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Pl t t t h i ht f th fi lGillian Martin MSP 
Convener of the Environment, Climate Change & 
Land Reform Committee  
Scottish Parliament 
Edinburgh 
EH99 1SP 

___ 

26 February 2021 

Dear Gillian, 

THE REACH ETC. (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 then 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 
proposes to make and the reasons why I am content that Scottish devolved matters are to 
be included in this SI. The SI relates to the new UK chemicals regulatory regime (UK 
REACH). Please note, we are yet to have sight of the final SIs 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 the final SI is in keeping with the terms of 
this notification. 

This would also seem an opportune time to provide an update on the points raised in your 
letter dated 4th November about the implemention of the UK REACH regime.  

A key point I would wish to highlight is that the EU-UK Trade and Cooperation Agreement is 
a thin deal in relation to chemicals. It provides only for general co-operation in the future with 
few specific commitments. It is a particular disappointment that there was no agreement 
between the UK Government and the EU to secure the sharing of EU REACH registration 
data. This will create significant costs for industry and create a very significant administrative 
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task for government. This leaves us a long way from our preferred approach of remaining 
part of the European Chemicals Agency, in order to both minimise the impact on industry 
and as the most direct means of maintaining alignment with EU standards.  
 
Nevertheless, we prepared for the worst case scenario that now faces us and the legislation 
is in place to allow a UK chemicals regime to be implemented. The new UK regime will 
involve joint decisions across UK Government and devolved administrations in relation to 
devolved matters. 
 
As I highlighted to the Committee in evidence on 25 February, the chemicals industry have 
recently put proposals to UK Ministers for revisions to the UK REACH regime to make it less 
costly to operate. The Scottish Government’s position is that the regulatory approach to 
chemicals must be compatible with our overall approach of maintaining alignment with EU 
standards. Consideration of the industry proposals is at an early stage and I do not expect to 
be ready to take a position on them ahead of the pre-election period. 
 
I am copying this letter to the Convener of the Delegated Powers and Law Reform Committee.  
 
I am, as ever, grateful for your consideration of the attached notification and look forward to 
hearing from you by 24 March 2021. 
 
 
 
 

 
 
 
 

Roseanna Cunningham 



NOTIFICATION TO THE SCOTTISH PARLIAMENT 
 

The REACH etc. (Amendment) Regulations 2021 
 
Is the notification Type 1 or Type 2 
 

Type 1 

 
Brief overview of the SI (including reserved provision) 
 

The REACH etc. (Amendment) Regulations 2021 (“the SI”) are being made using 

powers conferred by the European Union (Withdrawal) Act 2018 to address the 
failures of retained EU law to operate effectively and address other deficiencies 
arising from the withdrawal of the United Kingdom from the European Union. The SI 
makes amendments to the retained version of Regulation (EC) No 1907/2006 of the 

European Parliament and of the Council concerning the Registration, Evaluation, 
Authorisation and Restriction of Chemicals (REACH) (“the UK REACH Regulation”) 
and related EU Implementing Regulations and Authorisation Decisions. The SI is 
subject to the negative procedure and will be laid for sifting at Westminster around 

the end of June 2021.  
 
Details of the provisions that Scottish Ministers are being asked to consent 
to.  

 

The SI contains provisions that amend the UK REACH Regulation by inserting new 
definitions of “relevant medical device” and “relevant medical devices or 
accessories”. For the purpose of granting authorisations and making applications for 

authorisation, the UK REACH Regulation requires that the risks arising from 
substances in medical devices are not considered. Currently, the UK REACH 
Regulation defines “medical device” by reference to the Medical Devices 
Regulations 2002, which implemented Directives 90/385/EEC, 93/42/EEC and 

98/79/EC. Those Directives were due to be replaced during the transition period by 
EU Regulations 2017/745 and 2017/746 that provided updated definitions of medical 
devices, but the coming into force dates of EU Regulation 2017/745 was delayed to 
May 2021. The new definitions therefore make reference to the Medical Devices 

Regulation 2002, together with the these two EU Regulations as they have effect in 
EU law, for the purpose of defining medical devices. The remaining amendments to 
the UK REACH Regulation correct existing references so that the new definition of 
medical devices will apply. Further amendments remove EU references that are no 

longer appropriate.  
 
The SI also makes amendments to two retained Implementing Regulations made 
pursuant to the EU version of REACH. In relation to Regulation 2019/1692 relating 

to data-sharing in respect of phase-in substances, it removes articles that make 
reference to provisions of the UK REACH Regulation that have already been deleted 
and are therefore no longer appropriate. In relation to Regulation (EU) 2020/1435 
relating to registrants’ duties to update their registrations, the current reference to 

Annex VI to Regulation (EC) No 1272/2008 is replaced with a reference to the “GB 
Mandatory Classification and Labelling List”, which is the UK version of Annex VI. 



The impact of these amendments is that the Implementing Regulations will be 
brought up to date and enable them to operate effectively as retained EU law.  
 

The SI also corrects deficiencies in thirteen EU Authorisation Decisions (“the 
Decisions”). The Decisions were granted by the European Commission to UK 
companies and authorise them to use certain substances under EU REACH. At the 
end of the Implementation Period, the Decisions became retained EU law. The 

Decisions require that relevant companies make available, normally upon request, 
to competent authorities information related to the risk management and operation 
the authorised substance. The UK REACH Regulation removed the role of 
competent authority as it was deemed unnecessary for the UK-only REACH regime 

and transferred those functions to the Health and Safety Executive (HSE). The SI 
amends the Decisions to reflect this change by replacing references to competent 
authority with “the Agency” which refers to the HSE. Previously, under the EU 
version of REACH, the competent authority for devolved matters was the Scottish 

Ministers and the Secretary of State for the Department for the Environment Food 
and Rural Affairs for reserved matters. However, ministers in all of the 
administrations have always delegated their functions as a competent authority to 
the HSE by Agency Agreement. Consequently, the HSE has, in practice, exercised 

the functions of the Scottish Ministers as the competent authority and the 
amendments will allow the HSE to continue to exercise the same functions. Further 
amendments remove other redundant references.     
 

Summary of the proposals  

Controls on the use of chemicals in the EU are set out in Council Regulation (EC) 
1907/2006, which provides for the registration, evaluation, authorisation and 
restriction of chemicals (“the EU REACH Regulation”). At the end of the 
implementation period, the UK ceased to be part of the EU REACH regime and the 
EU REACH Regulation, together with related Implementing Regulations and 

Authorisation Decisions, became retained EU law, as provided for in section 3 of the 
European Union (Withdrawal) Act 2018; this is the basis of the new UK REACH 
regime. This regime does not apply to Northern Ireland which remains subject to the 
EU REACH regime as required by the Protocol on Northern Ireland. 

To enable the retained legislative instrument to function as UK law, deficiency fixes 
were made in advance of IP Completion Day. Four sets of regulations were made 

during the implementation period for this purpose:  

1. The REACH etc. (Amendment etc.) (EU Exit) Regulations 2019 (S.I. 2019/758); 

2. The REACH etc. (Amendment etc.) (EU Exit) (No. 2) Regulations 2019 (S.I. 
2019/858); 

3. The REACH etc. (Amendment etc.) (EU Exit) (No. 3) Regulations 2019 (S.I. 
2019/1144); and, 

4. The REACH etc. (Amendment etc.) (EU Exit) (No. 4) Regulations 2020 (S.I. 
2020/1577). 

Previous notifications were made to the Scottish Parliament Environment Climate 
Change and Land Reform Committee on 27 November 2018, 2 April 2019, 18 June 



2019 and 28 September 2020, respectively. The Scottish Parliament agreed with 
Scottish Ministers’ intention to consent to the listed regulations, and each set of 
regulations came into force at the end of the implementation period. 

The purpose of this SI is to make further deficiency fixes to allow the UK REACH 
regime to operate effectively as retained EU law. The details of those provisions are 

set out above. 

Chemicals policy, including in relation to REACH, engages a complex mixture of 

reserved and devolved competence. Environmental protection, waste management 
and public health are devolved while product safety, animal testing as well as health 
and safety at work are reserved.  
 

As the amendments are of a minor and technical in nature, there are no impacts on 
devolved competence envisaged as a result of the new amending regulations. 
 
 

Does the SI relate to a common framework or other scheme? 
 

UK REACH forms part of the relevant regulations set out within the scope of the 
Chemicals and Pesticides Common Framework.  

 
Summary of stakeholder engagement/consultation 
 

We have written to our stakeholders setting out the general approach we are taking 

to correcting deficiencies in environmental legislation. However, these measures are 
aimed solely at preserving the functioning of the law as it stands at present and, 
therefore, we have not undertaken any engagement, or any formal consultation, 
about these specific amendments. 
 
A note of other impact assessments, (if available) 
 

On the basis that the proposals transfer existing policy into a domestic context and 

do not constitute a policy change, no impact assessment has been prepared. These 
specific measures are aimed at ensuring effective operation of UK REACH. 
 
Summary of reasons for Scottish Ministers’ proposing to consent to UK 

Ministers legislation 
 

Scottish Ministers consider that consenting to the Regulations is the most effective 
and transparent way to make these changes as it has been agreed that UK REACH 

will operate consistently across GB.  
 
Intended laying date (if known) of instruments likely to arise 
 

This instrument is subject to the negative procedure and will be laid for sifting at 
Westminster around the end June 2021. 
 
If the Scottish Parliament does not have 28 days to scrutinise Scottish 

Ministers’ proposal to consent, why not? 



 

Yes.  
 

The instrument is expected to be laid for sifting around the end of June 2021. 
. 
Information about any time dependency associated with the proposal 
 

None. 
 
Are there any broader governance issues in relation to this proposal, and 
how will these be regulated and monitored post-withdrawal?  

 

None. 
 
Any significant financial implications? 

 
None. 
 
 

 
 
 
 

 
 
 

Lead Official:  Peter Reid  

Environmental Quality & Circular Economy 
01312444533 


	The REACH (Amendment) (EU Exit) Regulations 2021 - letter to committee - ONGOING
	The REACH (Amendment) (EU Exit) Regulations 2021 - notification - ONGOING

