Better Safer Transfusion Program

Serious Transfusion Incident (STIR) Reporting
The STIR system is a central reporting system for
serious incidents following transfusion of blood or components

STIR GUIDE

Use this guide to report
Incorrect Blood component transfused
Acute transfusion reaction (including anaphylaxis)
Delayed transfusion reaction
Transfusion-associated graft versus host disease
Transfusion-related acute lung injury (TRALI)
Transfusion-associated circulatory overload (TACO)
Post transfusion purpura
Bacterial/other infection
Post transfusion viral infection
Wrong blood in tube (WBIT)
Other near miss incident

Further information is available at www.health.vic.gov.au/best




Serious Transfusion Incident Reporting (STIR) system

This guide provides instruction on how to report a serious transfusion incident in Victoria.

STIR Expert Group Members

The system is overseen by the STIR expert group of the Better Safer Transfusion (BeST)
Program Advisory Committee of the Department of Human Services Victoria.

Dr Erica Wood (chair), Transfusion Medicine Specialist, Australian Red Cross Blood
Service, Victoria

Dr David Beilby, Director of Anaesthesia and Perioperative Medicine, Eastern Health

Ms Karen Botting, Project Officer, Better Safer Transfusion Program, Department of
Human Services, Victoria

Ms Julie Domanski, Transfusion Nurse, Southern Health

Dr Chris Hogan, Consultant Haematologist, Melbourne Health

Mr Geoff Magrin, Senior Scientist, Haematology Department, Bayside Health

Dr Ellen Maxwell, Director of Haematology, Melbourne Pathology

Mr Richard Rogers, Blood Bank Scientist, Cabrini Health

Dr Carole Smith, Consultant Haematologist, Austin Health

Ms Lisa Stevenson, Transfusion Nurse, Better Safer Transfusion Program, Department of
Human Services, Victoria

Mr Neil Waters, Transfusion Medicine Scientist, Australian Red Cross Blood Service,
Victoria

Mr Deane Wilks, Program Manager, Clinical Risk Management, Department of Human

Services, Victoria

Acknowledgments

The Better Safer Transfusion (BeST) Program wishes to acknowledge the use of
reference material obtained from the United Kingdom Serious Hazards of Transfusion
(SHOT) scheme and the New Zealand National Haemovigilance Programme and the STIR
Working Group for their innovation and design of the system.

Comments and suggestions are welcome and can be forwarded
to:

Ms Karen Botting, Project Officer, BeST Program, 03 9096 9037 or
karen.botting@dhs.vic.gov.au

Ms Lisa Stevenson, Transfusion Nurse, BeST Program, 03 9096 0476 or
lisa.stevenson@dhs.vic.gov.au

1 Better Safer Transfusion Program - STIR Guide



Table of Contents

Serious Transfusion Incident Reporting (STIR): system overvieW........cccccceveevcieeveeccieesieenn, 3
Flow chart of Serious Transfusion Incident Reporting system.........cccooceeviiiiiiiciiie e, 6
Incident category defiNiioNS... ... 7
Organisation readiness ChECKIISE.........ccuii i 10
ST T=t il oT] o] [TeTa ] =] o] 1 |V /Z8 SRRSO 11
APPENDIX

Initial reporting form (eform) - Serious Transfusion Incident Report

Initial reporting form (red form) - Serious Transfusion Incident Report

2 Better Safer Transfusion Program - STIR Guide



Serious Transfusion Incident Reporting: system overview

Purpose

The Better Safer Transfusion Program Serious Transfusion Incident Reporting (STIR)
system is a new statewide system commencing in 2007 to capture serious hospital
transfusion incidents, including near misses. The data is collated and reported with
recommendations for improvements for better, safer transfusion practice.

The system is one part of the Better Safer Transfusion (BeST) Program and links with
other haemovigilance activities such as appropriateness of use of blood and components.

Organisation

The BeST Advisory Committee provides advice to the Director Quality and Safety Branch,
Department of Human Services (the department), on strategic direction for the Victorian
STIR system. An expert group that reports into the advisory committee reviews the
deidentified data collected.

The STIR reporting system is integrated with the separate, statewide sentinel events
reporting system to minimise duplication of reporting for defined sentinel events. Data
reported is confidential and does not include patient identifiers; patient identification
information is kept by the reporting hospital only.

All hospital/health services are invited to report both serious transfusion incidents and
near misses.

Scope of the system

The system reports on incidents relating to fresh blood and components, namely red
cells, platelets, fresh frozen plasma, and cryoprecipitate. This includes products from
volunteer donors, family donors and autologous collections.

The system is a statewide incident reporting mechanism, with data from both public and
private organisations collected. This system has been designed to meet the current
statewide definitions for incidents.

Incident

Actions or conditions which could have, or did lead to unintended and or unnecessary
harm to a person receiving care.

A clinical incident can be an adverse event: incident that resulted in harm to a person
receiving care.

A clinical incident can also be a near miss: incident that had the potential to cause harm
but didn't due to timely intervention and or luck or chance.

Categories of transfusion incidents

The system captures ten defined categories of serious transfusion incidents. These are:
incorrect blood component transfused

acute transfusion reactions

delayed transfusion reactions

transfusion-associated graft-versus-host disease (TA-GVHD)

transfusion-related acute lung injury (TRALI)

o v A wWwN =

post-transfusion purpura (PTP)
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7. bacterial/other infection

8. post transfusion viral infection

9. wrong blood in tube (near miss incident)
10. other near miss incidents

Definitions of each incident category are detailed in the section ‘Incident category
definitions’.

System aims

e To measure and monitor serious transfusion incidents including near misses during
blood and component utilisation in Victoria.

¢ To derive recommendations for better safer transfusion practice and disseminate
these to Victorian hospitals, health services and the Australian Red Cross Blood
Service.

Measures
e Proportion of Victorian hospitals reporting into the system
- monitored as trends over time

- at the end of each year, hospitals that report no incidents will be asked to
complete a form that states they had NO incidents.

e Number of total incidents reported
- monitored as trends over time
- the indicator is number of incidents (divided by) number of units issued.

¢ Number of incidents by category of incident, monitored as trends over time.

Components of the system

The flowchart in the next section describes the components of the system and the
responsible authority for each stage of reporting.

The system consists of two sets of forms. An initial form is used to notify BeST of an
incident (including near misses) titled ‘Serious Transfusion Incident Report’. The ‘eform’
is available at www.health.vic.gov.au/best, and there is a paper copy also available. The
quality/risk manager is responsible for coordinating completion of the form and
forwarding of it to BeST. An example of both forms is available in the appendix.

The second form is required to provide more detail about the incident. The relevant form
is provided to the hospital or health service by BeST upon receipt of a report of an
incident. There are nine different forms depending on the incident reporting. The forms
are titled as follows:

e Procedural Reporting Form - incorrect blood component transfused (IBCT)

e Clinical Reporting Form - transfusion reaction including: acute transfusion reactions
and delayed transfusion reactions.

e Clinical Reporting Form —transfusion-related acute lung injury (TRALI) and
Transfusion-associated circulatory overload (TACO)

e Clinical Reporting Form - transfusion-associated graft-versus-host disease (TA-
GVHD)
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Organisational readiness checklist

This checklist is a tool to assist organisations to review their operational capacity against
the generic structural and process elements essential to achieving an effective serious
transfusion incident reporting system. Please tick the appropriate box and add comments
as appropriate.

Senior management commitment

YES | NO | NOTES

Senior management has approved the incident
reporting policy that includes transfusion incidents.

Senior management has established a transfusion
governance reporting and monitoring requirement.

Quality/risk manager nominated to liaise with STIR
team on reports made.

Training requirements are determined and scheduled.

Incident reporting policy

A hospital-wide incident reporting policy, that includes
serious transfusion incidents, has been developed by
management and staff and signed by the appropriate,
delegated person.

The incident reporting policy has been communicated
to staff.

The incident reporting policy is reviewed periodically.

Incident operational management

The roles and responsibilities of the Quality/risk
manager for serious incidents are clearly defined and
documented

A transfusion safety and quality committee
(howsoever named) has been established or, for small
rural/regional health services, included as a standing
agenda item for an existing committee.

The terms of reference and membership of the
transfusion committee or equivalent are clearly
defined and communicated.

Staff and management understand the function of the
transfusion committee or equivalent.

The transfusion committee or equivalent has an
executive sponsor in the organisation and clear
reporting lines to an overarching organisational safety
and quality committee.

Reports on key transfusion issues are made available
to the chief executive officer and the board of
directors or board of management as per
organisational policy.

STIR

Transfusion administration procedures/policy
documentation enables staff to readily identify serious
transfusion incidents and the mechanism for
reporting.
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Office use only
Incident identifier:
Hospital Code:

Serious transfusion incident report

The Serious Transfusion Incident Reporting (STIR) system is a central reporting system for serious adverse events and near
misses during the transfusion of blood or blood components. Please use this form to report serious transfusion incidents.

Confidentiality of data is fundamental to the success of this system. We have not requested unique patient
identification details. We will contact you to obtain additional details if necessary.

Key details of adverse event

Patient details

Age: [Jdays DO months Oyears Sex: 0 Male [ Female
Details of product - including autologous (please tick)
O Red cells O Fresh frozen plasma Date of implicated transfusion: / /
O Platelets O Cryoprecipitate . o .
O Other (please specify) Time of implicated transfusion: hrs
O |
Nature of incident (Tick box)
INCIDENT Suspected Confirmed
1. Incorrect blood component transfused O O
It is recommended that an RCA be performed for this category of event
2. Acute transfusion reaction (including anaphylaxis) O O
Incidents occurring <24hours following transfusion
3. Delayed transfusion reaction O O
Incidents occurring >24hours following transfusion
4. Transfusion associated graft versus host disease (TA-GVHD) a O
Transfusion related acute lung injury (TRALI) O O
This reaction must be reported urgently to the Australian Red Cross Blood Service: Call 9694 0200 24 hours a day.
6. Post-transfusion purpura (PTP) O O
7. Bacterial /other infection (M| O
This reaction must be reported urgently to the Australian Red Cross Blood Service: Call 9694 0200 24 hours a day.
8. Post-transfusion viral infection O O
This reaction must be reported urgently to the Australian Red Cross Blood Service: Call 9694 0200 24 hours a day.
9. Wrong blood in tube (WBIT) O O
10. Other near miss incident O O

PTO for Summary table of serious transfusion incidents to assist in completion of this question.

Patient outcome (7ick box)
No obvious clinical problem O Morbidity due to adverse event [ Death following adverse event

Comment:

Report made by Quality/Risk Manager

Surname: Initial and title:

Postal work address: Date of report: / /
Email:
Tel. number:

*
L

State Government

Victoria

Department of Human Services Version 1, 2007 1/2



Serious transfusion incident reporting
Please use this form to report adverse incidents during transfusion of blood and blood components.

Summary table of incidents for information

Problem |Typica| features | Diagnostic tests
1. Incorrect Blood or component transfused
ABO incompatible May be none - or major collapse | Check identity and group of patient and unit [inc. Rh(D)].
as for 2 May have +ve DAT.

ABO compatible May be none. As for 2 if Check identity and group of patient and unit [inc. Rh(D)].
patient has atypical red cell May have +ve DAT.
alloantibodies.

2. Acute Transfusion Reaction
Acute haemolytic Dyspnoea, chest pain, fever, chills, | Haemoglobinaemia/uria, {Hb, +ve DAT, serological
transfusion reaction UBP, Lurine output, DIC incompatibility, spherocytes on blood film.

Anaphylaxis UBP, dyspnoea, +/- Occasionally patient has severe IgA deficiency.
bronchospasm, +/- rash.

3 Delayed haemolytic Unexplained fall in Hb. Jaundice, |Urobilinogen in urine, Tserum bilirubin, +ve DAT,
transfusion reaction dark urine. spherocytes, +ve antibody screen.

4. Transfusion-associated Progression of fever, rash, Tliver | Skin biopsy + cytogenetic or HLA analysis. DNA analysis
graft-versus-host disease | enzymes, diarrhoea, pancytopenia | (eg RFLP, minisatellite probes) to establish presence of
(TA-GVHD) (1-6 weeks post transfusion) third party lymphocytes.

5. Transfusion-related acute | Acute respiratory distress (non This reaction must be reported urgently to Australian Red
lung injury (TRALI) cardiogenic) Hypoxia, bilateral Cross Blood Service. Call 9694 0200 24 hours a day.

pulmonary infiltrates.

6. Post-transfusion purpura | Immune-mediated HPA type patient. HPA antibodies (usually HPA-1a
thrombocytopenia arising 5-12 negative with anti-HPA-1a)
days post-transfusion.

7. Reaction to a bacterially Rapid onset of circulatory This reaction must be reported urgently to Australian Red

contaminated component | collapse, fever Cross Blood Service. Call 9694 0200 24 hours a day.

8. Post transfusion viral Depends on virus. Eg.Jaundice, |This reaction must be reported urgently to Australian Red
infection malaise, rash. Weeks to months | Cross Blood Service. Call 9694 0200 24 hours a day.

post transfusion.

Near misses

9. Wrong blood in tube This is a near miss category of event where the erroris picked up before the product is given
(WBIT) to the patient. It means that (a) the samples are taken from wrong patient but labelled as

perintended patient or (b) sample taken from intended patient but labelled as per another
patient or (c) mismatch between paperwork and specimen.

10. | Other near miss Examples include: (a) Request errors such as wrong component requested, special
requirements incorrectly specified or product requested for wrong patient, (b) Laboratory
sample handling or testing errors (c) laboratory component selection, handling or storage
errors, (d) component issue, transportation, collection or administration errors.

Please email report to: stir@dhs.vic.gov.au

Department of Human Services

Version 1, 2007
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