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12 October 2020 

Dear Lewis 

The Blood Safety and Quality (Amendment) (EU Exit) Regulations 2020; The Quality and 
Safety of Organs Intended for Transplantation (Amendment) (EU Exit) Regulations 
2020; The Human Tissue (Quality and Safety for Human Application) (Amendment) (EU 
Exit) Regulations 2020 

Thank you for your letter of 23 September 2020 regarding the above EU Exit Regulations and 
the Northern Ireland Protocol.  

On your general query in relation to the Northern Ireland Protocol, the Scottish Government 
has been pressing the UK Government for thorough involvement of devolved administrations, 
and an official-level group was established over the summer.  However, there are still many 
gaps in the information we have and we continue to press the UK Government on this. 

You also asked what the procedure would be should there be a divergence in the applicable 
standards between the UK, or parts of the UK, and EU/EEA for human tissues, organs and 
blood components.  The Regulations continue to permit organs, tissues and cells and blood 
components to be imported from the EU or EEA where equivalent safety standards apply in 
the country of origin.  The Scottish Government would be keen to ensure that, even if there 
are changes to the Regulations in future in relation to Scotland, Great Britain or the UK, the 
applicable standards remain equivalent to those applicable within the EU and EEA.    

Finally, you sought assurance that the approach will ensure no delays or impact on traceability 
and trackability.  The Scottish Government does not envisage any delays in movements of 
substances of human origin as a result of these Regulations, either within the UK or between 
the UK and EU or EEA states.  I can also confirm that we are comfortable that all organs, 
tissues, cells and blood components will remain fully traceable from donor to recipient.  It will 
remain a requirement of each of these core sets of Regulations (which the EU Exit Regulations 
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amend1) that all substances of human origin should be traceable and that will not change as 
a result of EU Exit.  In relation to tissues and cells, providers in Great Britain will no longer be 
required to use the EU Single European Code.  However, they will still need to use a system 
to ensure traceability and we do not envisage that it will create any difficulties in relation to 
movement of tissues and cells to or from Northern Ireland or EU or EEA states. 

I hope this is helpful in responding to the Committee’s questions. 

JOE FITZPATRICK 

1 See the Blood Safety and Quality Regulations 2005, the Quality and Safety of Organs Intended for 
Transplantation Regulations 2012 and the Human Tissue (Quality and Safety for Human Application) 
Regulations 2007 
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