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From a fridge in a corridor……… 
 
‘I am pleased to present a report on the Haemovigilance Service and how it has evolved 
over the past eleven years.  It has been a pleasure to be associated with the 
commencement and development of a new role and department in the SIVUH and indeed 
in the acute hospital healthcare sector.  I hope you will find this report interesting and 
informative as it captures where the service has come from to where it is today’. 
 
        
                    Catherine Roche 
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Introduction 
 
The Haemovigilance speciality defines itself as nursing and subscribes to the overall 
purpose, functions and ethical standards of nursing.  The clinical practice role may be 
divided into direct and indirect care.  Direct care comprises the assessment, planning, 
delivery and evaluation of care to patients.  Indirect care relates to activities that influence 
others in their provision of direct care. The Haemovigilance Officer as a clinical 
professional in the Irish healthcare environment is required to maintain professional 
competency and this is achieved through continuous ongoing education and training, 
attending in-service study days, conferences locally and nationally.  While attending 
various conferences numerous posters have been presented which have showcased the 
hospital’s work. Evidence of continuous professional development is contained in 
Appendix 1. 
 
Mission Statement: 
 

In collaboration with nursing staff, medical staff and the Irish Blood Transfusion Service, 
the Haemovigilance Officer strives to deliver an effective, efficient, cost effective and 
quality transfusion service for the patients of the SIVUH through ongoing education, 
surveillance and clinical audit. (Reviewed August 2011).  
 
Haemovigilance is internationally recognised as essential to the development of safe 
clinical transfusion practice.   
 
As the time of writing this report, the hospital in the context of the Reconfiguration of 
Health services for the Cork and Kerry region, is in a transitional phase as the hospital 
moves from an acute general hospital to an elective and largely surgical hospital.  Such 
changes in the nature and type of clinical service provision will naturally impact on the 
requirement for blood and blood products. 
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Background 
 
The Haemovigilance Department was established in May 2000, as a result of the Finlay 
Tribunal, which investigated the Hepatitis C scandal.  The Finlay Tribunal recommended 
that every hospital which actively transfuses blood must have an accountable person for 
Haemovigilance matters.  Prior to the Finlay Tribunal blood was stored in an unalarmed 
blood fridge in the hospital and there was an absence of monitoring, audit etc. This 
situation was the norm in all hospitals across the country at that time.   
 
The National Haemovigilance Office was established in 1999 within the Irish Blood 
Transfusion Service (IBTS) Dublin to collect confidential anonymised reports of 
transfusion, associated severe adverse reactions and events from health care 
professionals.  Since then a wide range of programmes have been developed in 
collaboration with the National Haemovigilance Office (NHO), Munster Regional 
Transfusion Centre (MRTC), the Irish Medicines Board (IMB) and the EU Blood Directive 
2002/98/EC.  The IMB is the competent authority for the implementation of all aspects of 
the EU Blood Directive.  The Haemovigilance Department must comply with current good 
practice in the storage and distribution of blood/blood components and the requirements of 
current legislation1.     
 
All hospitals are required to submit an annual report to the IMB including a declaration that 
the hospital has in place appropriate systems to ensure compliance with Regulation 12 of 
SI No. 360 of 20052.  This report is signed by the Chief Executive Officer (CEO) in the 
SIVUH In compliance with article 22 of the EU Blood Directive3  
 
The service request forms used in the hospital are controlled and supplied by the Munster 
Regional Transfusion Centre (MRTC).  The hospital blood component log is controlled by 
the Haemovigilance Officer.  In addition, the Haemovigilance Officer holds a unit history 
record, which includes the fate of the component.   
 
Implications of the EU Blood Directive EC for Blood Transfusion 

 
Reviewing clinical practice of blood / blood components is an essential component of 
professional practice.  In the early days of Haemovigilance a number of Standard 
Operating Procedures (SOPs) were developed to support the safe ordering and 
transfusion of blood and blood products in recognition of national and international best 
practice, various policy documents and budgetary trends.  All critical activities undertaken 
within the transfusion chain are now described in SOPs of which there are 25 covering all 
areas of Haemovigilance.  SOPs are available in hard back in all clinical areas and on the 
hospital Haemovigilance Intranet site.  See Appendix 2. 
 
 
 
 
      
 
 
1
 EU Directive 2002/98/EC 

2
 SI 360/2005 ‘European Communities (Quality and Safety of Human Blood and Blood Components) 

regulations 2005 and facility as per Statutory Instrument S.I. 547 of 2006’ 
3 

Article 22 of the EU Blood Directive 
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Significant change in recent years 
 
Significant changes have occurred over the last number of years regarding the volume 
and type of blood product we give to patients.  In 2006 the Maximum Surgical Blood 
Ordering Schedule (MSBOS) was developed by Dr. Joan Power (Consultant 
Haematologist, Irish Blood Transfusion Service) and the late Dr. John Walsh (Consultant 
Anaesthetist, SIVUH).  The MSBOS is a guide and means of minimising discards of blood 
supplies based on experience of actual use.  The surgeon / anaesthetist has discretion 
within the guidelines to order blood products based on the individual clinical needs of the 
patient. The evidence based guidelines are an aid to medical staff when considering the 
ordering and or transfusion of blood.   
 
The implementation of this guideline required significant education and teaching for the 
hospital staff to incorporate new ideas but the benefits to the patient and the hospital are 
now very substantial. In particular there has been a reduction in the volume of 
unnecessary transfusions conveying significant patient benefits.  A recent example in the 
development of a MSBOS is one which was designed to support the transfer in of a new 
service to the SIVUH and is a good example of the process.  This MSBOS was designed 
to reflect the unique nature of elective adult and paediatric orthopaedic services.  These 
guidelines were compiled under the guidance of the orthopaedic project manager, 
orthopaedic surgeons, haematologist, anaesthetist, Haemovigilance Officer and best 
international practice.  Regarding the MSBOS for paediatric orthopaedics, the reference is 
Great Ormond Street Hospital London. The hospital has been commended by the IBTS 
Dublin in respect of its appropriate and safe usage of blood.  This is a direct result of audit 
and surveillance activity and adherence to our MSBOS guidelines.   
 

A need was identified for a new blood record chart as a means to help nurses to record 
and complete accurate information on transfusion.  The old system made it difficult to 
know how many units had been given, and didn’t include the history of compatibility.  The 
hospital undertakes activities in relation to transfusion practice within the designation of 
the hospital blood bank as per statutory instrument SI 360/20052 and ‘European 
Communities (Human Blood and Blood Components Traceability Requirements and 
Notification of Serious Adverse Reactions) Regulations 2006’ 4 

 

Role of the Department 
 

Objectives: 
 Recognise national reports and documents e.g. Irish Medicines Board (IMB) reports. 
 Support Clinicians in Haemovigilance matters. 
 Promote education and training for all staff in the transfusion chain. 
 

Actions:  
 Maintain linkages with other Haemovigilance Officers in order to progress any new ideas. 
 Active participation in the Southern Haemovigilance Working Group. 
 Evaluate patient information documentation to empower individuals to participate in 

decisions relating to their care. 
 Support the timely delivery of blood/blood components. 
 Promote linkages both in-house and across various disciplines and clinical areas. 

 

Sections 1 – 8 which follow provide further detail into various aspects of the role.  
 

4 ‘European Communities (Human Blood and Blood Components Traceability Requirements and Notification 

of Serious Adverse Reactions) Regulations 2006’  
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1. Education and Training: 
 

The Haemovigilance Officer has a remit for education and training which consists of 
structured and impromptu educational opportunities to facilitate staff development and 
patient education.  Education and training is now mandatory in respect of Haemovigilance 
best practice.  The Haemovigilance programme and its content is not uniform in all areas 
across the hospital and is adjusted to best meet the needs of each discipline e.g. e-
learning programme is now compulsory for all NCHDs. E-learning represents a unique 
opportunity for those involved in the transfusion chain to be updated in best practice at 
their convenience. Staff receive continual training in relation to critical tasks within the 
transfusion chain.  Training records are maintained for all personnel which includes details 
of updates in current legislation as compliance with this training is policed by the Irish 
Medicines Board.  

 
2. Quality Assurance: 

 
Ensuring the quality of the service provided by the Haemovigilance officer requires 
continued and structured evaluation.  This is supported by the evaluation and or 
amendment to SOPs annually or if circumstances/legislation change.  Various aspects of 
the Haemovigilance services are evaluated on an ongoing basis by both internal audit and 
external vertical audits by the MRTC.  There is also a monthly Blood Optimisation Hospital 
audit (vertical audit) carried out by the CUH as per the HSE Blood Optimisation 
Programme.  The technology supporting transfusion practice is in a designated location 
with controlled access.  The environmental temperature is controlled by air-conditioning.  
Blood in the SIVUH is stored in a validated and calibrated fridge BBR17 which is 
temperature mapped by the Rees monitoring system.  The fridge is serviced bi-annually.  
In the event of an untoward event occurring in the fridge, a communication is initiated by 
the telephone system to an alert area, which is staffed on a twenty four hour seven day 
basis.   
 
The hospital now has technology supporting transfusion practice which is designed, 
validated and maintained to suit intended purpose.  The blood fridge has a graphic thermal 
recorder and a digital display. The SIVUH blood track monitoring system is in place to 
assist inventory management and allows the haemovigilance officer extract, document and 
retain the unit history for each red cell component to assure traceability.  Instruction 
manuals are available for all equipment which includes trouble shooting guidance.  
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3. Financial Accountability: 
 
It is essential to maintain financial, professional and organisational accountability.  This is 
demonstrated in a number of ways including: 
 

 The roll-out and maintenance of updates to the MSBOS which endeavours to 
ensure that blood supply discards are minimised. 

 Internal audit and external audit by the MRTC including a monthly Blood 
Optimisation Hospital audit by the CUH. 

 Ongoing education, training and generation of awareness of blood usage costs. 
 The Hospital Transfusion Committee’s monitoring role in terms of the usage and 

discarding of blood / blood products.  
 The re-routing of unused Red Cell Concentrate (RCC) to the Cork University 

Hospital (CUH).  
 
The hospital achieves substantial financial benefits in respect of the afore-mentioned 
actions. 

 
4. Hospital Transfusion Committee: 

 
In the early days of Haemovigilance, issues relating to blood / blood components were 
reviewed by the Drug and Therapeutic Committee, incorporating Transfusion.  However, 
the SIVUH now has a hospital Transfusion Committee and this committee includes 
representatives of the main clinical areas & staff grades together with representatives of 
the Munster Regional Transfusion Centre (MRTC).  On the organisational map this is a 
‘stand alone’ committee that feeds into the Executive Management Board (EMB).  
Meetings are held quarterly and have the following functions: 
 

 Responsibility for authorising blood transfusion policies. 
 Oversight of training and systematic review of non-conformances. 
 Review of unanticipated events e.g. complaints and transfusion reactions. 
 Review of audits, inspection reports and communication with the IMB. 
 Review of the practice including medical sampling incidents at the hospital. 
 Monitor usage and discarding of blood / blood products.  
 Ensuring the multidisciplinary team is aware of blood usage costs. 

 
5. Patient Information Booklet: 

 
Lack of appropriate patient information can lead to many problems for patient care. A 
patient blood / blood products information booklet was designed.  This booklet is aimed at 
meeting patients’ educational needs which in turn reduces their anxieties relating to blood 
transfusions. This booklet is also available in Irish, French and German and provides 
readily available information for patients to allow them exert greater control, empowering 
them to participate in decisions relating to their treatment. 
 
There is a close relationship with the Jehovah’s Witnesses community, meeting with them 
pre admission if required, at ward level and providing them with the Blood Substitutes for 
Transfusion Information Leaflet.  This leaflet was developed with the Cork Hospital Liaison 
Committee for Jehovah’s Witnesses and the Pharmacy Department.   
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6. Health and Safety / Risk Management: 
 

This is an ever changing area and while the volume of demands for information is 
significant, there is also considerable complexity and detail of information required.  This 
again shows how the errors across the blood chain are picked up and dealt with.  Any 
potential or actual adverse incident of a Haemovigilance nature is investigated and notified 
to the Risk Manager.  Once the likely risk is identified, and depending on the root cause 
analysis the non-conformance is dealt with at local level or through the Transfusion 
Committee. If the incident is of a more serious nature the MRTC and or the National 
Haemovigilance Office (NHO) is informed as per pre determined guidelines contained in 
the relevant SOP.   
 
Adverse event review and reporting is a very powerful way of organised learning for 
organisations in general and also in transfusion practice. The information gained from the 
identification and analysis of adverse events enables identification of issues in the 
transfusion chain and perhaps other services in the hospital which require attention. This 
data can be used to identify trends and patterns of events which reoccur and have the 
potential to cause harm to patients, and to facilitate development of appropriate strategies 
to enhance patient safety. This follow-up monitoring is crucial to ensure ongoing learning 
and improvement and is characteristic of a quality service. 

 
7. Audit and Surveillance: 

 
The purpose of audit within Haemovigilance is to ensure that safe practice is being carried 
out in relation to the administration of blood and blood components.  The audit and 
evaluation of Haemovigilance practice is an essential requirement of the Haemovigilance 
officer.  Such audits are undertaken in the context of best practice and in order to ensure 
evidence-based practice.  This process was initiated in consultation with Dr Joan Power 
and includes a surveillance system.  While initially it was an exercise to track volume of 
units delivered to the hospital, it has since expanded significantly and now includes the 
evaluation of the appropriateness or otherwise of grouping and cross matching of blood 
and or transfusion.  Outcomes of the Haemovigilance audit contribute to the service plan 
in the hospital. 
 
In the past a reaction to blood was noted in the patient’s chart and treated 
symptomatically.  The practice now is that the Haemovigilance Officer is contacted directly 
by the nurse / NCHD in the ward; an investigation is commenced and a treatment plan is 
activated if so required.  This is very effective for the patient in reducing further potential 
risk and is also effective regarding the efficient use of hospital resources.   
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8. Communication: 
 

Inter and intra-disciplinary consultation, across sites and services is recognised as a key 
function of the role and this consultative role also contributes to improved patient 
management.  The process now involves liaison with internal and external personnel. 
 
 

Internal: 
 Nursing Staff 
 Nursing Management 
 CEO  
 Consultant Medical Staff 
 Finance Department 
 Medical Records Department 
 IT Department 
 Risk Management  
 Hospital Transfusion Committee 
 Pharmacy  
 All wards 

 
 

External: 

 MRTC 

 IBTSB Dublin 

 IMB 

 NHO 

 CUH Blood Bank 

 HSE EU Blood Directive Southern Hospitals Group. 
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Conclusion 
 
While I was the first and for a long period of time the only Haemovigilance Officer in the 
hospital I could not have undertaken or indeed delivered on my various responsibilities or 
implemented a significant amount of change without the great support, assistance and 
advice of many colleagues. I appreciate I am taking a risk in naming the following four 
colleagues and this is not in any way forgetting any of my colleagues across the 
disciplines who assisted me in many ways.  Nevertheless and particularly in the early 
times I received great support from the CEO Mr Ger O’Callaghan, Dr Joan Power 
(Consultant Haematologist, Irish Blood Transfusion Service), Mr John Sheehy, Senior 
Medical Scientist CUH,  and the late and very great Dr John Walsh.   
 
 
 

Catherine Roche 
_________________ 

 
Catherine Roche 
Haemovigilance Officer SIVUH 2000 - 2012 
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APPENDICES 
 

Appendix 1  
 
(i) BNS (Honours) 2004 
 

(ii) Sample of Continuing Professional Development (CPD)  
 
 E.U. Directive (G. O’Dwyer)  
 MRTC ‘Bag & Tag’ (Dr. N. Moore) 
 MRTC Symposium 
 Southern Haemovigilance Working Group  
 Irish Anaesthetic Recovery Nurses Association  
 Diabetic Conference  
 Transport of Patient Specimens: DCM Compliance  
 Hearing from mistakes & the culture of errors 
 Annual & Midwifery Research Conference  
 Hospital Liaison (Blood Transfusion)  
 Audit of patient benefits  
 SQT Training (Internal Auditing)  
 E.U. Directive Meeting  
 A meeting regarding Breast Care Services and Related Support Services  
 Cork City Coroner’s Session 
 Information Session on Swine Flu (H1N1) 
 E.U. Directive Meeting  
 Partnership Meeting  
 CNS & Work in Progress 
 Healthcare Records on Trial  
 Director of Nursing Meeting 
 POCT  
 Southern Haemovigilance Working Group 
 Diagnostic Laboratory Annual Quality Management Review  
 IT & Management Services ISOFT Patient Administration System  
 Triage System Training Cardiac Panel Test Devices  
 Blood & Body Fluid Exposure  
 E.U. Blood Meeting  
 DGSA Compliance Audit 
 Action & Management post – Blood & Body Fluid Exposure  
 Donor Awards  
 Haemovigilance Seminar at MRTC  
 Lean Project Overview  
 CNS Meeting with Directorate Heads  
 Safe Management of Sharps & Actions in the event of a blood & body fluid exposure 

and Infection Control update  
 Dr Joan Power Grand Rounds (Death by Transfusion)  
 Health & Safety Week  
 NHO Annual Conference  
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(iii) Achievements  
 
 

Successfully Completed Assessments: 

 
Good Manufacturing Practice for Hospital Blood Banks (9 Modules)  

 Good Manufacturing Practice for Lab Staff  
 Unit 1 Assessment – Quality Management  
 Unit 2 Assessment – Personnel  
 Unit 3 Assessment – Documentation  
 Unit 4 Assessment – Premises and Equipment  
 Unit 5 Assessment – Quality Control 
 Unit 6 Assessment – Service Provision  
 Unit 7 Assessment – Contracts and Analysis  
 Unit 8 Assessment – Complaints & Product Recall  
 Unit 9 Assessment – Audit  

 

Module 1 Safe Transfusion Practice (7 Modules)  
 Haemovigilance in the UK and ROI  
 Blood Group Serology  
 Requesting Procedure  
 Sampling Procedures 
 Collection Procedure  
 Administration Procedure  
 Management of Transfused Patient  

 

Module 2 Blood Components and Indications for Use (8 Modules)  
 Safe and Appropriate Transfusion Practice  
 Blood Group Serology  
 Red Blood Cells 
 Platelets  
 Plasma Components  
 Massive Transfusion  
 Plasma Derivatives  
 Adverse Effects of Transfusion  

 
(iv) Poster Presentations  
 

 MSBOS – Key Principles  
 Blood transfusion record chart  
 Patient information – transfusion & associated anxieties  
 Lean principles to manage group & screen  
 Minimise wastage of blood supplies 
 Jehovah Witness policy & guidelines re blood substitutes  
 Multilingual blood transfusion information  
 Compliance in the management of traceability labels  
 A new blood transfusion record  
 Haemovigilance Officer training schedule  
 Blood transfusion information for patients  
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Appendix 2  
 
Standard Operating Procedures (SOPs) applicable to blood 
transfusion at SIVUH:  
 

 Procedure for the administration of blood components and the disposal of used blood 
component pack / giving set.  

 Procedure for the use of human albumin at the SIVUH.  

 Procedure for the transport of blood / blood components from the MRTC to the SIVUH, 
and the return of these components from the SIVUH to the MRTC.  

 Procedure for the transport of blood to external sites using the cell-safe blood 
transporter at the SIVUH.  

 Procedure for the internal blood component movement in the SIVUH.  

 Procedure for the recognising, investigating and managing suspected transfusion 
reactions in the SIVUH.  

 Procedure for the use of blood components in the management of a massive 
haemorrhage event at the SIVUH.  

 Procedure for facilitating the ‘blood transfusion information for patients’ leaflet in the SIVUH.  

 Procedure for prescribing of blood components in the SIVUH.  

 Procedure for sampling and labelling of blood transfusion specimens in the SIVUH.  

 Procedure for reporting blood transfusion serious adverse events and reactions at the SIVUH.  

 Procedure for managing internal non-conformance events relating to transfusion 
practice at the SIVUH.  

 Procedure for the transfusion traceability (bag and tag) at the SIVUH.  

 Procedure for the receipt and issue of platelets at the SIVUH.  

 Procedure for training at the blood track / fridge at the SIVUH.  

 Procedure for the unidentifiable patient in the Emergency Department SIVUH.  

 Procedure for cleaning of equipment and fridges in the Blood Room at the SIVUH.  

 Procedure for the management of recall of blood / blood components at the SIVUH.  

 Procedure for the storage of blood / blood component records at the SIVUH.   

 Procedure for the failure of the blood track system.  

 Procedure for a missing unit.  

 Procedure for self inspections (self audits) at the blood bank room SIVUH.  

 Procedure for thawing frozen products with the thermogenesis thermoline thawer. 

 Procedure for the management of anaemia in the Pre-Admission Assessment Unit 
(orthopaedic patients).  
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Appendix 3  
Non-Conformance Root Cause Analysis 

Cause Category  Description  

1. Supporting Technology  

1.1 Defective / failed equipment  

1.2 Service failure (e.g. electric, water supply)  

1.3 System failure (e.g. I.T. system failure) 

1.4 REES failure  

1.5 Other  

2. Procedure  

2.1 Procedure defective / inadequate  

2.2 Procedure missing  

2.3 Procedure inadvertently not followed  

2.4 Incorrect procedure used  

2.5 Sampling  

2.6 Other procedural issues  

3. Product / Materials  

3.1 Pack defect  

3.2 Leaking pack  

3.3 Problems caused by inappropriate storage  

3.4 Labelling  

3.5 Product Transportation  

3.6 Insufficient stock  

3.7 Other  

4. Medical  

4.1 Post transfusion reaction  

4.2 Other medical issues  

5. Documentation / Records 

5.1 Documentation control  

5.2 Documentation completed incorrectly (wrong entry)  

5.3 Omissions from documentation  

5.4 Other documentation / records issues  

6. Personnel  

6.1 Inadequate resources  

6.2 Inattention to detail  

6.3 Procedure / process instruction not followed  

6.4 Inadequate Communication  

6.5 Other human error  

7. Training  

7.1 Not provided  

7.2 Insufficient experience  

7.3 Training inadequate  

7.4 Other training issues  

8. Management  

8.1 Inadequate supervision  

8.2 Inappropriate allocation of work  

8.3 Communication of instructions to operators not clear  

8.4 Other management issues  

9. External  

9.1 Elements (e.g. weather)  

9.2 Human mediated (e.g. theft, vandalism)  

9.3 Other external issues  

10. Other   

10.1 Other issues not categorised above  
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Glossary of Terms  
 

CNS  Clinical Nurse Specialist  
CPD  Continuing Professional Development  
CUH  Cork University Hospital  
DGSA Dangerous Goods Transportation and Packaging 
EMB  Executive Management Board  
EU  European Union  
HSE  Health Service Executive  
HVO Haemo Vigilance Officer  
IBTS Irish Blood Transfusion Service  
IMB  Irish Medicine Board  
MRTC  Munster Regional Transfusion Centre  
MSBOS  Maximum Surgical Blood Ordering Schedule  
NCHD  Non-Consultant Hospital Doctor  
NHO  National Haemovigilance Office  
Non 
conformance 

e.g. incorrect patient demographics on patient identifier label 

POCT  Point of Care Testing  
RCC Red Cell Concentrate  
SIVUH  South Infirmary – Victoria University Hospital 
SOP  Standard Operating Procedure 
UCC  University College Cork  
Vertical audit Retrospective look back 
 


