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What are the necessary components to 
deploy a test in a health service?
• The test must be validated for clinical use and relevant to local population

• Test efficacy better/same but certainly cheaper than current testing

• Funding for the test

• Blood service engagement, socialisation of genotyping

• Ability to work with the regulator

• Building internal processes for implementation

• Hospital engagement

• Patient engagement

• 5 months on – what have we learned?



Test validated for clinical 
use and relevant to local 
population

• Fit for our patient population

• Enriched for genotypes more 
commonly seen in our cohorts 
with complex transfusion needs

• Validated against phenotypes

• Compared to existing typing in 
the blood service



Test efficacy better/same but certainly 
cheaper than current testing



Funding

• Training

• Staff

• Analysers

• Consumables

• Engagement activities



Funding: Engagement event

• Focused on:
• Better matched blood to reduce 

the complications of transfusion

• Equity of care and inclusion

• Leaders
• NHS Blood and Transplant

• NHS England

• University College London 
Hospitals

• University of Cambridge Hospitals

Cmglee, CC BY-SA 3.0 <https://creativecommons.org/licenses/by-sa/3.0>, via Wikimedia Commons



What happens when you take the money?

• Pros
• Large reach

• Implement change that may 
have taken a lot longer

• Cons
• Ownership

• Complicated to get 
agreement on minor changes

• Things not relevant to blood 
but relevant to politics can 
impact delivery

• Meetings, meetings, 
meetings, and more meetings

acediscovery, CC BY 4.0 <https://creativecommons.org/licenses/by/4.0>, via Wikimedia Commons



Socialising of genotyping

• Challenges
• Decision makers often not 

scientists

• Change is seen as a risk 

• Poor documentation of risk of 
current processes on existing 
systems

• Visibility of complications to 
those within blood services 

• Job security

• What has worked
• Ongoing discussions with 

stakeholders

• Cost of genotyping reduced

• Supportive encouraging 
debate

• Patient impact stories

• Public and patient 
involvement



Working with the regulator

• A manufacturer can apply to supply a medical device that does 
not comply with the law to protect a patient’s health if there is 
no legitimate alternative available. This is called an exceptional 
use of a non-UKCA marked medical device. The same provision 
may be made for custom-made devices that have not complied 
with the standard conformity assessment procedure.

• The MHRA may authorise manufacturers to supply a non-
compliant device in the interest of the protection of health 
under Regulation 12(5) of the Medical Devices Regulations 
2002 (SI 2002 No 618, as amended) (UK MDR 2002). This also 
applies for active implantable medical devices in regulation 26 
and for in vitro diagnostic medical devices under regulation 
39(2).

https://www.gov.uk/government/publications/custom-made-medical-devices
https://www.legislation.gov.uk/uksi/2002/618/contents/made
https://www.legislation.gov.uk/uksi/2002/618/contents/made


Building internal processes for 
implementation
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High Level Workplan
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Hospital engagement

• Inclusion of haematologist and blood bank managers in 
the NHSE/NHSBT groups

• Webinars for staff
• Fully comprehensive information – “Frequently asked 

questions”
• Dedicated email for any further questions
• Presentations at key meetings to promote engagement
• NHSE letter to chief executives of hospitals and pathology 

directors “Get ready” and “Sample collection go live”.
• Sampling video
• Posters with QR codes



Hospital engagement (2)



Patient Engagement

• Inclusion of patients and patient groups in the NHSE/NHSBT groups

• Fully comprehensive information – “Frequently asked questions”

• Dedicated email for any further questions

• Presentations at patient meetings to promote engagement

• Sampling video

• Patient engagement in comms materials – patient stories

• Patient information leaflet



Patient Engagement



5 months in – where 
are we now?
• MHRA application part I successful, part 

II submitted (doing well)

• >3000 samples received

• General acceptability of test for patients 
and staff

• Some large sites have barely recruited

• High numbers of rejected samples

• A few of the larger hospitals were 
recently hacked so no samples being 
sent from them



What next?



• Blood grouping technology: 

• expensive and laborious - the 
extended blood group is only 
routinely done on 6% of donors. 

• Numbers of blood groups potentially to 
match: 

• >200 blood groups

• Blood ordering: 

• done on a group not patient basis

• Number of units to be matched: 

• 10,000 units per month for people 
with sickle in England

So now we will know the 
extended blood groups, is 
this enough?



• Available interconnectivity: 

• There is no meaningful connectivity 
between NHSBT and hospitals and 
often within hospitals

• Selection of blood for transfusion at 
NHSBT: 

• Performed manually

• Stock maintenance and donations: 

• Not precision managed to meet 
patient demand 

• A push rather than pull model

So why can’t we match blood 
across many blood group 
antigens routinely (contd)?





Haem-Match and Feasibility study of 
genomically matched blood

• Supporting data accrual and access to inform 
algorithm (NIHR BioResource applications, NIHR HIC 
TDA)

• Bloodmatcher developed and demonstrates 
significant reduction in risk of alloimmunisation with 
no cost to the system

• Study design: single site, 40 patients, sickle, regular 
exchanges. Aim to start recruitment Q4 2024

• Approvals and funding success

• Institutional engagement and buy in

• REC application imminent



The patient story

• Short patient video

https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fyoutu.be%2FXlmQTO8NlDI&data=05%7C02%7Csara.trompeter%40nhs.net%7Ce69cb5485a3d469934ab08dc6eb0d57f%7C37c354b285b047f5b22207b48d774ee3%7C0%7C1%7C638506954172046724%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C40000%7C%7C%7C&sdata=UYzOYPS5WJqUY5ZcfXfZ827J9%2FWfqlZtMc3HHBYykqo%3D&reserved=0


bold: Principal Investigators; italics: Project Coordination; underlined: Analysis Team; Blue: Discordance Resolution; Green: Genotyping Lead 
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Sara Trompeter
UCL, UCLH & NHS Blood and Transplant

Find out more:
www.haemmatch.org

www.bgc.io
https://www.nhsbt.nhs.uk/what-we-do/clinical-and-research/blood-

group-genotyping/

http://www.haemmatch.org/
http://www.bgc.io/
https://www.nhsbt.nhs.uk/what-we-do/clinical-and-research/blood-group-genotyping/
https://www.nhsbt.nhs.uk/what-we-do/clinical-and-research/blood-group-genotyping/
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