laying date at Westminster 19 February 2021 

Date by which Committee has been asked to respond.  Unfortunately, due to the urgent nature of the 

amendments, it has not been possible to submit this notification to the Committee in advance of the SI being 

made.  

Power(s) under which SI is to be made 

Sections 6(4), 16(1)(a) and (e) and (2)(b), 17(1) and (2), 26(1) and (3) and 48(1) of the Food Safety Act 1990 

Sections 8(1) and 23 of, and paragraph 21 of Schedule 7 to, the European Union (Withdrawal) Act 2018( 

Categorisation under SI Protocol 

Type 1 

Purpose 

To postpone the date of application for new EU requirements on Infant Formula and Follow-on Formula made 

from protein hydrolysates in line with a recent European Commission Decision. The impact of Covid-19 has 

delayed the completion of the European Food Safety Authority’s scientific assessment of products made with 

protein hydrolysates under the new requirements.  

Other information 

SG Policy contact:  

Stephen Hendry, Food Standards Scotland 

mailto:Stephen.Hendry@fss.scot
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