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5 March 2021 
 
Dear Lewis, 
 
The Health Security (EU Exit) 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 
propose to make and the reasons 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. 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 notification accompanying this letter provides details on the purpose and effect of the SI.  
 
Finally, I recognize that under the protocol, the Committee should have 28 days to consider 
this notification. I apologise that this has not happened in this instance. We have done all we 
can to provide the notification in good time. However, we have been constrained by the UK 
Government’s schedule for providing us with drafts of the SI. I regret that this has curtailed 
your scrutiny period.  
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I am copying this letter to the Convener of the Delegated Powers and Law Reform Committee.  
 
I look forward to hearing from you. 
 
Kind regards, 
 

 
 
 

JEANE FREEMAN 
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1NOTIFICATION TO THE SCOTTISH PARLIAMENT 
Health Security (EU Exit) Regulations 2021 

Type 1 Notification 

This is a Type 1 notification. 

Brief overview of the SI (including reserved provision) 
 
When the UK was a Member State of the EU, the four UK nations coordinated and 
shared information on public health protection, for example early alerts on serious 
cross-border threats to health, with Public Health England (PHE) as the UK’s 
national competent authority. PHE was then responsible for sharing this 
information with the EU in order to meet our obligations under EU law.  
 
Following the end of Transition Period, directly applicable EU law relating to health 
security cooperation was retained in the UK statute book. The Health Security (EU 
Exit) Regulations 2021 repeals that retained EU law, and will establish a 
standalone regime that will ensure the four nations continue to coordinate in their 
approach to the surveillance, prevention and control of serious cross-border 
threats to health, and that the UK can meet its health security obligations under the 
EU-UK Trade and Cooperation Agreement (“the TCA”). 
 
Due to the devolved nature of health security, the UK Government have engaged 
with DA counterparts on the content of the proposed Regulations. This follows 
from continued engagement and cooperation through 2019 and 2020 on the 
Common Framework on Health Protection and Health Security, through which the 
need for these regulations was agreed.  

There is one provision of the Regulations for which consent is not being sought, on 
the basis that the content of the provision relates to a reserved matter. That 
provision implements Article HS.1 of the TCA, requiring that information relating to 
a serious cross-border health threat be shared by the UK with the European 
Commission, and setting out the parameters for UK accessing the EU Early 
Warning and Response System and participating in a Committee established by 
the EU to support the exchange of information and coordination in response to 
such threats.  

Laying and entry into force dates 

The Regulations are expected to be laid before the UK Parliament in Spring 2021, 

with the intention that they will come into force on 1 June 2021.  

Details of the provisions that Scottish Ministers are being asked to consent 

to.  

The Regulations contain 5 Parts, and one schedule. A summary of each of these is 
given below, to note that legal revisions are still ongoing.  

                                                           

 
 



 

 

Part 1 - Preliminary 

Regulation 3 identifies the bodies which are UK public health agencies for the 
purposes of the Regulations. Public Health England is both the public health 
agency for England and the UK’s TCA focal point as notified to the EU, so 
regulation 3 also makes provision concerning how Public Health England can 
satisfy its obligations to notify or provide information to the TCA focal point.   

Regulation 4 establishes a UK Health Protection Committee (“the Committee”) and 
sets out the membership of the Committee.  

Regulation 5 empowers the Secretary of State, on the advice of the Committee, by 
regulations (and with consent per regulation 15) to amend the lists of new 
communicable diseases and related special health matters contained in the 
schedule of the Regulations. The Committee may wish to note that we have 
received clarification from DHSC that while the wording of regulation 5 affords a 
discretion to the Secretary of State in the exercise of the power, it is expected that 
in almost all circumstances the Secretary of State would follow the advice of the 
UK Health Protection Committee in making such amendments. 

Part 2 – Epidemiological Surveillance in the United Kingdom 

Regulation 7 puts an obligation on the UK public health agencies to carry out 
epidemiological surveillance. Regulation 7 also applies the relevant case 
definitions for those communicable diseases and related special health matters 
contained in Commission Implementing Decision (EU) 2018/945 and allows the 
Committee both to update those case definitions relating to those diseases and 
matters and to adopt new ones. 

Regulation 8 requires the Committee to establish procedures and methodologies 
for epidemiological surveillance undertaken under this Part. It also requires the 
TCA focal point to provide quality assurance and to maintain databases in respect 
of such surveillance. 

Part 3 – Procedures for addressing serious cross-border health threats 

Part 3 relates to procedures for dealing with serious cross-border health threats 
across the United Kingdom.  

Regulation 10 requires the UK authorities to consult each other about 
preparedness and response planning for such threats, ensuring sharing of best 
practice and experience and keeping one another informed of changes within their 
own preparedness and response planning. 

Regulation 11 requires UK public health agencies to notify alerts to the TCA focal 
point without delay and in any event no later than 24 hours from the time when the 
UK public health agency became aware of the threat. 

Regulation 12 makes provision for coordinating responses to such threats, 
requiring the UK authorities to coordinate their efforts within the UK and consult 
with one another to develop the UK response to serious cross-border health 
threats which may require the UK to coordinate with the EU (per the relevant 
provisions of the TCA) and the World Health Organisation. 



 

 

Regulation 13 relates to the sharing of information where there are alerts about 
serious cross-border health threats which are not communicable diseases or 
related special health matters. Following notification of such an alert each public 
health agency must share all relevant and available information.  

Part 4 – Regulations 

Regulation 15 requires the Secretary of State to obtain the consent of the devolved 
administrations before making regulations under regulation 5. It also requires that 
the Secretary of State have regard to any request by a devolved authority to make 
such regulations.  

Part 5 – Revocations  

 
Regulation 16 revokes the relevant retained direct EU law: Regulation (EC) No 

851/2004, Decision No 1082/2013/EU and Commission Implementing Decision 

(EU) 2017/253. 

Schedule 

The schedule contains a list of communicable diseases and special related health 

issues to be covered by the epidemiological surveillance network. This list 

replicates the equivalent EU list contained in Commission Implementing Decision 

2018/945. 

 
 

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

This SI follows from continued engagement and cooperation through 2019 and 
2020 on the Common Framework on Health Protection and Health Security, 
through which the need for these regulations was agreed.  
 
The public health protection and health security common framework 

The UK, Devolved Governments and the UK's national public health organisations 
agreed that a framework was necessary to ensure that cooperation on serious 
cross-border threats to health within the UK continues undisrupted following the 
end of the Transition Period and that there is a robust UK-wide regime on public 
health protection and health security. 
 
The Framework sets out the practical arrangements that will ensure close 
collaboration and coordination between the health agencies and governments of 
the UK nations. This includes establishment of The UK Health Protection 
Committee which, under the regulations, is required to: advise the Secretary of 
State on amendments or additions to the lists of communicable disease and 
related special health matters; amend any of the case definitions or adopt case 
definitions for newly added communicable diseases or related special health 
matters; establish procedures for the collection of information from the 



 

 

epidemiological surveillance undertaken; and endeavour to harmonise and 
rationalise operating methodologies.   
 
 
 
Summary of stakeholder engagement/consultation 

The Department of Health and Social Care (DHSC) has consulted with the 

Devolved Administrations regarding this instrument. DHSC has not carried out 

formal consultation external to government.  

Separately, Scottish Government has consulted with Public Health Scotland (PHS) 

who have an interest in understanding future cross-border arrangements for health 

protection. The Regulations do not represent significant changes in policy 

regarding health security and preparedness and response planning in relation to 

serious cross-border health threats. As such, Scottish Government has taken a 

lighter touch approach to stakeholder engagement.  

A note of other impact assessments, (if available) 

We have discussed the need for an impact assessment with the UK Government 

and on the basis that these amendments do not effect policy changes, we have 

concluded that it is not necessary to undertake an impact assessment. 

Summary of reasons for Scottish Ministers proposing to consent to UK 

Ministers legislation 

Scottish Ministers propose to give their consent to UK Ministers exercising powers 

to legislate to fix deficiencies arising from the UK’s exit from the EU.  

It is within the interest of the Scottish Government to ensure that there is a robust 

and clearly defined regime for coordinating and collaborating on serious cross-

border threats across the UK, and also to ensure that the UK meets its obligations 

under the TCA and IHR. Meeting these obligations will ensure continued 

international information sharing to prepare and respond to serious cross-border 

threats to health.  

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

As outlined above DHSC are currently in the process of identifying a laying date 

but have indicated that it is likely to be in April or May 2021. 

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

Minister’s proposal to consent, why not? 

Scottish Parliament will not have 28 days to scrutinise the Ministers proposal 

because the Scottish Parliament dissolves on 25 March 2021 ahead of the 

Scottish elections.  



 

 

Information about any time dependency associated with the proposal 

Given the dissolution of Parliament on 25 March 2021, Ministers respectfully ask 

that Committee consideration is given ahead of this date.  

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

how will these be regulated and monitored post-withdrawal?  

There are no broader governance issues in relation to this proposal. 

Any significant financial implications? 

None identified  

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 



 

 

 

 

 

SI NOTIFICATION: SUMMARY 

 

Title of Instrument :  

Health Security (EU Exit) Regulations 2021 

Proposed laying date at Westminster  

Spring 2021, date to be confirmed  

Date by which Committee has been asked to respond 

25 March 2021 

Power(s) under which SI is to be made 

Following the end of the Transition Period, the powers conferred by section 8(1) of, and 

paragraph 21 of Schedule 7 to, the European Union (Withdrawal) Act 2018(a) (“the 2018 Act”) 

and section 31 of the European Union (Future Relationship) Act 2020(b), to implement the 

provisions of the TCA relating to health security. 

Categorisation under SI Protocol : 

Type 1  

 

Purpose  

The Regulations are designed to establish a standalone regime that will ensure the four 

nations continue to coordinate in their approach to the surveillance, prevention and control of 

serious cross-border threats to health and ensure that the UK can meet its health security 

obligations under the EU-UK Trade and Cooperation Agreement. 

Other information 

 

SG Policy contact:  

Erin McCreadie  

Health Protection Division  
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