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Pre Transfusion crisis intervention

Blood Transfusion has strong legal framework 
for Quality and Haemovigilence (HV)
Arising from blood scandals and 
ensuing enquiries

Pathway needed now to develop
national sustained cycle of Quality 
Healthcare improvement from this base



Legal framework - EU Directives

(Mother Directive) 2002/98/EC
Setting standards of Quality And Safety for the 
collection, testing, processing, storage and
distribution of human blood and blood components

SI 360 of 2005 European Communities Quality and Safety of 
Human Blood and Blood Components Regulations 2005 

Second Technical (Daughter) Directive 2005/61/EC

Traceability requirements and notification of 
Serious adverse reactions and events ( Haemovigilance)

SI 547of 2006 – AMLBB minimum requirements for use in 
conjunction with ISO 15189 standard 

s

However does not include clinical SAE



Haemovigilance (mature) definition:

“set of surveillance procedures 
covering the whole transfusion chain
to collect & assess information on 
unexpected/undesirable effects 

Serious adverse events (SAE), 
Serious adverse reactions (SAR) 

resulting from the therapeutic use of 
labile blood components 

and to prevent their 
occurrence/recurrence” 

With mandatory and voluntary elements



UK HV system ‘Serious Hazards of Transfusion’ SHOT

Total components issued-161,945,
Number of reports- 275
Reports/10,000-17 



Irish HV system- NHO

Reporting trends 2008-2018

196

142

189

155

174 174 170 173 183 171

123
40

20 26 32 24 22 25

42
33

45 34

0

50,000

100,000

150,000

200,000

250,000

0

50

100

150

200

250

300

2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018

Is
su

ed
 C

om
po

n
en

ts
/P

ro
du

ct
s 

Se
ri

ou
s 

A
dv

er
se

 R
ea

ct
io

n
s 

Total SAR

Róisín Brady

Deaths TACO Age >69 Clinical Error related 

9 9 8 3 (dilute sample-wrong Hb, rate too fast,                          
2 units transfused  where 1 prescribed)
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Total Reports (inc anti-D Ig events)  - 219

TACO – 30 (14%)
age 18-50 51-70 >70

N= 2 8 20

Clinical 
outcome

Death 
possibly 
related

Serious 
sequelae

Minor 
sequelae

N= 1 2 3

Following single unit transfused

N=17

Error 
associated

N=2 4 units transfused for prescription of 3 
2 units administered too quickly

Ms Joanne Scanlon NHO 



WBIT

8

Site of 
first 
error

labelling sampling Admission
clerking

other

N= 38 23 5 1

WBIT 2020 EBTS in 
hospital

MNCMS in 
hospital

Total 
electronic 
system 

N=79 55 18 In hospital 
73

(N=48 2019) EBTS in use 
36

MNCMS in 
use 15

In use
51

18 potentially ABO incompatible

COVID-
19 
related

Remote 
labelling

Distraction
at labelling

transposition Error in 
handwritten 
sample

N=7 3 1 1 2



SHOT



SHOT
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SHOT



Learning from Adverse Events
-changes in the blood centre 
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SHOT

Venepuncture site decontamination, 
deviation 1st 30 ml donation, enhanced testing  



SHOT

Trends in Clinical errors - interventions needed



Developing a National Framework
Clinical lead advisor appointed  - Sept 2019
Network of Transfusion laboratories - by hospital level



Turn data into intelligence ? ROI ‘single unit transfusion’ 

Hospital/Ref Date Denominator Single Unit Transfusion 
Rate

Hospital

National Blood Strategy
Implementation Group 
24/64 acute hospitals reported 

transfusions on the day 
(67 RC Trx episodes with 201 
units trx’d to 51 pts)

National Study Day 
Wednesday 
19/02/2002

Peri-op (within 48 hrs)

RC transfusion 19th June 
(Vs NBUG Guideline, Jan 
‘01)

12% of RC transfused

Hospital A Dublin 
4,500 RBC

Jul-Dec 2016 Trx within 24 hrs 40% of RC transfused

Haematology pts (45% of 
all use) within 24 hrs

32% of RC transfused
(88% double unit no inter-unit Hb check)

Hospital B Cork
1,148 RBC

Jan-Feb 19th 2018 Bleeding & non-bleeding 
pts in a single transfusion
episode – within 48 hrs

13% of transfusion episodes

- within 72 hrs 9.1% of transfusion episodes

Hospital C Cork 
133 crossmatches

Jan-June
2018

Per crossmatch 18% of crossmatches

Hospital D Limerick
71 pts./119 RCC  182 pts./330 RCC

May – August 2010 Per transfusion episode 46%, 51%

UK National comparative 
Audit-TACO audit

Mar-April 2017 157 hospitals
1,788 non-bleeding 
in-pts, all>60 yrs

37% of pts

- Haematology July 2017
1091 out-pts
153 hospitals/3,830 RCC

21% of pts.
43% in pts. (2016 – 27%)
24% OPD (2016 – 13%)
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Engage in Guideline 
development in relation to 
Transfusion practice 

Recommend Transfusion 
Policies and Practices and 
associated implementation 
and accessibility  pathways

Engage in National 
documentation 
development

Review national output 
data, including Patient 
Safety data from the NHO 
and other sources, and 
prioritise risk reduction 
measures.
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Irish Haematology Society Transfusion SIG
ACSLM  NTAG Scientific Committee
National Haemovigilance SIG



O Rh D negative red cell components
 Patient safety WBIT, TACO, clinical application
 Patient Blood Management (PBM)
National comparative Audit
 Life threatening Demand, Massive Haemorrhage, 

Mass Casualty event planning, Contingency

Structured approach to Test, Implement and 
Spread improvement across system





Effecting clinical change



Use of CMV 
negative 

components

Patient 
information 

leaflet

Audit of transfusion 
support for COVID-19 

infection

Patient blood 
management 

PBM

Over-arching 
transfusion 
committees

Life threatening 
haemorrhage

Procuring 
peripheral 

blood 
samples/WBIT Education 

& training

Transfusion 
support for 

FNP

Shortage 
preparedness

COVID view
March 2020

Approach-
NTAG Multi
disciplinary
Working
Groups 
for priority 
interventions/
enhancements







Guideline 
Recommendation 
by patient cohort

Implementation 
barriers / enablers

Action / intervention / task 
to implement 
recommendation 

Lead 
responsibility 
for delivery of 
action 

Timeframe for 
completion

Expected outcome 
and verification 

Year 
1

Year 
2

Year 
3

Allogeneic HCST 
Autologous HSCT

Barrier
Allogeneic HSCT patient  
false CMV pos
Enabler
 IHS
 ACSLM

 Ensure pre-transfusion 
CMV serology at admission

 Cycle of education, error 
id and audit

 CLA √   Outcomes:
-Capture of Haem/onc 
patients transfused 
pre dx as IR report to 
HTC
- capture of HSCT pts 
presenting as possible 
false pos ( passive 
anti-CMV ab)

Neonatal population No change - IT flags  Education
 National Prescription cLA

√ 

Pregnant women No change –IT flags  Education
 National Prescription

√

foetuses No change- It flags
Requires issue from IBTS

 Education
 National Prescription

  

Patients with HIV 
infection

Enablers Med scientists
IT when available

 Communication with ID 
colleagues Education

 National Prescription

 CLA √

Solid organ 
transplant 
patients

Enabler
 IHS
 ACSLM

 Education
 National Prescription



Patients with 
immunodeficiency

 Education
 National Prescription



Patients 
undergoing mgt 
for oncological 
disorders

 Education
 National Prescription



Pts receiving 
granulocytes

Enabler – rarely 
transfused requires Cons 
Haem ok

 Education
 National Prescription

 √

CMV guidelines implementation planning - in progress



• To develop a Stakeholder proposed, National Patient Information Leaflet for 
patients who may require transfusion component support in all hospitals country 
wide

• To update transfusion associated risks from NHO output
• To form the first part in the development of a national patient consenting process 

for transfusion





Timely use of evidenced-based medical and surgical 
concepts designed to maintain Hb concentration, 
optimise haemostasis and minimise blood loss
Society for the Advancement of Blood Management, Professional definition Patient 
Blood Management, Sept.2012.:http//www.sabm.org//





PBM Message to patients
You should only receive a Blood Transfusion if it is necessary and 
you should have the opportunity to discuss the risks, benefits and 
alternatives with your doctor

Pre-’Transfusion crisis’ intervention
Quality Improvement 
Further national structures to support NTAG Working groups with 
Pathway to develop national sustained cycle of Healthcare improvement

Core elements;
 NHO renewal – governance, resourcing and data analysis
 Clinical data capture ‘Turn data into intelligence’                                                         

Well defined, consistent data item collection & recording                             
(numerator, denominator, inclusions and exclusions) of high quality 

 Multi-annual national audit programme 


