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Six Nations 2013: Wales 30-3
England



Biggest Wales wins v England

2013 - Wales 30-3 England
1905 - Wales 25-0 England
1979 - Wales 27-3 England
1899 - Wales 26-3 England
1907 - Wales 22-0 England
1922 - Wales 28-6 England
1968 - Wales 30-9 England



Taffy was a Welshman



e Taffy was a Welshman
* Taffy was a thief

e Taffy came to my house
and stole a leg of lamb

e Taffy came to B’ham and
stole Tony Davies Slides



Incident Reporting

- getting the balance right

Tony Davies Joan Jones
Transfusion Liaison Head of Quality & Regulatory
Practitioner Compliance

SHOT / NHSBT BBT Team Welsh Blood Service



VIGILANCE

AN EFFECTIVE TOOL FOR IMPROVING TRANSFUSION SAFETY

RENE R.P. DE VRIES AND JEAN-CLAUDE FABER

FWILEY-BLACKWELL
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Medicines and Healthcare products Regulatory Agency
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Root Cause and CAPA

* Defining the Root Cause
— Important to get to the bottom of errors

» Corrective Actions (CA)
— What do you need to do now

* Preventive Actions (PA)
— What to do to prevent it happening again



Significant effort to harmonise
reporting
Frequent meetings with MHRA
Focus of serious events/reactions
Ease of reporting
One report
Better and clearer instructions
Joint report
HVUK ?
Stalled due to departure of Judy langham



Thanks to

Tony and Joan

www.shotuk.org



We are a team after all!
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DART

Haemovigilancerapport for 2009




Oversigt over transfunderede blodkomponenter 1999 — 2009

Transfusioner 1999 - 2009

—————————————————————————— e ———

1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009

erytrocytter trombocytter === frisk frosset plasma total




Nzsten haendelser

Rapporten fra 2009 viser en meget kraftig stigning 1 indberetningen af near miss. Det drejer sig is®r
om blodprevetagning og maerkning af prover. Stigningen skyldes, at 2 mindre transfusionscentre
systematisk har opgjort alle prever, hvor preven blev kasseret pga. fejl eller mangler.

Nasten handelser 2001 - 2009

Arrvvandelse
‘ %

15%
% - =

Igennem mange &r, har der varet arbejdet meget pd at forbedre patientidentifikation og korrekt
markning af prever, da det er en potentiel kilde til alvorlige fejl. Trods dette er antal fejl meget stor,
der bor derfor fokuseres pd netop denne type fejl. De forkert markede prover kommer ofte fra

Side 6 af 16



SAMLET OVERSIGT 1999-2009

Oversigt over 218 indrapporterede
transfusionsrisici

Fejitransfusion |
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~ Transfusionsassocieret |
grafi-versus host dsease
0.5%
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Overview of 218 reports concerning severe
transfusion risks

incorrect component
transfused
5%

Transfusion associated graft)
versus host disease
0.5%







7 3)
§ Objectives of the Global HV Consultation (1 of 3)

1. Highlight the importance of national haemovigilance
systems and international networking for global blood
safety and availability

2. Assess the nature and magnitude of current challenges and
barriers to the implementation of haemovigilance systems,
particularly in developing countries

3. Provide a platform for countries to share experiences and
learn lessons for developing national haemovigilance
systems in a stepwise manner

3 After WHO Global HV Consultation, IHS, Brussels, February 2013 {44 World Health
=% Organization



_,@ Objectives of the Global HV Consultation (2 of 3)

4. Define strategies for developing haemovigilance systems,
including

— harmonized reporting of transfusion-related adverse
reactions and events

— collection, analysis and use of national data for
continuous learning

— improvement in the safety of blood donors, blood
products and patients

4 After WHO Global HV Consultation, IHS, Brussels, February 2013 { *y World Health
¢ Organization



_@f Obijectives of the Global HV Consultation (3 of 3)

5. Building on existing international networks, discuss expansion
of global mechanisms for networking countries and
organizations to share dataq, information and experiences on
haemovigilance, to

- advocate and support the establishment of national
haemovigilance systems

-~ harmonize global data collection
- organize joint activities

~ function as a forum for dialogue, advice and information
gathering for all key stakeholders

> After WHO Global HV Consultation, IHS, Brussels, February 2013 { 1} World Health
5 ¥ Organization



Participating Countries

» AFR: Burkina Faso, Ethiopia, Ghanag, Kenya, Mauritius, Namibiaq,
Niger, Senegal, South Africa, Uganda

» AMR: Argentina, Canada, Brazil, Honduras, United States of America

» EMR: Afghanistan, Egypt, Iraq, Jordan, Kuwait, Oman, Pakistan,
Qatar, Saudi Arabia, South Sudan, Tunisia, United Arab Emirates

» EUR: France, Netherlands, Slovenia, United Kingdom

» SEAR: Bangladesh, Bhutan, India, Nepal, Sri Lanka, Thailand

» WPR: Australia, Cambodia, Ching, Japan, Korea Lao PDR, Mongoliq,
Viet Nam New Zealand

' After WHO Global HV Consultation, IHS, Brussels, February 2013 €| World Health

¥ Organization



What can SHOT teach Kiwis about
blood risks?
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What can anyone teach Kiwis about
anything ?
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National Haemovigilance
Programme

Annual Report 2011
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ANNUAL SHOT REPORT 2011
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Figus 4.1

Cases wviewnd

In 2011 jexciucing
N Miss and
natances whero the
patient moeived a
cormect component
despite errors having
occured - RBAM)
ne1815

Authors: Paula Bofton-Maggs and Hannah Cohan
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AN Increased number of reports ware subrmitted for 2011 compared 10 previous years. The age range
of patents who were the subject of SHOT reports in 2011 was wide, from birth 30 aged 103 yoars. The
modan 800 was 61 yoars. Younger patiers fastured in the anti-D Ig erors (median age 20 yoors, rarge
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Figure 5
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Hemovigilance and Blood Regulations

In Europe
How are we doing? How are they doing?
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SHOT 2011

e the risk of death is 0.0027 per
1000 components issued

e the risk of major morbidity
0.0399 per 1000
components issued.



SHOT 2011

e the risk of death is 2.7 per
1,000,000 components issued
e the risk of major morbidity
3.99 per 100,000
components issued.



figure 1
Total reports and total deaths definitely due to transfusion between 1996 and 2009
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Are we at risk from blood that is donated?

Provisional estimates (08/03)
of infection in 1 donation:-

™

HIV (1 in 8 m)

High -\
\ 6. b8 HCV (1in 30 m)
/loderate \ 5. Death in 1yr due to:-
1. Hit by lightning

Low _
Very low _ 2. Accident on railway
VIRIM@L e 3. Playing soccer

1. |
Negligible 4. Accident on road
| T | T | T | .\

* 6. Smoking 10
cigarettes/day

1 Adapted from Health of the Nation, Dr K Calman, 1996.




* Reports are not dis-similar as we are dealing
with the same species.

e Similar practices on the same species and by
the same species with similar clinical practices

e We are all individuals
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1. Introduction

1.1. News in 2009
2009 was principally marked by:

e The occurrence of a donor serious adverse effect (DSAR) during plasmaphaeresis that resulted in
the death of a female donor. The measures immediately put in place and those envisaged in the short-
and medium-term have been analysed, the enquiry is still in progress.

In any case, Afssaps decided to urgently put in place an electronic declaration system, including the
declaration of SAEs and DSARs, which were previously only declared on paper: e-FIT V2 beta’
(March 2010). This system shall offer the haemovigilance network the possibility of immediate
responsiveness, via the simultaneous communication of information to all the participants. The
introduction of a system similar to the configuration of the current declaration for recipient adverse
reactions (RAR) was also scheduled for 2011 with e-FIT V3.



e The drawing up by the "Allergy" task force of a procedure for the examination of serious allergic
reactions (grades 3 and 4) during transfusions involving VIP-MB (05/06/09) and warning on the issues
regarding:

- The examination of patients according to a protocol drawn up by the task force

- Recommendations for transfusion-related care

- A proposal submitted to the RHCs for a common aetiological enquiry procedure

These documents are available on the Afssaps website: http://www.afssaps.fr



e As a result of the influenza A pandemics, EFS, with approval from DGS, decided, as a precautionary
measure, to move forward to 30 April 2009 the date of the measures for the exclusion of the donation
of blood by donors having returned from North America less than 28 days previously (as for the
prevention of the transmission of the West Nile virus). This measure was repealed on 28/1/2010.






Figure 1shows the level of participation over the years 2002 (baseline measurement) up
to and including 2010.
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Table 2 Incidents reported to TRIP, 2003-2010

Incident 2003 2004 2005 2006 2007 2008 2009 2010 No.
hospitals
with
reports
in 2010

Incorrect be transfused 34 36 60 64 64 59 61 58 30

Near miss 31 62 79 77 74 55 72 68 19

Other incident 5 12 51 86 100 83 110 117 30

Look-back (info reported

by hospital to TRIP) 2 2 1 4 9 6 50 13

Viral contamination of bc 2 0 2 1 4 3

Positive bacterial screen® 61 10 13 27 29 2 4 3 3

Bact?'lal contamination

of bc 5 23 22 40 20

Total incidents 131 122 205 257 276 233 277 340 54

“¥ see remarks about revised definitions in section 3.2
bc = blood component
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Figure 2 Severity of the transfusion reactions, 2003 - 2010



Relationship to the blood transfusion (imputability)

Imputability Definition
(Imputabily is apphcable (o translusion reactions)
Certain chinical symptorns present, and
- clear course of events, temporally related to the transfusion, and
- confirmed by laboratory findings, and
- other causes excluded
Probable clinical symptoms present, but
- no clear course of events or not temporally related to the transfusion, or
- not confirmed by laboratory findings, or
- other possible cause present
Possible  clinical symptoms present, but
- not temporally related fo the transfusion, and
- not confirmed by laboratory findings, and
- other possible cause present
Uniikely clinical symptoms present, but
- not temporally related fo the transfusion, and
- not confirmed by laboratory findings, and
- another more probable explanation present
Excluded clearly demonstrable other cause
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Figure 4 Number of reports per year, 2003 - 2010



A. Recommendations based on the 2010 TRIP Report

Recommendation Who?

1. TRIP should revise and refine the definitions for the current TRIP
categories of transfusion reactions. New categories should
be defined for hypotensive transfusion reactions and
transfusion associated dyspnea (as recommended in 2009).

2. A classification is needed (similar to that in use by SHOT) for TRIP
the link between a transfusion reaction, the patient’s clinical
condition and a fatal outcome in the patient.

3. A standard protocol should be developed for the further TRIP and
investigation of serious anaphylactic transfusion reactions.  Sanquin clinical
advisory service



4.

In order to monitor optimal use of blood components, TRIP
wishes to encourage reporting of incidents which lead to
unnecessary transfusion or avoidable product loss.

TRIP will collect figures concerning transfusions to infants
and children in order to gain insight into the incidence of
transfusion reactions in this patient group..

Hospitals should have a defined procedure for investigation
of recipients of blood components which retrospectively
might have been infectious.

Hospital
transfusion
committees and
hemovigilance
staff

TRIP and
hemovigilance
staff

Hospital
transfusion
committees and
hemovigilance
staff



B. General recommendations
7. Action is required on the implementation of hemovigilance  Hospital

for Blood Management Techniques as recommended in transfusion
2009: the blood transfusion committees should ensure that a committees and
protocol is created for the use of blood management hemovigilance

techniques, with correct transfusion triggers and a procedure staff
for reporting side effects and incidents.



Back to Basics

* Similar problems with drug prescribing have also
been examined. The level of errors in prescription
of medications has been reported by the General
Medical Council recently101, with the highest
error rate in foundation year 1 (8.4%) and year 2
(10.3%).

e Anaesthesia -simulation
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Vigilance of Cell Salvage

Similar to haemovigilance

Very similar errors

Some are machine based

Some are clinically based

Some are human error

Some are compounded by a number of these
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Benefits of ICS

= Little risk
- Serious Hazards of Transfusion (SHOT) Report 2011 (17 incidents)
= 2 febrile reactions

= 6 adverse events (all hypotensive on reinfusion via a
leucodepletion filter)

= 9 minor events relating to operator/equipment errors — training!

= |sthat alot?

- Probably not
- Wales ~ 3000 ICS procedures annually

SHOT



Clinical scenario

Profound hypotension

All when LDF being used

Citrate used as anticoagulant
Warm Blood

? Blood being pressurised

BP restored on stopping infusion

W

Gwasanae th Gwaed Cymru



Clinical scenario

* Profound hypotension

* Bradykinin release, cytokine effect

* Seen in LDF at bedside

* Anaesthetists need to be made aware

e Stop infusion, vasoconstrictors, other fluid.
* Transient

 Remove filter in urgent situation

3
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Clinical scenario

* Profound hypotension

Theoretical

explanation

* Transient
 Remove filter in urgent situation

Abertawe Bro Morgannwg




Iwama H. Bradykinin-associated
reactions in white cell-reduction filter.

Journal of Critical Care 2001; 16(2): 74-81.

Abertawe Bro Morgannwg
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Bradykinin-Associated Reactions in White Cell-Reduction Filter

Hirash: wama

Pummese: The pupose of this stedy was %9 examing
the offest of sampersture on beadyRinin generation
during blood tramsfusion waing postively charged

(poaitive fiter), negatively charged [negetive fiter)
and neutral [neutral Alter] filtees

Maetenials and Methods. Whale blood collectad from
six voluntears at 4°C or J7°C was passed through the
positive or negative filter In six surgical patients dur.
ng surgery, sutologous blood transfusion at 37°C was
itated through the positive fiter, and the same
transtusion was reintrodeced theough the negative &1
1or Whole bood from another six volunteers at 4% or
I7°C was passed through e neutral e

Reswits: The positive Mter did not generates bradykinn
" any tampersture, wheoress the negative filter gen-

91

erated Deadylinin by sgorosimaely 4000100 when
warm Mood was used but @vd not st cool blead. Blood
pressere decrsased aad heart rate incressed during
warm blood tramfusion using the negative flter but
3 not dhangs wsing the positive Titer Plasma
bradyhinia levels increasad in patients wizh use of the
negative Altar The newtral Nitar genentsed bradykinin
whan waem bood ws used but at levels lower thas
for the negative fiter

Conclusions. Use of segative filter ressits in the
temparsture-dependent generation of bradykinin,
which becomes a potential anaphylatonin when warm
bleod is used

Copyright © 2001 by WAL Sausders Compeny



Haemovigilance

* Let us learn from what we have
put in place for allogeneic
surveillance

* Let us use technology already in
place to monitor alternatives




Standardise Streamline
Consensus

Just copy!

N
We are at such an early stage
we could agree on a
standardised collection of data




Rewrite if going towards electronic
data collection



On line web based capture of
data?

A—
1 ]
. '

-

.. W
1500-1600 cases per year

4-5 per day?

oooooooooooooooooo
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iResus - Home

& Guidelines (14 B
&8 Alerts (2 Unread (2 Jo2
7 News 2 Unread ( 2 B3
o Settings >
L4 Manage Topics Of Interest >

20710 pepsasienst

'/Resuscitation Council (UK)
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adut  Basic Life Support O

UNRESPONSIVE ?

Shout for help

Open ;im

NOT BREATHING
NORMALLY ?
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Open airway Q

Open the airway and check for
breathing
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Personal Hotspot: 1 Connection

adut  Basic Life Support

Call 999

30 chest =
compressions

2 rescue breatjfs
30 compressions

=




Rescue breaths Q

Blow steadily over 1 second to
make chest rise
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