
 

Scottish Ministers, special advisers and the Permanent Secretary are 

covered by the terms of the Lobbying (Scotland) Act 2016.  See 

www.lobbying.scot 
 

St Andrew’s House, Regent Road, Edinburgh  EH1 3DG 

www.gov.scot 


  

 

Minister for Rural Affairs and the Natural 

Environment 

Mairi Gougeon MSP  

 

 

T: 0300 244 4000 
E: scottish.ministers@gov.scot 

 

 

 

 

Edward Mountain MSP 
Convenor of the Rural Economy and  
Connectivity Committee 
The Scottish Parliament 
Edinburgh 
EH99 1SP 
 

 

___ 
11 September 2020 
 
Dear Edward 
 
 
THE GENETICALLY MODIFIED ORGANISMS (AMENDMENT) (EU EXIT) REGULATIONS 
2020 
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 Convenors of the Finance & Constitution and Delegated 
Powers and Legislative Reform Committees on 11 September 2018 setting out the Scottish 
Government’s views on EU withdrawal. It remains the case that as the end of the 
Implementation Period approaches we must respond to the UK Government’s preparations 
as best we can, despite the inevitable widespread damage and disruption this will cause. It is 
our unwelcome responsibility to ensure that devolved law continues to function after the end 
of the Implementation Period.  
 
The Scottish Government still has concerns about the operation of the NI Protocol, but we 
also recognise the need to prepare for the end of the Implementation Period. We are 
therefore proceeding on the basis that we are notifying the Scottish Parliament now of our 
intention to consent to these instruments, but invite the committee to note that the SG 
continues to engage with the UK Government on the NIP. 
 
I attach a notification which sets out the details of the SI which the UK Government propose 
to make and the reasons why I am content that Scottish devolved matters are to be included. 
Please note that we are yet to have sight of the final SI and it is 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 the attached notification.  
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I am copying this letter to the Convenor of the Delegated Powers and Law Reform 
Committee. 
 
I look forward to hearing from you. 
 
 

 
 
MAIRI GOUGEON 

http://www.lobbying.scot/
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GENETICALLY MODIFIED ORGANISMS 
 
Name of the SI 
The Genetically Modified Organisms (Amendment) (EU Exit) Regulations 2020 (“the 
proposed SI”). 
 
A brief explanation of the law that the proposals amend 
 
The proposed SI will amend retained EU legislation and existing United Kingdom 
legislation that relates to the control, movement, release and marketing of genetically 
modified organisms (GMOs).  
 
The Scottish Parliament has already been notified of, and consented to the following 
three instruments, which the proposed SI will amend. 
 

i. The Genetically Modified Organisms (Amendment) (EU Exit) Regulations 
2019 (S.I. 2019/90, amended by S.I. 2019/1229) (“the 2019 Regulations”). 
The notification for the 2019 Regulations can be viewed at: 
www.parliament.scot/S5_Delegated_Powers/20181113SINotificationREC.pdf 
to note, this was notified as a 2018 amendment, but concluded with a 2019 
laying date and so the title was changed to 2019; 

  

ii. the Food and Farming (Amendment) (EU Exit) Regulations 2019 
(S.I. 2019/759) The notification can be found here 

https://www.parliament.scot/S5_Delegated_Powers/20190211REC.pdf ; 
 

iii. The Environment, Food and Rural Affairs (Amendment) (EU Exit) Regulations 
2019 (S.I. 2019/778) The notification can be viewed here 
https://www.parliament.scot/S5_Delegated_Powers/20190206REC.pdf. 

 
Previously we also notified the Scottish Parliament on another SI, the Animal Health 
and Genetically Modified Organisms (Amendment) (EU Exit) Regulations 2019 (S.I. 
2019/1229) which itself amended the 2019 Regulations, however the proposed SI 
does not make amendments to this SI.  
 
The instrument also makes a minor amendment to one piece of EU legislation which 
was transferred into UK law, i.e., retained direct EU legislation (Regulation (EC) No 
1830/2003), as it applies in Great Britain.  
 
Any additional provisions beyond those relating to the three SIs mentioned above 
and Regulation (EC) No. 1830/2003 within the proposed SI do not relate to Scotland.  
 
The proposed SI is to be made under powers in sections 8(1) and 8C of the 
European Union (Withdrawal) Act 2018. 
 
 
 
 
 

http://www.parliament.scot/S5_Delegated_Powers/20181113SINotificationREC.pdf
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A summary of the proposals including a brief explanation of the law being 
amended 

The main corrections required to GMO legislation as a result of EU Exit have already 

been put in place through the three SIs detailed above and also through the Scottish 

instrument, the Genetically Modified Organisms (EU Exit) (Scotland) (Amendment) 

Regulations 2019 (“the Scottish legislation”).  

Within the three pieces of legislation being amended by the proposed SI, there are 

elements of crossover with Scottish legislation. An example of this is that the 2019 

Regulations made amendments to the Regulation (EC) No.1946/2003 on 

Transboundary Movements of Genetically Modified Organisms, with further 

implementation of this Regulation for Scotland found in the Genetically Modified 

Organisms (Transboundary Movement) (Scotland) Regulations 2005 to which 

amendments have been made for EU exit in Scotland by the Scottish legislation.   

Directive 2001/18/EC of the European Parliament and of the Council of 12 March 
2001 on the deliberate release into the environment of genetically modified 
organisms and repealing Council Directive 90/220/EEC sets out the procedures to 
follow, and the format for information to be submitted, prior to a GMO being released 
into the environment, e.g., marketed. It provides a framework for the harmonised 
marketing of safe products produced from GMOs. Applications to market GMOs into, 
and trade within, the EU are approved collectively by all EU Member States. The 
process ensures that only safe GMOs are released. Any approval of the marketing of 
a GMO is conditional upon it passing a science-based assessment of its potential 
impact on human health and the environment.  Directive 2001/18/EC is implemented 
for Scotland in the Genetically Modified Organisms (Deliberate Release) (Scotland) 
Regulations 2002 to which amendments have been made for EU exit by the Scottish 
legislation.  Consideration is being given to whether further amendment of the 
Scottish legislation is required and if so an SSI will be brought forward in due course. 
 
The following directly applicable EU legislation becoming retained EU law and 
amended by the 2019 Regulations in particular also forms part of the regulatory 
regime.  The proposed SI updates amendments to a number of these, the main 
purpose of the proposed SI being to make technical changes to ensure the 
implementation of the ‘Northern Ireland Protocol’ to the Agreement on the withdrawal 
of the United Kingdom of Great Britain and Northern Ireland from the European 
Union: 
 

i. Regulation (EC) No 1830/2003 of the European Parliament and of the 
Council concerning the traceability and labelling of genetically modified 
organisms and the traceability of food and feed products produced 
from genetically modified organisms requires Member States to ensure 
that authorised GMOs are labelled and traceable at all stages of them 
being placed on the market. It establishes the system for assigning 
unique identifiers to GMOs. 
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ii. Regulation (EC) No 1946/2003 of the European Parliament and of the 
Council on transboundary movements of genetically modified 
organisms regulates the export of GMOs from the EU to third (non-EU) 
countries. The basic requirement is for the country intending to export a 
GMO for the first time to gain the approval of the receiving country 
before it is exported. The regulation implements the requirements of 
the Cartagena Biosafety Protocol to the United Nations Convention on 
Biological Diversity (to which both the EU and UK are Parties). 

 
iii. Commission Regulation (EC) No 65/2004 establishing a system for the 

development and assignment of unique identifiers for genetically 
modified organisms requires applicants for marketing approval of 
GMOs under Directive 2001/18 to specify a unique identifier code for 
the specific GMO and sets a specified format and method for assigning 
each code. Regulations 1830/2003 and 1946/2003 also require the 
application of unique identifiers.      

 
There are further implementing regulations as follows: 

i. Commission Decision 94/730/EC sets out special procedures that may 
be followed for applications to undertake certain types of trials of 
genetically modified plants.   
 

ii. Council Decision 2002/812/EC specifies a standard format for 
summarising applications for consent to market genetically modified 
organisms.  

 
iii. Council Decision 2002/813/EC specifies a standard format for 

summarising applications for consent for trials of genetically modified 
organisms.    

 
iv. Council Decision 2003/701/EC specifies a standard format for consent 

holders to report on the monitoring and/or outcome of trials with 
genetically modified organisms conducted under deliberate release 
legislation.   

 
v. Council Decision 2009/770/EC specifies the format of the post-

marketing monitoring report that holders of consents to market 
genetically modified organisms are required to complete. 

 
 
The changes being made in relation to the Northern Ireland Protocol are technical 
and required to ensure the Protocol is correctly implemented. Changes include the 
definition of “exports” from referring to movement outside the UK, changed to refer to 
movement from outside of Great Britain as under the Northern Ireland Protocol, 
Northern Ireland has to abide by EU law for the movement of GMOs across 
boundaries. Northern Ireland specific legislation is also removed where appropriate 
for example in regards to placing on the market genetically modified organisms, 
where it is subject to EU law.  
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The proposed SI will also make a minor amendment to one piece of EU legislation 
which was transferred into UK law,  (Regulation (EC) 1830/2003). The amendment 
removes a provision in that retained legislation which grants powers to adopt 
Delegated Acts on the EU Commission and will be of no practical application in 
Great Britain after the end of the transition period. 
 
 
An explanation of why the provision is considered appropriate 
 
 
The proposed SI is necessary to ensure a smooth transition period to retained EU 
law at the end of the Implementation Period. Changes must be made to ensure that 
legislation enforcing the movement, release and marketing of GMOs remains 
operable post IP completion date and to ensure that the Northern Ireland Protocol is 
correctly implemented. 
 
Scottish Government categorisation of significance of proposals 
 
The Scottish Government considers that proposed SI falls within Category A as the 
changes are minor and technical in nature.   
 
Impact on devolved areas 
 
Each Administration of the UK will continue to be able to make its own decisions 
about the release of genetically modified organisms in its territory. The existing 
processes for reaching decisions at national level will continue as now. This includes 
decisions on the marketing of GMOs, as well as approval for release or marketing. 
 
Summary of stakeholder engagement/consultation 
 
This instrument was not subject to consultation because its purpose is to implement 
the Northern Ireland Protocol, and to ensure the retained EU legislation, as it applies 
in Great Britain, can function. There are no changes to the current policy framework.  
 
The amendments have been discussed and agreed with the UK Government (Defra) 
and the devolved administrations in Northern Ireland and Wales. 
 
A note of other impact assessments 
 
There is no, or no significant, impact on business, charities or voluntary bodies.   
 
There is no, or no significant, impact on the public sector. 
 
An Impact Assessment has not been prepared for this instrument because no 
significant impact on business or the voluntary sector is foreseen. 
 
Summary of reasons for Scottish Ministers proposing to consent to UK 
Ministers’ legislation 
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The Scottish Ministers propose to consent to the proposed SI to ensure that the 
previous SIs detailed in this notification (which the Scottish Ministers consented to, 
with the agreement of the Scottish Parliament following notification in relation to 
those Regulations) are amended as necessary with a view to ensuring that retained 
EU law operates appropriately including in light of the Northern Ireland Protocol.   
 
We have a long experience of working collaboratively with the UK Government in 
this area.  Maintaining the longstanding UK wide approach is preferable for 
stakeholders and beneficial for all four governments as there is little policy 
divergence. 
 
In these circumstances, and in line with the position in relation to the 2019 
Regulations, the Scottish Ministers consider it is appropriate that the proposed SI  be 
brought forward by the UK Government. 
 
Detail how Scottish Ministers have had regard to the guiding principles on 
animal welfare and the environment 
 
The retained EU law which will be rolled over post Implementation Period completion 
date, and the related implementation/enforcement legislation have already been 
made with the guiding principles on animal welfare and the environment in mind. The 
deficiency fixes in the proposed SI adhere to the spirit of the underlying EU regime – 
no significant policy changes are proposed.   
 
Intended laying date of the instrument 
 
Defra propose to have The Genetically Modified Organisms (Amendment) (EU Exit) 
Regulations 2020 laid in the Westminster Parliament on 13 October 2020. 
 
Procedure applying in Westminster Parliament 
 
Affirmative. 
 
Does the Scottish Parliament have 28 days to scrutinise? 
 
Yes. 
 
Information about any time dependency associated with the proposal 
 
It is important that the Regulations are in force at the end of the Implementation 
Period to ensure that legislation enforcing the movement, release and marketing of 
GMOs remains operable. 
Are there any broader governance issues in relation to this proposal and how 
will these be regulated and monitored post-withdrawal? 
 
There are no anticipated broader governance issues anticipated with the proposed 
SI and the Scottish Government will continue its good working relationships with UK 
Government and the other Devolved Administrations. 
 
Any significant financial implications 
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The proposed SI is not expected to have any financial implications, including for the 
Scottish Government and for stakeholders in Scotland. 
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