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Existing HV scheme - SHOT
Professionally led scheme providing analysis of 
anonymised data by experts in each area of 
reporting

Regular output in annual report, papers, meetings
Recommendations for actions made to CMOs, DH, hospitals, 
professional bodies and blood services

Measurable impact on patient safety
Reduction in TRALI
Reduction in ABO incompatible transfusions
Reduction in bacterial contamination
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New role of MHRA
‘Competent Authority’ appointed by DH to 
implement new legislation and as regulator

product quality and safety 
compliance with requirements for QMS

Legal requirement to send numbers of SAEs and 
SARs to EU annually

first year of mandatory reporting 2008 (June)

May impose sanctions and demand corrective 
actions on individual sites 

not analysing trends or making recommendations
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What was already in place

Voluntary, blame free reporting culture
Reports all related to incidents where 
components transfused to patients –others 
categorised as ‘Near Miss’
70% of reports are of AEs in clinical areas
Increasing reporting year by year
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What was new for BSQR
Mandatory reporting
Data available to Blood Inspectors for consideration in 
conjunction with annual Compliance report 
SARs – collected by both SHOT and MHRA

More minor SARs seem to be required by MHRA 
Hospital transfusion laboratory and blood establishment 
reports required, not reports from clinical areas
SAEs include those where blood not transfused

are ‘near miss’ for SHOT
BE reports required to go to MHRA
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How SAE and SAR reporting 
is done in UK

SABRE
Single portal for reporting to MHRA and SHOT
Accessible via MHRA, SHOT, JPAC and blood 
services websites
User friendly home page, welcome, explanatory 
pages
Improvement for SHOT, now has online database
Benefit to MHRA of tapping into existing reporting 
culture
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SAR and SAE data so far
SABRE - early statistics     (Up to 30th Jan 2008)

registered reporters 302

‘team’ registrations 164

blood establishments (includes MoD) 5
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SABRE reports submitted
MHRA & SHOT 2137
(includes 186 sent to MHRA only, but subsequently copied to SHOT or non-SHOT 

reportable)

England 1743

Scotland 135

Wales 181

Northern Ireland 78

SHOT only 1201
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SABRE reports submitted

Serious Adverse Reactions 623

Serious Adverse Events 1514

TOTAL 2137
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Notifications 80

Confirmations 1847

Exclusions 210

TOTAL 2137
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Working together
Collaboration and co-operation between 
SHOT and MHRA

Strengthening of UK haemovigilance
Improved data collection for SHOT via SABRE
Potential for new developments in data analysis
Professional laboratory and clinical experience and 
expertise available to MHRA
Clear different remits for SHOT and MHRA but 
symbiotic, mutually enhancing relationship
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“A sub committee will be set up under the 
auspices of the Blood Consultative 
Committee. This will review any detailed 
operational issues relating to SABRE. It will 
also discuss any technical points related to 
the reporting of serious adverse reactions 
and events. This will be a primary focus for 
discussions between the MHRA and SHOT.”

BCC AE sub-group
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AE subgroup of BCC
Representatives from MHRA, SHOT, four UK 
blood services, IBMS, TP, BBT,HPA, NPSA
Forum for discussion of above issues and 
reconciliation of numbers and denominator data
Agreement regarding identification of high risk 
reports relevant actions by SHOT and MHRA
Reports back to Blood Consultative Committee of 
MHRA
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WBS 
NBS
SNBTS
NIBTS
Quality Management (blood establishments)
BBT network
HPA
NPSA
Transfusion practitioner (SPOT)
Blood bank manager (IBMS)
SHOT
MHRA

Representation
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The Experience?
Difficult transition for reporters

Extra work – new system to master
Problems and confusion regarding what to 
report

Meaning of ‘serious’
Timing of reports ‘as soon as known’
BSQR not covering clinical reporting

Suspicion about MHRA – fear or repercussions
Doubt about usefulness of exercise
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HV findings in inspections
No inspections carried out so far on the 
basis of reports
Inspectors look at SABRE reports from a 
site prior to visiting to inspect
Some major deficiencies reported

Example of found in linkage of internal lab AE 
reporting procedures to Trust risk management and 
reporting systems. SOPs, training records required
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Effect on SHOT

Overall slight decrease in 2006 in SHOT 
reportable incidents – no specific category

Overall increase in HV reporting via SABRE
Increased reports of minor reactions
Increased reporting on ‘near miss’ from 
hospital transfusion labs in SAE category
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Future strategy
SHOT to continue, and expand to embrace new 
categories of AE
SHOT to target specific areas of interest and 
begin in depth reporting – e.g. inappropriate use
Work closely with MHRA – reconciliation of data, 
identification of problem areas
Continue to develop close mutually enhancing 
relationship which fulfils both the regulatory and 
legislative role of MHRA and the professional and 
academic role of SHOT
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