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Dear Mr Lewis 
 
Many thanks for your letter regarding the agency’s view on responsibility under the UK’s Blood Safety 
and Quality Regulations.  
 
Whilst we fully understand your position in wanting to take an operational role on blood safety and 
regulation, as the national competent authority, we would appreciate a coordinated approach. The 
purpose of all the EU Exit legislation is not to create additional burden to the wider healthcare industry 
or indeed potential risks to the public. As such, our preferred position is to facilitate the amendments 
to Blood Safety and Quality Regulations on a UK-wide basis and co-operate effectively on this key 
piece of legislation. 
 
To elaborate further, the current blood safety and quality standards for blood and blood components 
would not change following EU Exit. The new regulation would maintain the current standard of blood 
quality and safety on exit day and enable updates to be made to the blood safety and quality 
standards to respond to emerging threats and changing safety, quality standards and technological 
advances. The MHRA would want to ensure that there is day one operability for blood safety and 
quality and as such would wish to work with devolved administrations to ensure that there is flexibility 
to update the safety and quality standards to respond to emerging threats and changing safety, 
quality standards and technological advances.  
 
We understand our Department of Health and Social Care colleagues have engaged with the 
devolved administrations with the aim of producing a memorandum of understanding to facilitate the 
joined-up approach for blood safety and quality regulations across the UK. We would wish to 
collaborate on this and involve the relevant colleagues both the from the agency side and the DHSC 
and move this vital piece of work forward.  
 
Yours sincerely, 

 

 
 
Dr Ian Hudson  
Chief Executive Officer 
Medicines and Healthcare products Regulatory Agency 
 
Ian.Hudson@MHRA.gov.uk 
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