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ABSTRACT 

 

The Clinical Indemnity Scheme (CIS) is the State-funded scheme within Ireland that 

provides indemnity to health agencies funded in whole, or in part, by the Exchequer 

against the cost of claims brought against them for personal injury arising from 

clinical negligence. 

The research objective was, to establish if lessons could be learned from analysis of 

closed clinical claims. This potential source of patient safety information could then 

be shared with all enterprises indemnified by the CIS. 

Specific study objectives were:  

• To review existing international studies of closed claims analysis. 

• To develop a template to facilitate ongoing routine analysis of all closed 

clinical claims managed by the CIS. 

• To establish base line information against which new risk management 

strategies can be monitored and evaluated. 

• To identify any factors within the claims that may have contributed to the 

occurrence of the adverse events.  

• To identify and recommend an efficient and effective method of disseminating 

nationally lessons learnt from claims managed by the CIS. 

A qualitative analysis of the closed clinical claims managed by CIS was carried out.  

The analysis presented in this study provides an overview of closed claims from the 

Public Healthcare sector in Ireland, managed by the CIS during a period of 42 

months. (1/7/2002 to 31/12/2005). This is the first such study of CIS data. This study 

has succeeded in providing baseline data on the occurrence of adverse events that 

subsequently lead to clinical negligence claims and identified contributory factors 

related to the adverse events. Closed claims analysis has been used in the past to 

review risk patterns and to heighten awareness of certain risks. It is a methodology 

that can suggest corrective or preventive action for future practice and thereby 

minimize the risk of future errors (Angelini et al, 2005). 

As the CIS manages all claims of clinical negligence for all of the public sector 

healthcare enterprises in Ireland, it is ideally situated to share this learning nationally 

in the form of safety alerts, best practice guidelines and make recommendations to the 

Health Service relating to adverse event types that require specific attention. 
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1.0      Introduction 

 

1.1  Clinical Claims Management in Ireland 2002 to present 

Prior to the introduction of the Clinical Indemnity Scheme (CIS) in the Republic of 

Ireland, clinical negligence claims were managed by a number of insurance 

companies providing indemnity for the various healthcare professionals in Ireland. 

For example the Medical Protection Society, Medical Defence Union, St Paul’s 

Ireland and Irish Public Bodies Mutual Ltd. were among the indemnifiers for the acts 

or omissions of clinical staff in Ireland. The management of claims relating to 

personal injury and property damage against the State and the underlying risks was 

delegated to the National Treasury Management Agency (NTMA) under the terms of 

the National Treasury Management Agency (Amendment) Act, 2000. When 

performing these duties, the NTMA is known as the State Claims Agency (SCA).  

There are two notable objectives for the SCA within the Act, namely to manage 

claims so as to ensure that the State's liability and associated legal and other expenses 

are contained at the lowest achievable level and to provide risk advisory services to 

State authorities. The aim of the latter is to reduce over time the frequency and 

severity of claims. The SCA took over the responsibility for managing clinical 

negligence claims and associated risk under the terms of the Clinical Indemnity 

Scheme (CIS). This was established in July 2002 and the formal responsibility for the 

scheme was taken over by the SCA following the execution of the Delegation of 

Functions Order in February 2003. This designates each enterprise covered by this 

Order as a “State authority” in keeping with the Act. 

The objectives of the CIS are to: 

• Manage claims made against the enterprises in a timely and cost-effective 

manner,  

• Assist the enterprises to reduce the numbers of clinical claims through risk 

management initiatives,  

• Drive and support safe patient care,  

• Guide and support clinical risk management in all the enterprises.  
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To facilitate incident reporting for the participating enterprises, the CIS established a 

web based reporting system known as STARS web in November 2003. This is an 

electronic national database of all adverse clinical incidents and "near-misses,” 

reported to the CIS. Enterprises can access only their own incident data on the system; 

however the CIS has access to all of the data in order to identify any emerging local or 

national trends. 

A total of 46,311 clinical incidents and near misses were recorded on the STARS web 

incident reporting database between 1
st
 July 2002 and 31

st
 December 2005. By 31

st
 

May 2007, a total of 1660 cases had been handled by the CIS, 474 of which were 

“closed claims” (as per STARS report created 2
nd

 July 2007).  

 

 

1.2  International Clinical Incident Studies 

There is significant international evidence regarding the extent of adverse events 

arising in healthcare. The Harvard Medical Practice Study (Brennan et al), looking at 

the incidence of adverse events and negligence in hospitalised patients consisted of 

reviewing 30,121 randomly selected records from 51 Acute Care Hospitals in the New 

York State during 1984. The study found that 3.7% of the hospitalisations resulted in 

an adverse event, of which 27.6% were due to negligence. 70.5% of the adverse 

events resulted in a disability lasting less than 6 months; however 13.6% of the 

adverse events resulted in death. This study concluded that there is a substantial 

amount of injury to patients from medical management and many of the injuries are a 

result of substandard care. Another study in the USA, Utah and Colorado Medical 

Practice Study, found an adverse rate of 2.9%, 6.6% of which resulted in death. On 

extrapolation of these figures, in “To Err is Human” (2000) it is estimated that the 

death rate throughout the USA would be between 44,000 and 98,000 per annum. A 

conclusion of both studies was that half of the adverse events that resulted in medical 

error were preventable.   

A report from the UK, “An Organisation with a Memory” (2000) stated that using the 

best research-based estimates it appears that in NHS hospitals alone adverse events 

resulting in harm to patients occur in around 10.8 % of admissions. This equates to 

850,000 such events a year, with an estimated cost of £2 billion a year in additional 

hospital stays alone, a significant factor being that half of these were preventable.  
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The Quality in Australia Healthcare Study (1995) looking at over 14000 admissions in 

28 hospitals throughout New South Wales found that 16.6% of hospitalisations 

experienced an adverse event that resulted in a disability caused by health care, 51% 

of these adverse events were preventable. The disability had resolved in 77% of the 

patients within 12 months, however in 13.7% the disability was permanent and in 

4.9% the patient died.  

In 2005 in Ireland there were 572,000 inpatients treated in the 53 Acute Hospitals. If 

we were to extrapolate the number of incidents based on the Harvard and The Quality 

in Australia Healthcare Studies, we can expect the numbers of adverse events to range 

between 21164 and 94952. The actual number of clinical incidents reported to the 

Clinical Indemnity Scheme on STARS web during 2005, including those occurring in 

primary and community care services, was 27843. However, it is noteworthy that roll 

out of STARS web to the acute healthcare was incomplete at that stage  

 

 

1.3  Adverse Events 

There are a number of definitions for adverse event in use within Ireland. The Clinical 

Indemnity Scheme define a clinical incident as an event arising as consequence of 

provision of, or failure to provide clinical care that results in injury, disease, disability, 

death or prolonged hospital stay for the patient. The definition for adverse incident in 

Ireland finds it’s origins in the National Treasury Management Agency Act 2000, Part 

2 Section 11 (2) an  ‘‘adverse incident’’ means any act, omission or other matter in 

relation to which a delegated claim has been made, or may, in the opinion of the State 

authority concerned, be made. Whereas the Health and Safety Authority define an 

adverse event as an event or circumstance which could have or did lead to actual or 

possible personal injury, personal harm, property damage or loss. 

Leape, (1991) defines an adverse event as an injury that was caused by medical 

management and that resulted in measurable disability.  

As a result of the variations in definitions internationally comparisons between the 

numerous publications and reports relating to patient safety has been compromised, 

(World Health Organisation, 2007). The World Alliance for Patient Safety of the 

World Health Organisation has developed an international classification for patient 

safety. They define a patient safety incident as “an event or circumstance which could 

have resulted, or did result, in unnecessary harm to a patient,” they define an adverse 
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event as “an incident which results in harm to a patient.” In addition they provide a 

definition for healthcare associated harm as “harm arising from or associated with 

plans or actions taken during the provision of healthcare rather than an underlying 

disease or condition.” 

 

It must be acknowledged some adverse events are unpreventable resulting from a 

complication that cannot be prevented given the current state of knowledge. An 

example of this cited by the US Quality Interagency Coordination Task Force (QuIC) 

is that most drugs have some level of risk of side effects, such as nausea from an 

antibiotic. Nausea in itself could be classified as an adverse event, but it would not be 

considered a medical error if the infection was expected to respond to the chosen 

antibiotic.   

The possible outcomes for medical care are demonstrated in Figure 1, which was 

developed by the US Quality Interagency Coordination Task Force (QuIC) 

 

Figure 1: Framework for identifying errors. (Adapted from Doing What Counts for 

Patient Safety: Federal Actions to Reduce Medical Errors and Their Impact, 2000) 
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1.4  Analysis of Adverse Events 

When an adverse event occurs there are usually a number of factors that contributed 

to this. Thomas and Peterson (2003) assessed eight methods for measuring latent 

errors, active errors and adverse events as listed below: 

 

• Morbidity and mortality conferences and autopsies 

• Malpractice claims analysis 

• Error Reporting Systems 

• Clinical Surveillance 

• Administrative data analysis 

• Chart review 

• Electronic medical record 

• Observation of patient care 

 

They found that there were advantages and disadvantages associated with each 

method, for example some of the methods are more suitable for detecting latent errors 

whilst others are better suited to detecting active errors, Figure 3 illustrates the type of 

errors that each method can be used to detect.  In relation to malpractice claims 

analysis they found that hindsight bias, reporting bias and non-standardised source of 

data were associated disadvantages, however an advantage of this type of analysis was 

the usefulness in detecting latent errors, similar results were associated with error 

reporting systems.  

 

Vincent et al (1998) developed a framework as a basis for analysing adverse events by 

considering a complete range of possible influencing factors, i.e. getting to the root 

causes of adverse events. Table 1 presents the range of factor types and influencing 

factors that can contribute to the occurrence of an adverse event.  
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Table 1: Framework of contributory factors influencing clinical practice (from 

Vincent et al 1998) 

Factor Types Contributory influencing factors 

Patient Factors Condition (complexity and seriousness) 

Language and communication 

Personality and social factors 

Task and technology factors Task design and clarity of structure 

Availability and use of protocols 

Availability and accuracy of test results 

Decision-making aids 

Individual (staff) factors Knowledge and skills 

Competence 

Physical and mental health 

Team factors Verbal communication 

Written communication 

Supervision and seeking help 

Team leadership 

Work environment factors Staffing and skills mix 

Workload and shift patterns 

Design, availability and maintenance of 

equipment 

Administrative and managerial support 

Physical environment 

Organisational and management factors Financial resources and constraints 

Organisational structure 

Policy, standards and goals 

Safety culture and priorities 

Institutional context factors Economic and regulatory context 

National health service executive 

Links with external organisations 

 

 

1.5  The “person approach” and “systems approach” to adverse events  

There are two main approaches cited as to why adverse events occur, namely the 

‘person approach’ and the ‘system approach.’ The ‘person approach’ predominantly 

focuses on the error of an individual as the cause of an adverse event, as a result of 

inattention, carelessness, poor motivation, recklessness and negligence. The ‘systems 

approach’ focuses on a number of factors that ultimately led to the occurrence of the 

adverse event.  According to James Reason (2000) defences, barriers, and safeguards 

occupy a key position in the ‘system approach’. These provide a number of defensive 

layers to minimise the potential for an adverse event occurring. He describes these 

layers as being like slices of Swiss cheese with many holes and that the presence of 
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the holes alone in any one particular slice does not normally result in an adverse 

event. Reason states that adverse events usually happen when the holes in a number of 

layers are lined up “to permit a trajectory of accident opportunity bringing hazards 

into damaging contact with the victim” as presented in Figure 2. 

 

 

Figure 2: The Swiss cheese model of how defences, barriers, and safeguards may be 

penetrated by an accident trajectory, (Reason, J. BMJ 2000; 320:768-770) 

 

 

 

These holes in the defences happen as a result of active failures and latent conditions  

Active failures are described by Reason (2000) as the unsafe acts, errors, or violations 

performed by staff at the “sharp end” of the system or patient. They include the 

following: 

• Action slips or failures, such as picking up the wrong medication 

• Cognitive failures, such as memory lapses and mistakes either through 

ignorance or misreading a situation 

• Violations such as deliberate deviations from safe practices, policies, 

procedures or standards. 

Latent failures however are created as a result of decisions taking at a higher level 

within the organisation and their damaging consequences may lay dormant for a while 

becoming evident when they combine with local triggering factors such as: 

 

• Understaffing 

• Inadequate equipment  

• Inadequate supervision  
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Latent conditions can be identified and remedied before the occurrence of an adverse 

event thus leading to proactive risk management as opposed to reactive risk 

management following the occurrence of an adverse event. 

 

2.0 Medical Negligence 

 

2.1  History  

As written by Hippocrates (400 B.C.E.), physicians must have two special objectives 

in view with regard to disease, namely, to do good or to do no harm, “Primum Non 

Nocere”. Hippocrates also advised physicians to conceal most things from patients, as 

when given information many patients have taken a turn for the worse (Carswell, 

2004). This was the paternalistic model of care that was thereafter followed by 

medical practitioners for centuries.  The term malpractice dates back to 1768 when Sir 

William Blackstone defined “mala praxis” as “injuries… by the neglect or unskilful 

management of (a person’s) physician, surgeon, or apothecary…” (Runciman et al 

2007). The existence of the writ of trespass for assault and battery in eighteenth-

century English common law demonstrated that people were concerned about the 

unauthorised touching of their bodies and sought legal remedies for such actions. The 

dominant purpose of patient consent in eighteenth-century England was to obtain co-

operation as at that time surgeons did not perceive the need to disclose information 

about procedures, often telling patients anything to elicit co-operation, (Brazell, 

1997). The first reported medico-legal case associated with consent occurred in 

England during the eighteenth century, Slater v Baker & Stapleton (95 Eng Rep 860 

[KB 1767]) where the surgeons involved were accused of disuniting a patient's 

healing fracture without the patient's consent and were found to have breached 

professional conduct. The court reasoned: 

“That a patient should be told what is about to happen to him, that he may 

take courage and put himself in such a situation as to enable him to undergo 

the operation.” 

It is purported that when things go wrong, the usual human response is to apportion 

blame, demand retribution and compensation, and seek assurance that the error will 
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not occur again (Runciman, 2003). Such redress is usually done through the legal 

system. However, according to Localio (1991), less than 1.5% of people suffering 

preventable harm receive any compensation through the tort system, and there is little 

relationship between successful litigation and the degree to which negligent practice 

has contributed to harm 

 

2.2  The Law and Patient Safety 

Jones (2006) asserts that before the concept of risk management had become 

embedded in clinical practice that the law of negligence offered the greatest incentive 

to patient safety. Quite simply “exercise reasonable care for the safety of your patients 

or find yourself on the receiving end of a writ” (Jones, 2006). As already stated the 

number of claims is significantly low in comparison to the number of adverse events, 

therefore it is comforting to know that the drivers for patient safety have shifted from 

protecting the practitioner to protecting the patient.  

It is outside the bounds of this study to provide a detailed discussion on the tort of 

negligence; therefore a brief overview of medical negligence will be discussed.  

The test for medical negligence was summed up by Judge McNair, who when 

directing the jury in the case of Bolam v Friern Hospital Management Committee, 

differentiated the test for medical negligence by stating: 

“The test is the standard of the ordinary skilled man exercising and professing 

to have that special skill. A man need not possess the highest expert skill at the 

risk of being found negligent…. it is sufficient if he exercises the ordinary skill 

of an ordinary competent man exercising that particular art” 

This subsequently became known as the Bolam Test and has been referred to in a 

number of medical negligence cases.  

 

In order to satisfy a claim for medical negligence, a patient has to prove the following: 

 

1. That a Duty of Care was owed by the Medical Practitioner to the Patient; 

2. That the Medical Practitioner was in breach of the appropriate Standard of Care 

imposed by Law; 

3. That the Breach of the Duty of Care caused the Patient harm or injury recognised 

by Law as deserving of Compensation; and 
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4. That the Extent and Quantum of Loss that has resulted from the Breach of the 

Duty of Care is recoverable under Law. 

 

A medical practitioner owes a duty of care to his patient, which covers all elements of 

the treatment and care of the patient. Ultimately the question whether a duty of care 

exists lies with the courts. As described by Simon Mills (2002) in Irish law, a duty of 

care, together with potential liability for a breach of that duty, arises in the following 

situation: 

• There is proximity between the parties 

• Any damage caused by one party to the other is foreseeable 

• There is no strong public policy that would create an exception 

The doctor therefore has a duty to help a patient get better and not cause any harm to 

the patient by any negligent act or omission.  

As stated by Jones (2006), there should be a direct relationship between the safety of 

medical practice and litigation, in as much as the more unsafe medical practice, the 

more adverse events should occur, thus more litigation should ensue. On the other 

hand, the safer medical practice is, fewer adverse events should occur, thus less 

litigation will ensue. However this is not borne out by the reality, for example, when 

the Harvard Medical Practice Study was reviewed, it was established that less that 

1.5% of the patients that previously had been identified as suffering a negligent 

adverse event, subsequently sued. Thus the relationship between claims rates and 

improved patient safety through risk management practices is somewhat tenuous. 

Jones (2006) asserts that claims rates can change for a variety of reasons that have 

nothing to do with greater patient safety. It is interesting to note that there is little 

evidence to suggest that health professionals took patient safety seriously before the 

dramatic rise in litigation that started to spiral in the 1980’s, Jones (2006). However 

thankfully that is not the case in the current era, in which the evidence abounds that 

improvements in patient safety is actively being pursued by health professionals, 

providers of health care and Departments of Health.  

As previously mentioned a variety of methods exist to identify patient safety issues, 

analysis of claims being but one of these. 
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2.3  The Civil Liabilities and Courts Act 2004. 

The Civil Liability and Courts Act 2004 introduced significant changes in the practice 

and procedure of Civil Litigation. It specifically provides for a new procedural 

framework for dealing with personal injuries actions. This Act amends the Statute of 

Limitations reducing the time frame from 3 years to 2 Years from the date of accrual 

of the cause of action or the date of knowledge of the person concerned, which occurs 

later. The plaintiff must serve a Letter of Claim on the defendant within two months 

of the date of cause of action. Following issuing a Personal Injury Summons, which 

replaces the previously required Plenary Summons, Statement of Claim and Civil 

Summons, the plaintiff must swear a verifying affidavit that verifies their allegations 

within 21 days of serving the writ.  

Therefore from the outset a plaintiff must specify the nature of their claim and any 

allegations of negligence. The penalty for a plaintiff making a false statement or 

giving false evidence is a fine of up to €100,000.00 or ten years imprisonment.  The 

defendant then has eight weeks to prepare a defence and also must swear a verifying 

affidavit within 21 days of lodging the defence. The defence notice must specify the 

matters that the defendant requires further particulars and those matters that the 

defendant is admitting. The defendant has to set out the grounds on which he claims 

that he is not liable for any injuries suffered by the plaintiff and also has to detail any 

allegations of contributory negligence.  

 

If the case goes to Court, the Court is now obliged to give consideration to the Book 

of Quantum in deciding the level of general damages compensation. This is a booklet 

published by the Personal Injury Assessment Board that provides guidelines on the 

value of general damages depending on the nature and severity of an injury. 

The effect of the changes imposed by this Act is that the litigation process will be 

quicker; however it puts time pressures on both the plaintiff and the defendant to 

complete their investigations.  

Thus the earlier that the SCA, CIS are notified of an adverse event by the enterprise, 

the sooner the Solicitor/Claims Manager can gather relevant information related to the 

event. In addition there would be an earlier opportunity to establish any associated 

active or latent failures. The learning from this could be shared nationally in the form 

of safety alerts, best practice guidelines and make recommendations to the Health 

Services relating to adverse event types that require specific attention. 
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3.0 Aims and Objectives of Dissertation 

The aim of undertaking this study was to examine whether reviewing claims 

documentation provided any lessons about the causes of adverse events that resulted 

in litigation. This information could therefore form a potential source of patient safety 

information that could be shared with all enterprises indemnified by the Clinical 

Indemnity Scheme.   

The objectives of this study were as follows:  

• To review existing international studies of closed claims analysis. 

• To develop a template to facilitate ongoing routine analysis of all closed 

clinical claims managed by the State Claims Agency. 

• To establish base line information against which new strategies for addressing 

the issues identified can be monitored and evaluated. 

• To identify any factors within the claims that may have contributed to the 

occurrence of the adverse events.  

• To identify and recommend an efficient and effective method of disseminating 

nationally the lessons learnt from claims managed by the CIS. 
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4.0 International Studies of Closed Claims Analysis. 

There are a variety of sources of information that can be used to establish the risk 

profile of an organisation. For example, incident reporting, complaints history, 

brainstorming, claims history are but a few valuable sources of information that if 

analysed can provide an organisation with significant information relating to the risks 

that it faces. The focus of this study is to analyse the closed claims that have been 

managed by the Clinical Indemnity Scheme. What can be learned from doing closed 

claims analysis? The American Society of Anaesthetists (ASA) Closed Claims Project 

(Cheney 1999) consists of an extensive database built up over a number of years, 

populated with thousands of claims. The claims within this database have been 

reviewed by medical experts and contributory factors to adverse events identified. The 

learning from these reviews has been disseminated, and led to the development of 

important patient safety standards such as the use of pulse oximetry.   

Of course there are limitations with claims analysis, as Localio et al (2001) discovered 

when reviewing the charts from the Harvard Medical Practice study that of the 

patients that had experienced an adverse event as a result of medical negligence only 

1.5 % of these filed a medical malpractice suits. According to Thomas and Peterson, 

(2003), there is also hindsight bias associated with this retrospective aspect of review 

of adverse events. This view is consistent with the findings of Hugh and Tracy (2002), 

who state that bias is increased when reviewers know there has been an adverse 

outcome, and the degree of bias is proportional to the severity of the outcome. They 

go on to say that bias may be reduced, but not eliminated, by educating reviewers 

about it and by withholding outcome information. In a study by Caplin et al (1991), 

they provided one hundred and twelve anaesthetists with twenty-one cases with 

adverse outcomes to review. They then provided the same anaesthetists with sets of 

cases with identical descriptive facts, but with neutral outcomes.  They found that the 

anaesthetists rated the care in cases with bad outcomes as substandard in 71% of the 

cases, whereas they viewed identical care with neutral outcomes as being up to 

standard. Caplin et al (1991) concluded that the degree of bias is linked to the severity 

of the outcome, in particular with severely injured patients’ the judgements of the 

reviewers tended to be harsher. 

 



 14

Thomas and Peterson (2003), state that relative to other methods used to measure and 

analyse adverse events, analysis of claims can provide important information relating 

to latent errors as opposed to active errors and adverse events, and is therefore a 

potentially significant source of patient safety information. 

Thomas and Peterson, (2003), proposed a framework to help select error and adverse 

event measurement methods as illustrated in Figure 3. They describe these methods as 

existing on a continuum that illustrates the relative utility of each method for 

measuring latent errors as compared with active errors and adverse events. 

The left of the continuum represents methods that are used to capture the rich 

contextual issues that surround errors and adverse events, thus enabling detection of 

the latent errors that led to them, whereas the right hand side of the continuum are 

prospective clinical surveillance and direct observation, which are methods that can 

provide precise and accurate estimates of error and adverse events in a prospective 

fashion and are therefore more suited to measurement of incidence, prevalence and 

the impact of interventions. 

 

 

Latent Errors     Active Errors  Adverse events 

 
 

Incident Reporting Chart review Direct Observation Clinical Surveillance 

Autopsies and morbidity and 

mortality conferences 

 

Administrative data 

analysis 

  

Malpractice claims file 

analysis 

Information 

Technology 

  

 

 

Figure 3: The relative utility of methods for measuring latent errors, active errors and 

adverse events (Thomas and Peterson, 2003) 
    

According to Vincent et al (2004) claims data has the ability, when data quality are 

good, to capture important facts about the quality of care and contributory factors to 

adverse events. This UK study involved reviewing 155 claims from obstetrics, 

medicine and surgery, mental health and primary care. It examined what could be 
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learned from clinical negligence claims and how the lessons learnt could be used to 

improve patient safety in the NHS.  

Table 2 details the number of cases within each specialty and the sources of the case 

files. 

Table 2: Source and Number of Cases, Vincent et al, (2004) Learning from Litigation: an analysis of 

claims for clinical negligence.  

Specialty  

Source of Data  

Primary 

Care  

Medicine and 

Surgery  

Obstetrics  Mental 

Health  

Total  

Medical Defence Union  0  1  0  26  27  

Medical Protection 

Society  
39  0  0  2  41  

Capsticks  0  52  49  29  130  

Total  39  53  49  57  198  

Cases Proceeding to Full 

Review  
23  52  41  39  155  

 

This study identified a number of clinical lessons in each of the four specialty groups. 

These are summarised in Table 3. 

 
Table 3 Clinical lessons learned from claims reviews, Vincent et al, (2004) Learning from Litigation: 

an analysis of claims for clinical negligence.  

Surgery & General Medicine 

A full history and clinical examination remains vital to the art of diagnosis 

There is a need for proper assessment of all the evidence at time of discharge and clear guidelines to 

GP’s and to clinical staff in follow-up clinics  

It is necessary to maintain awareness both of diseases that are less common than they used to be (e.g. 

perforated peptic ulcers) and common diseases of the past that are reappearing (e.g. tuberculosis) 

SHO/Registrars should not be taking full responsibility for assessment of patients in outpatient clinics  

General Practice 

Computerised decision aids may assist diagnosis of rare diseases such as diabetes in children 

Robust systems of care for the ongoing management of diabetes in adults are vital  

Primary care trusts need to be able to access information about rare diseases easily 

Lack of knowledge was a contributory factor in many of the cases analysed 

Obstetrics 

Further training in CTG interpretation may be beneficial in avoiding adverse events, to ensure correct 

use of these monitors  

Failure to adhere to guidelines may be an important cause of adverse events 

Problems within the system of care, with doctor patient relationships and with teamwork/supervision 

were noted  

Whereas many of the adverse events involved more junior staff, the judgements of the 

consultants/midwives were also questionable on occasion 

Mental Health 

Observation of patients on section needs to be defined in care plans 

Psychiatric referral needs to be more easily accessed so that at risk patients can be seen quickly 

Nursing notes need to be amalgamated into medical notes so that a full assessment can be made 

including a list of observations, past history, current stresses and symptoms  

More and better training needs to be put in place for diagnosis.  

Emergency resuscitation equipment needs to be available, in working order and staff trained to use it 
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5.0 Methods 

In order to ascertain which claims could be included in the study the claim status of 

each claim was identified and the various options are categorised as follows: 

• Open • Lodgement/tender accepted 

 

• Damages & Costs to Plaintiff 

 

• Struck out for want of prosecution 

 

• Case dismissed – costs to State 

 

• Case for other insurer 

 

• Case settled 

 

• No Claim 

 

• Case discontinued 

 

• Statute Barred 

 

• Indemnity received 

 

 

 

The cases that were settled and administratively closed by 31
st
 May 2007 were 

deemed suitable for this analysis as these files were likely to contain all relevant 

documentation such as case summaries, legal proceedings, statements of claims, 

expert reviews and witness statements. They provided information relating to the type 

of adverse event, adverse effects on patients as a result of the event and some of the 

factors that related to the occurrence of the adverse events. The Cerebral Palsy cases 

that were settled during the time frame reviewed were excluded from the study as the 

main content of these case files related to actuarial reports and financial details. A 

number of the cases that had been categorised as settled related to inquests where 

there had not been any subsequent claim, thus these were excluded. There were a total 

of forty five settled cases of adverse events notified to the CIS prior to 31
st
 December 

2005 and settled prior to 31
st
 May 2007 that were deemed suitable for inclusion in this 

study.  

  

The methodological approach used involved carrying out a qualitative analysis of the 

closed clinical claims that were settled and administratively closed. To do this a data 

collection tool was developed for use when reviewing the claims files. The tool 

incorporates a number of the fields included in the UK claims analysis study (Vincent 

et al, 2004) previously mentioned and also reflects the data collection fields within the 

STARS web incident reporting system. 

There were 27 data variables included in analyses as presented in Table 4. 



 17

The system options permissible for each variable are set out in the data collection 

form included as Appendix 1. 

Analysis of the datasets as a whole were conducted and the results of this analysis are 

set out in Section 4.1  

 

Table 4: Data variables included in analyses 

Number of Plaintiff Expert Reports Specific Incident Type 

Number of Defendant Expert Reports Outcome of Incident 

Specialty of Expert Primary Contributory Factors 

Patient/Client Type Additional Contributory Factors 

Date of incident Primary Root Cause 

Date of Notification Additional Root Cause 

Method of Notification Was there a Patient Injury/Complication? 

Category of Person Notifying Incident Was the Injury/Complication caused by 

Healthcare Management? 

Time lapse date of Notification to Date 

of Claim 

Was the Injury/Complication caused by 

Healthcare Management interacting with a 

disease process/condition? 

Age of Plaintiff at time of Claim Period of Care during which the incident 

occurred 

Gender Total Cost of Claim 

Principle Specialty Involved  Damages Awarded 

Sub Specialty Involved Time Lapse incident Occurrence to 

Notification 

General Incident type  
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6.0 Results 

6.1  General Overview 

A total of forty-five settled claims were analysed for the claims notified between 1
st
 

July 2002 and 31
st
 December 2005. From the analysis, results were obtained in the 

form of: 

• Frequencies 

• Cross tabulations, which explore further the relationship between two 

variables. 
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Figure 4: The number of claims settled by 31

st
 May 2007 that were notified between 

1
st
 July 2002 and 31

st
 December 2005, by Year of Adverse Event  

 

The number of claims settled by 31
st
 May 2007 that were notified between 1

st
 July 

2002 and 31
st
 December 2005, by year of adverse event is presented in Figure 4. In 

almost two thirds, 66.22% (n = 28) of the settled cases the adverse events occurred 

during 2002 and 2003.  In 11.11% (n=5) of the settled cases the adverse event 

occurred in 2001 and 8.9% (n=4) occurred during 2000. In four of the cases (8.9%) of 

the adverse events occurred in or before 1999. In the remaining cases the adverse 

event occurred in 2004 and 2005 and account for 6.67% (n=3) and 2.2% (n=1) 

respectively. 
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Figure 5: The number of claims settled by 31

st
 May 2007 that were notified between 

1
st
 July 2002 and 31

st
 December 2005, by year of Notification 

 

 

Figure 5 presents the number of claims reviewed by year of notification to the CIS. 

22.22% (n=10) of the claims settled by 31
st
 May 2007 that were notified between 1

st
 

July 2002 and 31
st
 December 2005 were reported to the CIS during the first year of 

the commencement of the indemnity scheme. 68.89% (n=31) of the settled claims 

included in the review were notified between 2003 and 2004.The remaining 8.89% 

(n=4) were notified during 2005.    

 

6.1.1  Plaintiff Expert Reports 

Figure 6 illustrates the number of plaintiff expert reports for the cases reviewed. Of 

the 45 cases reviewed, 33.3% (n=15) did not contain an expert report prepared on 

behalf of the plaintiff, 31.1% (n=14) contained 2 expert reports, 26.7% (n=12) 

contained 1 expert report, 6.7% (n=3) contained 3 expert reports and 2.2% (n=1) 

contained 4 expert reports prepared on behalf of the plaintiff.  
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Figure 6: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by number of cases with a plaintiff expert 

report. 
  
 

54 experts in total provided reports on behalf of the plaintiffs; a breakdown of the 

professions of the experts is presented in Figure 7. The top three professions of the 

experts providing a report were Surgeons, General Practitioners and Psychiatrists, 

accounting for 38% (n=21), 22% (n=12) and 17% (n=9) respectively.  The remaining 

33% were distributed between the other specialties presented in Figure 7. 
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Figure 7: The number of claims settled by 31

st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by profession of plaintiff’s experts providing 

an expert report. 
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6.1.2  Defendant Expert Reports 

Figure 8 illustrates the number of defendant expert reports obtained in the cases 

reviewed. 33.3% (n=15) of the cases did not have a defendant expert report, 33.3% 

(n=15) contained 1 expert report, 24.4% (n=11) contained 2 expert reports, 6.6% 

(n=3) contained 3 expert reports and 2.2% (n=1) contained 4 expert reports. 
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Figure 8: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by number of cases with a defendant expert 

report. 

 

A total of 51 experts provided reports on behalf of the defendants; a breakdown of the 

professions of these experts is presented in Figure 9. The top three professions of the 

experts providing a report were Surgeon, Consultants in Emergency Medicine and 

Psychiatrists accounting for 32% (n=17), 18% (n=9) and 14% (n= 7) respectively. 

10% (n=5) were Consultants in Obstetrics & Gynaecology, 8% (n=4) were General 

Practitioners. The remaining 36% were distributed between the other specialties 

presented in Figure 9. 
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Figure 9: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by profession of defendant’s experts providing 

an expert report.  

  
  

6.1.3  Patient Type 

Figure 10 illustrates the majority of claims related to adverse events that occurred to 

inpatients (53.3% n=24), the least amount of claims related to outpatients (2.2% n=1) 

and other (2.2% n=1), which related to a husband’s claim for loss of consortium 

following his wife’s adverse event 
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Figure 10: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by patient type. 

 

6.1.4  Notification of Adverse Events 

The main methods of notification for the adverse events that resulted in a claim during 

the time period under review are presented in Figure 11. Correspondence accounted 

for the main method of notification 88.9% (n=40) and these notifications came 

predominantly from an insurance services/claims manager.  Only 2.5% (n=1) of the 

adverse events were notified utilising the STARS web incident reporting system. 
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Figure 11: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by method of notification. 
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Figure 12: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by category of person notifying the CIS. 

 

6.1.5  Category of Person Notifying the CIS of the Adverse Event  

33.3% (n=15) of the adverse events/ claims included in this study were notified by an 

Insurance Services/Claims Manager, 2.2% (n=1) were notified by medical staff as 

presented in Figure 12. The Category Other (26.7% n=12) included staff from finance 

departments etc. 24.4% (n=11) of the adverse events/claims were notified by Hospital 

Managers or Administrators. 13.3% (n=6) of the adverse events/ claims included in 

this study were notified by a Risk Manager, this would be representative of the 

number of enterprises that had Risk Managers in post during the time frame of 

notification. 

 

6.1.6  Date of Incident to Date of Notification 

A breakdown of the timeframe between the date of occurrence of the adverse event 

and the date of notification to the CIS is presented in Figure 13. The longest 

timeframe between these two parameters was more than 36 months, representing 

8.89% (n=4) of the overall frequencies. The shortest time frame was less than 1 

month, which represents 11.1% (n= 5) of the overall frequencies. The most common 

time frame was 5-10 months, representing more than a quarter 26.67% (n=12) of all 

the frequencies. 15.56% (n=7) of the adverse events were reported between 1-5 

months. There is little variance between the remaining time frames. 
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Figure 13: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by time frame date of adverse event to date of 

notification to CIS. 

 

6.1.7  Notification of Adverse Event to Date of Notification of Claim 

The time frame between notification to the CIS of the adverse event and the 

notification of claim is presented in Figure 14. The highest category of time frames 

31.1% (n=14) relates to the category “Other”, these were mainly adverse events in 

which legal proceedings had already been issued to an enterprise and the CIS were 

subsequently notified under the terms and timeframe of commencement of Enterprise 

Liability. 
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Figure 14: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by time frame notification of adverse event to 

date of notification of claim. 

 

There is very little variance between the categories 5-10 months at 20% (n=9), 1-5 

months at 17.78% (n=8) and less than 1 month at 15.56% (n=7). The remaining 

categories of 10-15 months accounts for 8.89% (n=4) and 15-20 months 6.67% (n=3) 

 

6.1.8  Plaintiff Profile 

The age of the plaintiff at the time of claim is presented in Figure 15. Plaintiffs in the 

age category 31-40 years old represents over a quarter (26.7% n=12) of the settled 

claims included in the review. 35.56% (n=16) of the plaintiffs were in the age 

categories of 21-30 and 41-50 years old. 
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Figure 15: The number of claims settled by 31

st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by age of plaintiff at time of claim. 

 

Plaintiffs’ aged between 51-60 years of age represents 11.11% (n=5) of the settled 

claims. 17.76% (n=8) of the plaintiffs were divided equally between the age 

categories under 20 years old and over 70 years old. The age category 61-70 years old 

(2.22% n= 1) represents the least number of settled claims. The age category of the 

remaining 6.67% (n=3) could not be established as the date of birth of the plaintiff 

was not recorded in the case documents.  

 

6.1.9  Gender of Plaintiff 

A breakdown of the gender of the plaintiff’s is illustrated in Figure 16. The majority 

of the plaintiffs were female, 77.8% (n=35); the remaining 22.2% (n=10) were male. 

 



 28

0

5

10

15

20

25

30

35
F

re
q

u
e
n

c
y

Male Female

Gender

Gender of Plaintiff

 

Figure 16: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by gender of plaintiff 

 
 

6.1.10  Specialty 

A breakdown of the claims by specialty involved is presented in Figure 17. 

As can be seen from the graph the two most common specialties in which adverse 

events occurred resulting in a claim were Emergency Medicine, 37.8% (n=17), 

accounting for more than a third of the claims and Obstetrics and Gynaecology, for a 

further 28.9% of the claims. 11.1% (n=5) occurred within a Surgical Specialty and 

8.9% (n=4) occurred within Medicine. The next lowest specialties for the reported 

claims were Mental Health 6.7% (n=3), Anaesthesia 4.4% (n=2) and Haematology at 

2.2% (n=1).  
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Figure 17: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by specialty involved. 

 
 

6.1.11  Sub Specialty 
 

The term “Sub Specialty” is used to provide greater detail regarding the specific 

specialty of the healthcare team under whose care the incident occurred, for example 

within the specialty of surgery there are twelve options available on the STARS 

incident reporting system for further specialty categorisation such as Orthopaedic 

Surgery, Vascular Surgery, Neurosurgery.  
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Figure 18: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by sub specialty involved. 

 

Within the specialty of medicine there are sixteen options available for further 

specialty categorisation such as Cardiology, Gastroenterology, Rheumatology, etc. 

The specialty of Obstetrics has been subdivided into antenatal, delivery and post natal. 

A breakdown of the claims by sub specialty involved is presented in Figure 18.  

As can be seen the two most common sub specialties that adverse events occurred 

resulting in a claim were Emergency Medicine, 37.8% (n = 17), accounting for more 

than a third of the claims. The claims accounting for a further 28.9% of the claims 

reviewed related to the specialty of Obstetrics and Gynaecology, broken down as 

follows; Gynaecology 2.1% (n=1), Antenatal 2.2% (n =1), Delivery 8.9% (n = 4), 

Post Natal 11.1% (n=5) and Gynaecology Theatre 4.4% (n = 2). 

6.7% (n =3)of the claims related to the sub specialty of Adult Mental Health. The 

remaining 26.7% (n=12) related to Anaesthesia General, Geriatric Medicine, 

Neurology, Respiratory Medicine, Haematology General, Gastro Intestinal Surgery, 

General Surgery, Oral & Maxillofacial, Orthopaedic Surgery and Urology 
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6.1.12  Incident Types 

A breakdown of number of settled claims notified between 1
st
 July 2002 and 31

st
 

December 2005, by the general nature of the adverse event is demonstrated in Figure 

19.  

The most common type of incident reported was diagnosis related adverse events for 

over a quarter 28.9%, (n =13) of all events reported. The majority of these diagnosis 

related events were sub categorised as delayed diagnosis/failure to diagnose 84.62% 

(n =11) while a further 15.38% (n = 2) were sub categorised as misdiagnosis.  Events 

categorised as peri operative/ peri procedure accounts for 22.2% (n = 10) of the 

settled claims cases reviewed. Slips/Trips/Falls accounted for 11.1% (n =5) of the 

cases under review. Peri natal and Treatment related events accounted for 8.9% each.  
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Figure 19: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by general nature of event. 
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Figure 20: The number of claims settled by 31
st
 May 2007 that was notified between 1

st
 July 2002 and 31

st
 December 2005, by specific nature of 

event 
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6.1.13  Outcome of Adverse Event 

Figure 21 shows a breakdown of the outcome of the settled claims included in the 

review. 13.3% (n=6) of the plaintiffs suffered psychological/psychiatric injury as a 

result of the adverse event. 17.8% (n=8) suffered a fracture/fracture deformity as a 

result of the adverse events, these specifically related to undiagnosed fractures in 

accident and emergency departments. Infection was the outcome for 11.1% (n=5) of 

the plaintiffs and these were predominantly as a result of a vaginal swab being left in 

situ during the postnatal period of care. 20.1% (n=9) of the cases were evenly 

distributed between pain and suffering, scarring and as a result of the death of their 

relative as a result of an adverse event. Burn/scald, dental damage and cancer were the 

adverse outcome in 13.3% (n=6) of the cases.  
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Figure 21: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by outcome 

 
6.1.14  Contributory Clinical Factors 

Consideration was given regarding any contributory clinical factors involved in the 

adverse incident up to a maximum of four factors. As illustrated in Figure 22 there 

was at least 1 contributory clinical factors identified in 82.22% (n=37) of the cases 

reviewed.  44.44% (n=20) of the cases had two contributory clinical factors identified. 

26.67% (n=12) had three contributory clinical factors identified and 11.1% (n=5) of 

the cases had four contributory clinical factors identified. Table 5 details all of the 

contributory clinical factors that were identified in the review.  
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Figure 22: The number of claims settled by 31

st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by contributory clinical factors. 

 
 
 

Table 5 presents all of the contributory clinical factors identified in the cases 

reviewed. There were a total of 74 contributory clinical factors identified in 19 

categories. The top six contributory clinical factors were as follows: 

1. Practitioner error       28.38% (n=21).  

2. Misdiagnosis         10.81% (n=8).  

3. Failure or Delay in acting on a formal result       9.46% (n=7) 

4. Failure to refer for hospital follow up       8.11% (n=6) 

5. Delay /Failure to treat         6.76% (n=5) 

6. Failure/Delay ordering appropriate tests      5.41% (n=4) 

 

The balance of the contributory clinical factors related to the following: 

• Failure to Monitor 

• Delay/failure in recognising complication  

• Inadequate Infection Control Procedures.  

• Failure in Discharge Planning Process  

• Failure to provide adequate information  

• Failure/Delay to perform tests and Ineffective Treatment 

The remaining 8.11% of the contributory clinical factors were divided equally 

between the remaining 6 categories. 
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Contributory Clinical Factor 
1 factor 
identified  

2 factors 
identified  

3 factors 
identified  

4 factors 
identified  Totals 

Contaminated Instrument   1     1 

Delay/Failure acting on formal result 4 2 1   7 

Delay/failure in recognising complication 1 2     3 

Delay /Failure to treat 1 2 2   5 

Failure in Discharge Planning Process   1   1 2 

Failure to Monitor 3       3 

Failure to provide adequate information 1   1   2 

Failure to refer for hospital follow up 1 3 2   6 

Failure to seek consent 1       1 

Failure to undertake clinical assessment 1       1 

Failure/Delay ordering appropriate tests 1 1 2   4 

Failure/Delay to perform tests 1 1     2 

Inadequate infection Control Procedures   1 2   3 

Ineffective Treatment 1 1     2 

Misdiagnosis 4 2   2 8 

Incorrect/Missing Results     1   1 

Practitioner Error 17 2 1 1 21 

Failure to obtain informed consent   1     1 

User Error/failure to admit/arrange 
admission       1 1 

Total 37 20 12 5 74 
 

Table 5: The number of claims settled by 31
st
 May 2007 that was notified between 1

st
 

July 2002 and 31
st
 December 2005, by Contributory Clinical Factors Identified.  

 
 

6.1.15  Primary Root Causes 

A breakdown of the primary root causes identified in the settled claims notified 

between 1
st
 July 2002 and 31

st
 December 2005 is illustrated in Figure 23. In 44.44% 

(n=20) of the cases reviewed there was insufficient information contained in the 

documentation to be able to judge whether a primary root cause was present. In the 

remaining 55.56% (n=25) of the cases 56% (n=14) related to staff 

knowledge/skills/competency. 16% (n=4) related to the availability of protocols or 

guidelines and 12% (n=3) related to communications failure between healthcare 

professionals and the patient. The remaining 16% (n=4) were evenly distributed 

between administrative/management support and resource issues.  
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Figure 23: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by Primary Root Causes identified. 

 

 
 
6.1.16  Additional Root Causes 

Additional root causes were identified in 20% (n=9) of the cases. A breakdown of the 

additional root causes is presented in Figure 24. Lack of the availability of protocols 

or guidelines accounts for 56% (n=5) of these. 22% (n=2) were identified as relating 

to staffing levels or skill mix, the remaining 22% (n=2) being evenly distributed 

between administrative/management support and resource issues. 
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Figure 24: The number of claims settled by 31

st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by Additional Root Causes 

 
 
 

6.1.17      Cause of Injury or complication 

In 55.6% (n=25) of the settled claims, the injury/complication was caused by 

healthcare associated harm as illustrated in Figure 25, whereas in 42.2% (n=19) of the 

settled claims, the injury was caused by healthcare associated harm interacting with a 

disease process/condition. In the remaining 2.2% (n=1) of the cases a judgement 

could not be made either way.  

 

0

5

10

15

20

25

F
re

q
u

en
cy

Yes No Unable to judge

Result

Injury/Complication Caused  by Healthcare 

associated harm

 

Figure 25: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by injury/complication caused by healthcare 

associated harm. 
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6.1.18       The Period of Care during which the adverse event occurred 

A breakdown of the number of settled claims notified between 1
st
 July 2002 and 31

st
 

December 2005, by phase of care of adverse event occurrence is presented in Figure 

26. 
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Figure 26: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by phase of care of adverse event occurrence. 

 
 

Of these the most common phase of care during which the adverse event occurred 

37.8% (n=17) was during the Accident and Emergency period of care. The next most 

common phase of care during which the adverse event, 35.6% (n=16) was during a 

procedure. The adverse event occurred during ward care in 22.2% (n=10) of the cases 

and the remaining 4.4% (n=2) related to pre admission phase and following discharge. 

 

 

 

6.2  Analysis across Specialty 

The variables related to specialty and those relating to adverse event were selected for 

cross analysis.  

 

6.2.1  Phase of Care of Adverse Event by Specialty 

A breakdown of the phase of care during which the adverse event occurred related to 

the Specialty for the claims are presented in Figure 27. In the specialty of Emergency 

Medicine, 100% (n=17) of the adverse events occurred during the A&E phase of care 

and 100% (n=2) of the Anaesthesia adverse events occurred during a procedure 

related phase of care. 
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The Obstetric & Gynaecology adverse events were distributed among three main 

phases of care, the majority 69.23% (n=9) of which occurred during a procedure 

related phase of care. 23.08% (n= 3) of the Obstetric & Gynaecology adverse events 

occurred during the phase of care related to ward care, the remaining 7.69% (n=1) 

occurred during pre admission.  

The Surgical adverse events were distributed between two phases of care, 80% (n=4) 

occurring during a procedure related phase of care and the remaining 20% (n=1) 

occurring following discharge. 

The adverse events that occurred in the specialty of Medicine, occurred mainly during 

ward care, 75% (n=3) and the remaining 25% (n=1) occurred during a procedure 

related phase of care, whereas the adverse events occurring in the specialty of Mental 

Health and Haematology all occurred during the ward care phase.   
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Figure 27: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by phase of care of adverse event and specialty 

 

6.2.2  General Nature of Adverse Event by Specialty 

Figure 28 represents the general nature of the adverse event and the specialty in which 

these occurred for the claims reviewed. The most common type of adverse events 

were diagnosis related of which 85% (n=11) occurred in Emergency Medicine, the 
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remaining 15% (n=2) were evenly distributed between Surgery and Obstetrics & 

Gynaecology.  

Peri-Operative/ Peri- Procedure adverse events were the next most common reported 

type, those occurring in Obstetrics & Gynaecology accounted for 50% (n= 5), while 

the corresponding percentages for Surgery, Anaesthesia and Medicine were 30% 

(n=3), 10% (n=1) and 10% (n=1) respectively. 

80% (n=4) of the Slips/Trips/Falls adverse events were evenly distributed between 

Emergency Medicine and Medicine, the remaining 20% (n=1) occurring in Obstetrics 

& Gynaecology. 
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Figure 28: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by general nature of adverse event and 

specialty 

 

The infection control adverse events were distributed 50-50 (n=2) between Obstetrics 

& Gynaecology and Anaesthesia. Similarly there was an even distribution of adverse 

events categorised as “Other”, between Obstetrics & Gynaecology and Medicine. 

The corresponding percentages for the remaining adverse events medication, patient 

self harm, peri-natal, treatment, unplanned events and violence/harassment/ 

aggression were 100% in Haematology, Mental Health, Obstetrics & Gynaecology, 

Emergency Medicine, Surgery and Mental Health respectively. 
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6.2.3  Root Cause of Adverse Event by Specialty 

The primary root cause of the adverse event related to the specialty that these 

occurred in is presented in Figure 29. The majority (56% n=14) of primary root 

causes identified related to staff knowledge/skills/competency, 64.3% (n=9) related to 

Emergency Medicine, 28.6% (n=4) were evenly distributed between Obstetrics and 

Gynaecology and Medicine. The remaining 7.1% (n=1) related to Haematology. 
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Figure 29: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by primary root cause of adverse event and 

specialty. 

 

The lack of availability of protocols/guidelines accounts for 16% (n=4) of the primary 

root causes identified, 75% (n=3) of which occurred in Emergency Medicine, the 

remaining 25% (n=1) in Obstetrics and Gynaecology. 

Communication issues were identified as a root cause in Emergency Medicine and 

Mental Health at a rate of 66.7% (n=2) and 33.3% (n=1) respectively. The remaining 

16% (n=4) of all root causes were evenly distributed between resource issues in 

Mental Health and administrative/management support in Surgery. 
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Figure 30: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, by additional root cause of adverse event and 

specialty. 

 

Additional root causes were mainly identified in Emergency Medicine (56% n=5), as 

presented in Figure 30, 60% (n=3) of which related to the lack of availability of 

protocols/guidelines, the remaining 40% (n=2) were evenly distributed between 

resource issues and administrative/management support. 22% (n=2) of the additional 

root causes were identified in Mental Health, 50% (n=1) due to staffing levels and 

skills mix and 50% (n=1) of the cases as a result of lack of availability of 

protocols/guidelines. The remaining 22% (n=2) were evenly distributed between 

Surgery and Medicine related to staffing levels/skills mix and availability of 

protocols/guidelines respectively. 
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6.2.4  Date of Adverse Event by Date of Notification 

An additional cross tabulation related to the date of the occurrence of the adverse 

event by the date of notification to the SCA Clinical Indemnity Scheme is presented 

in Figure 31. 
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Figure 31: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, date of occurrence of adverse event by date of 

notification to the SCA Clinical Indemnity Scheme. 

 

In 70% (n=7) of the cases reviewed, that were notified to the State Claims Agency in 

2002, the adverse event occurred in the same year, 20% (n=2) occurred in the year 

2000 and the remaining 10% (n=1) occurred in 1999.  As is evident from the graph 

the widest date range of occurrence of the adverse events, of the cases reviewed, were 

notified in 2003.  The date range of occurrence was 1991-2003 and 37.5% (n=6) of 

these occurred in 2002. In 25 % (n= 4) of the cases reviewed that were notified in 

2003 the adverse events occurred in the years 2000 and 2003. In the remaining 

18.75% (n=3) of the cases notified in 2003, the adverse events occurred between 1991 

and 1999. 

A third of all of the cases were notified to the State Claims Agency in 2004, with 

66.7% of the adverse events occurring in 2003. In 20% (n= 3) of the cases notified in 
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2004 the adverse event occurred during 2001 and 2002. The remaining 13.3% (n=2) 

of the cases notified in 2004, the adverse event occurred in 2004.  

There were only four cases included in the review that were notified to the State 

Claims Agency in 2005 all of which the adverse event had occurred from 2003-2005.  

 

6.3  Outcome by General Nature of Event 

The final cross tabulation chosen for further analysis was outcome by general nature 

of event. The findings from this are presented in Figure 32.  
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Figure 32: The number of claims settled by 31
st
 May 2007 that was notified between 

1
st
 July 2002 and 31

st
 December 2005, outcome by general nature of event. 

 

Over half (51.1%) of the adverse events related to diagnosis incidents and peri-

operative/peri- procedure related incidents.  

As is evident in Figure 32, diagnosis related adverse events accounts for the highest 

frequency, 28.9% (n=13) of all adverse event types in the cases reviewed. Fracture/ 

fracture deformity accounts for 46.1% (n=6) of these types of adverse events. 15.4% 

(n=2) of the diagnosis incidents resulted in a delay in diagnosing cancer. The 

remaining 38.5% (n=5) of these incidents resulted in blindness/vision impairment/eye 

injury, nerve damage, serious deterioration in condition, joint dislocation and “other”.  
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The second highest frequency, 22.2% (n=10) related to peri-operative/peri- procedure 

related adverse events of which 30% (n=3) resulted in an infection. The remaining 

70% (n=7) of this nature of adverse event resulted in the following injuries: 

• Burn/Scald 

• Dental Damage 

• Fatality 

• Loss of Consortium 

• Other 

• Psychological/Psychiatric Injury 

• Scarring 

 

Of all the injuries sustained as a result of the adverse incidents, 

psychological/psychiatric injury, 13.33% (n=6), was the commonest type of outcome 

in the cases reviewed. This outcome occurred in five different adverse event types as 

follows: 

• infection control  

• peri-natal  

• peri-operative/ peri- procedure  

• violence/ harassment/ aggression  

• “other” 
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7.0 Discussion 

 

7.1  General Overview 

The analysis presented in this study provides an overview of closed claims from the 

Public Healthcare sector in Ireland, which were managed by the Clinical Indemnity 

Scheme during 1
st
 July 2002 to 31

st
 December 2005. It is the first time since the 

introduction of the Clinical Indemnity Scheme that such an analysis has been 

conducted. This study has succeeded in providing baseline data on the occurrence of 

adverse events that subsequently were clinical negligence claims.  

High risk industries such as the aviation industry, petrochemical industry and the 

nuclear industry use incident reporting as a mechanism for improving safety and 

quality.  As discussed earlier, international research has shown that healthcare is a 

high-risk environment with any where between 3.7% and 16.6% of patients admitted 

to hospital potentially suffering an adverse event. This is can be attributed to the 

complex nature of healthcare. The primary purpose of incident reporting in healthcare 

risk management is to identify clinical risks and thereafter develop systems and 

processes that are of high quality and thus minimise the likelihood of injury to 

patients. Reporting of adverse incidents can also be used as an early indicator to 

identify potential future litigation. 

 

7.2  Notification of adverse events to the SCA Clinical Indemnity Scheme 

Research has demonstrated (Localio et al, 1991) that only a small percentage of 

patients suffering a serious adverse event subsequently proceed to a clinical 

negligence claim. However it is important that all serious adverse events are notified 

to the CIS as soon as possible following the event as delays in notification can have 

an impact in the overall efficient management of the claim. For example staff 

involved in the adverse event are more likely to have a more accurate recollection of 

the events and any prevailing factors associated with it closer to the date of 

occurrence. This in turn will result in earlier detection of any active or latent failures. 

When there are significant time gaps between the date that an adverse event occurs 

and the preparation of statements from staff involved in the event, some important and 

relevant facts may be forgotten. This study found that during the year 2002 in a 

relatively high number (70%), of cases reviewed, the adverse events occurred in the 

same year. However the following year (2003) resulted in the widest time frame of 

dates of occurrence and subsequent notification to the CIS of the cases reviewed and 
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the lowest number of adverse events occurring in the same year as notification. The 

Statue of Limitations at that time was three years from either the date of the injury or 

from the date of the knowledge that the injury had occurred as a result of medical 

negligence.  

By the end of December 2004, the adverse event had occurred during the previous 

twenty-four months in 80% of the cases reviewed. There were only four cases 

included in the review that were notified to the CIS in 2005 all of which the adverse 

event had occurred between 2003 and 2005.  

The Statute of Limitations has reduced to two years from either the date of the injury 

or from the date of the knowledge that the injury had occurred as a result of medical 

negligence since the implementation of the Civil Liabilities and Courts Act 2004.  

It is essential that any significant information related to an adverse event be 

communicated to the CIS in a timely manner now more than ever as a result of the 

time parameters imposed by the Civil Liabilities and Courts Act 2004 in relation to 

the claims process.  For example the Defendant Solicitors must prepare a defence 

notice within eight weeks of the service of a Personal Injury Summons.  

The CIS as part of quality improvement audits will need to monitor the timeframes 

between dates of occurrence of adverse event to date of notification on an ongoing 

basis. 

This study found that the main method of notification of adverse events in the cases 

reviewed was by way of a correspondence 88.9% (n=40) provided predominantly 

from an insurance services/claims manager and only 2.5% (n=1) were notified using 

the STARS web incident reporting system. 13.3% (n=6) of the adverse events/ claims 

included in this study were notified by a Risk Manager, this would be representative 

of the number of enterprises that had Risk Managers in post during the time frame of 

notification. We would expect that these results would be significantly different in 

2007 as there have been over 100,000 incidents notified on the STARS web incident 

reporting system since its implementation, thus the level of cases that would have 

been notified via this method should be substantially higher. 

 

7.3  Expert Reports 

Expert reports are viewed as being the cornerstone of medical negligence cases, as 

they are a significant source of information related to the care the patient received, 

identifying any variance from best practice and factors that may have contributed to 

the occurrence of the adverse outcome. However there is evidence that the objectivity 
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of expert witnesses is frequently tainted by hindsight bias, also known as outcome 

bias (Hugh and Tracy, 2002). Hugh and Tracy (2002) state that bias is increased when 

reviewers know there has been an adverse outcome, and the degree of bias is 

proportional to the severity of the outcome. They go on to say that bias may be 

reduced, but not eliminated, by educating reviewers about it and by withholding 

outcome information. It was not the purpose of this study to determine whether there 

was any variance in the findings of the expert reviews provided on behalf of either the 

plaintiff or the defendant; however it may be worth considering applying a model of 

validating expert’s opinion in future cases of medical negligence due to the 

significance placed upon these.  

 

In this study it was found that 33.3% (n=15) of the cases reviewed did not contain an 

expert report prepared on behalf of either the plaintiff or the defendant. This can be 

explained for a number of reasons for example as a result of the application of the 

doctrine of res ipsa loquitur, which is a legal term from the Latin meaning "The thing 

speaks for itself". It signifies that further details are unnecessary; the proof of the case 

is self-evident and is applied to tort claims which do not have to be explained beyond 

the point where liability is established. An example of this is when a sponge is left 

behind after a surgical procedure or as in one of the cases the wrong surgical 

procedure was performed. 

 

Not all expert reviews are related to the standard of care received by the plaintiff, but 

relate to the ongoing effects of the injury sustained. As this injury could be the 

psychological ongoing effects, it is not surprising that reports prepared by 

Psychiatrists were in the top three professions of those preparing reports on behalf of 

the plaintiffs and defendants. On the whole experts working in the specialty in which 

the adverse event occurred provided the expert reports. The more extensive the injury 

and ongoing care requirements, the higher the number of expert reports were required 

from a variety of specialists. 

 

7.4 Patient Profiles 

The majority of claims related to adverse events that occurred to inpatients 53.3% 

(n=24), the least amount of claims related to outpatients (2.2% n=1) and other 2.2% 

(n=1), which related to a husband’s claim for loss of consortium following his wife’s 

adverse event. The average length of stay is 6.6 days reported for the year 2000, as 
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per the Acute Hospital Bed Capacity, Department of Health and Children Report 

(2002). There is the potential for adverse events to occur at any stage in the patient’s 

journey, as there are numerous interventions that take place during the different 

phases of care of a patient. For example on admission a detailed relevant medical 

history will be recorded, medications prescribed and a variety of investigations may 

be ordered. Subsequently this will be followed by procedures being performed on the 

patient, a recovery period and ultimately discharge. Thus it is not surprising that 

inpatients accounted for the majority of claims. 

 

The majority of the plaintiffs in the cases reviewed were female, 77.8% (n=35); the 

remaining 22.2% (n=10) were male. However as 28.9% of the cases related to 

Obstetrics and Gynaecology, this breakdown is not totally surprising. On review of 

the gender of 1660 cases being handled by the CIS, it was established that the gender 

breakdown was 58% (n=962) female and 39% (n=642) male, (the gender was not 

stated in the remaining 3%). This is more reflective of the patient gender breakdown 

as reported in the Activity of Acute Public Hospitals in Ireland, ESRI report (2006), 

which presented the gender breakdown of discharges in the year 2000 as 55.6% 

female and 44.4% were male. Thus it could be a factor that the breakdown of 

plaintiffs by gender is representative of the patient profiles of acute hospitals, rather 

than any indication that females are more litigious than males. 

 

When the age profile of the plaintiffs was analysed it was found that 73.3% of the 

plaintiffs were aged between 21 and 60 years old; this is comparable to the study of 

surgical malpractice claims by Rogers et al (2006) who found that 74% of the 

plaintiffs were aged between 18 and 64. However, plaintiffs in the age category 31-40 

years old represented over a quarter, 26.7% (n=12) of the settled cases included in the 

review.  

 

7.5 Phase of Care per Specialty 

In this study the phase of care that the adverse event occurred was measured per 

specialty. In Emergency Medicine, 100% (n=17) of the adverse events occurred 

during the Accident and Emergency (A&E) phase of care. However it must be noted 

that adverse events occurring in this specialty can also occur whilst the patient is 

being transported by ambulance to the A&E Department, or following discharge from 

the department.  This study found that 100% (n=2) of the Anaesthesia adverse events 
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occurred during a procedure related phase of care. Again it must be noted that adverse 

events in this specialty can occur during a variety of points in the patient’s journey. 

There has been much research related to analysis of claims in Anaesthesia, 

particularly by the American Society of Anaesthesiologists (ASA) in the US who 

holds an extensive database of anaesthetic related claims. As a result of analysis of the 

claims within their database, significant changes in practice in Anaesthesiology have 

resulted. For example the standard use of pulseoximetry and also end-tidal CO² 

measurement for verification of correct endotracheal tube placement was adopted as 

an ASA standard for intraoperative monitoring. 

 

The Obstetric & Gynaecology adverse events were distributed among three main 

phases of care, the majority 69.23% (n=9) of which occurred during a procedure 

related phase of care. A significant number of these related to an infection as a result 

of a retained swab when the patient was sutured post episiotomy. Following an 

episiotomy suturing a rectovaginal examination should be performed to ensure that all 

tampons or swabs have been removed, thus potentially eliminating this type of 

adverse event occurring in these circumstances. This would require no additional 

financial or human resources to implement, it would involve raising awareness of this 

type of event and ensuring it becomes part of routine practice to do a post procedure 

vaginal examination to minimise the potential of a retained swab.  

 

The Surgical adverse events were distributed between two phases of care, 80% (n=4) 

occurring during a procedure related phase of care and the remaining 20% (n=1) 

occurring following discharge. Rogers et al (2006) found in a review of 258 Surgical 

claims that most of these related to the intra operative phase of care, which is 

consistent with the findings of this study. They found that one third of the cases 

reviewed related to events crossing multiple phases of care.  

 

7.6 Injury/complication caused by healthcare associated harm. 

Runciman (2007) states that harm caused by healthcare ranges from the mundane to 

the catastrophic. He goes on to say that more than half the harm caused by healthcare 

results from a failure to deliver appropriate care, or deciding on an inappropriate 

course of action, the rest being caused by poor basic care or investigations and 

interventions going wrong. This was corroborated in this study where it was found 

that in 55.6% (n=25) of the cases reviewed, the injury/complication was caused by 
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healthcare associated harm. For example if a vaginal swab was inadvertently left in 

situ following suturing post delivery and the patient subsequently suffered an 

infection, then this injury would be categorised as being caused by healthcare 

associated harm.  However, in 42.2% (n=19) of the settled claims, the injury was 

caused by healthcare associated harm interacting with a disease process/condition. For 

example a patient attending an emergency department with a fracture that is 

misdiagnosed, the fracture itself would not have been caused by healthcare associated 

harm; but the misdiagnosis or delay in diagnosis could be responsible for an outcome 

of fracture deformity. In 2.2% (n=1) of the cases it was not possible to judge whether 

the injury/complication was either a result of healthcare associated harm alone or 

healthcare associated harm interacting with a disease process. 

 

7.7 Diagnosis Related Events 

Diagnosis related adverse events accounted for the highest frequency, 28.9% (n=13) 

of all adverse event types in the cases reviewed in this study. There were a range of 

outcomes for this type of adverse event, the majority (46.1%) related to a fracture or 

fracture deformity. These were all reported in the specialty of Emergency Medicine, 

occurring within the Accident and Emergency Department. A further 15.4% of these 

adverse event types resulted in a delay in diagnosis of cancer with a catastrophic 

outcome. The remaining 38.5% of diagnosis related adverse events were spread 

evenly across a range of outcomes.  

Missed and delayed diagnoses are very significant types of patient safety events and 

are currently a topic that has received significant media coverage in Ireland.  The 

consequences for patients who have experienced a delayed diagnosis of cancers 

include the catastrophic outcome of death. In these types of situations potentially a 

patient could have commenced treatment at an earlier stage that would have either 

given a longer life expectancy or indeed a complete cure. Diagnostic processes in 

healthcare are complex and can involve interfaces between a number of services and 

staff. Take the following case Kite vs Malycha as cited by Runciman 2007: 

During her third pregnancy in 1994, Jane Kite saw a Mr Malycha, Breast Surgeon for 

what appeared to be an inflamed blocked sweat gland in her armpit. There was no 

mention of a fine needle biopsy performed during this consultation. Mrs Kite did not 

seek the results of this biopsy nor attend a follow up consultation arranged for one 

month later. She re-attended with a lump in her armpit ten months later, which 
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following an open biopsy was diagnosed as breast cancer. Appropriate treatment was 

commenced at this stage. 

Two years later she attended her oncologist who had made a routine request from the 

pathology laboratory for all copies of her pathology reports so that he could review 

them. The original fine needle aspiration result was highly indicative of breast cancer. 

The laboratory records stated that these results had been sent to the breast surgeon, 

her Obstetrician and her General Practitioner, there was no trace of these in any of 

their records, which otherwise were complete. The pathology laboratory was never 

implicated in the case. Legal proceedings commenced and Mr Malycha was found 

negligent in 1998. This case brought significant publicity, substantially of an adverse 

nature for the breast surgeon, who actually on the balance of probabilities did not 

receive the results of the fine needle biopsy. Judge Perry in accepting that Mr 

Malycha had been an open and honest witness stated that “an unusual combination of 

circumstances arose which has most unfortunate consequences for Mr Malycha and 

particularly for Mrs Kite.” She died five years later leaving three young children 

behind. This case was cited as it demonstrates some of the various factors that can 

contribute towards a delay in diagnosis of catastrophic consequences. The sad reality 

is that similar situations have and continue to occur and a national approach is 

underway to address this issue.  

In a study by Gandhi T.K., et al, (2006) they found that the most common missed 

diagnosis was cancer, and the most common breakdowns were failure to order 

appropriate tests and inadequate follow- up of test results. They concluded that 

diagnostic errors that harm patients are typically the result of multiple breakdowns 

and individual and system factors. Awareness of the most common types of 

breakdowns and factors could help efforts to identify and prioritise strategies to 

prevent diagnostic errors. 

The misdiagnosis of fractures in the Emergency Department causes another area of 

specific concern, particularly when the outcome of a number of these resulted in a 

deformity that would have long term implications for the plaintiff. The practitioners 

involved in these particular types of adverse event have been criticised by the expert 

reports regarding the examination of the patient, or the evaluation of the x-ray, or 

issues relating to the systems for conservative management and follow up regarding 

suspected fractures. As the diagnosis related events resulting in fracture/ fracture 

deformity in this study occurred within one specialty, Emergency Medicine, there is 
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potential with some further analysis to identify opportunities for prevention and 

ultimately potential elimination of these events in this setting.   

 

 

7.8 Contributory Clinical Factors and Root Causes 

One of the main objectives of this study was to identify any factors within the claims 

that may have contributed to the occurrence of the adverse events. There were a total 

of seventy-four contributory clinical factors identified in nineteen categories. At least 

one contributory clinical factor was identified in 82.22% (n=37) of the cases 

reviewed.   

The top six contributory clinical factors were as follows: 

1. Practitioner error       28.38% (n=21)  

2. Misdiagnosis         10.81% (n=8) 

3. Failure or Delay in acting on a formal result       9.46% (n=7) 

4. Failure to refer for hospital follow up       8.11% (n=6) 

5. Delay /Failure to treat         6.76% (n=5) 

6. Failure/Delay ordering appropriate tests      5.41% (n=4) 

 

There were also thirty-four primary and additional root causes identified in addition to 

the contributory clinical factors. The main root cause identified was lack of staff 

knowledge/skills/ competency, which accounted for 44.1% of the root causes in the 

cases reviewed. The findings of this study are similar to those of Rogers et al (2006) 

who found that lack of technical competence or knowledge was identified as a 

contributing factor in 41% of the cases that they reviewed. Targeted training and 

improvements in supervision would contribute towards the reduction of adverse 

events. The professional regulatory bodies advise healthcare professionals not to 

undertake anything that would be considered outside their individual competency and 

outside their scope of practice. The term “scope of practice” for nurses is defined by 

An Bord Altranais as the range of roles, functions, responsibilities and activities, 

which a registered nurse, or registered midwife is educated, competent, and has the 

authority to perform. An Bord Altranais (2007) state that safe and effective practice 

requires a sound underpinning of theoretical knowledge that informs practice and is in 

turn informed by that practice. Within the complex and changing healthcare 

environments, it is essential that the best available evidence informs practice. The 

Medical Council commenced discussions on Competence Assurance Structures 
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(CAS) for doctors in 1997. It is currently developing new guidelines for doctors on 

their responsibilities under the new Medical Practitioners Act 2007, on maintaining 

their professional competence.  

Communications failure between healthcare professionals involved in the care of the 

patient and between the healthcare professionals and the patient were identified in 

23.5% of the cases. This could be representative of the complex nature of disease 

where a variety of specialist advice may be required in order to make decisions about 

treatment options. However in the main the communications breakdown related to 

significant information not being effectively communicated between healthcare 

personnel. The healthcare profession needs to consider more effective methods of 

communicating. For example introduction of a system of interdisciplinary progressive 

report writing could reduce the potential for significant information not being 

communicated between all of the caregivers. The current practice of patients records 

involve a number of separately held documents, such as nursing records, medical 

records and allied health professionals. These records in practice can be held in 

separate locations within a hospital, or ward and therefore the potential of relevant 

information not being communicated is increased. If there were to be a single record, 

where all healthcare professionals involved in the care of the patient documented their 

assessment and treatment plans in a progressive, chronological manner, the risk of 

missing relevant information is reduced. 

 

Lack of availability of protocols and guidelines represented the third highest category 

(11.8%) of root cause identified within the cases reviewed of the root causes 

identified. Medical guidelines and protocols have become a key mechanism for 

disseminating best practices in healthcare. The UK Department of Health, (1996) 

defines clinical guidelines as “systematically developed statements, which assist the 

individual clinical and patient in making decisions about appropriate health care for 

specific conditions. Guidelines have become a key mechanism for disseminating best 

practices in healthcare and reducing inter-clinician practice variations. They support 

decision-making in patient care. However there are legitimate situations when a 

clinician has to make a decision that falls outside the clinical guidelines or protocols, 

what is important in these situations is that the reasons for deviation from the 

guidelines is documented. 
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7.9  Concluding Remarks 

For the first time since the commencement of the Clinical Indemnity Scheme baseline 

data is available on the occurrence of adverse events that subsequently were clinical 

negligence claims. The analysis presented in this study provides an overview of 

closed claims from the Public Healthcare sector in Ireland, which were managed by 

the Clinical Indemnity Scheme during 1
st
 July 2002 to 31

st
 December 2005. There are 

currently no peer reviewed publications in the literature of any similar studies having 

been carried out in Ireland on clinical negligence claims, however there have been a 

significant amount of closed claims analysis studies performed internationally. Closed 

claims analysis has been used in the past to review risk patterns and to heighten 

awareness of certain risks. It is a methodology that can suggest corrective or 

preventive action for future practice and thereby minimize the risk of future errors 

(Angelini et al, 2005). 

 

 

Best Practice suggests that all serious adverse events should undergo a root cause 

analysis to identify the contributory factors leading to the event and thereafter identify 

the opportunities for learning from these and actions required to prevent or minimise 

the potential for a similar occurrence. The reality is that although Root Cause 

Analyses is carried out to a varying degree throughout the health services in Ireland, 

that the lessons learned from this are disseminated invariably only at local level, 

rather than to the wider arena of all health care services.  As the Clinical Indemnity 

Scheme manages all claims of clinical negligence for all of the participating 

enterprises, it is ideally situated to share this learning nationally in the form of safety 

alerts, best practice guidelines and make recommendations to the Health Services 

relating to adverse event types that require specific attention. This can be achieved by 

effectively analysing closed claims as well as the data available on adverse events.  

Closed claims reviews provide valuable data that may enhance clinical performance 

through increased awareness of common unsafe practices. Multiple system failures 

are significantly associated with adverse events and these commonly occur at the 

interface of systems or disciplines. Effective communication, team working, 

documentation, training and education as well as robust risk management strategies 

can help improve patient care and reduce medico-legal claims. 
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8.0  Recommendations 

 

1. When cases are closed the Clinical Risk Advisor for the specialty and location 

is to complete a claims analysis. 

 

2. Template to be used by Clinical Risk Advisors for Claims Analysis to ensure a 

standardised approach. 

 

3. Create a closed claims database. 

 

4. Data from claims analyses should be aggregated and tracked to identify 

patterns and trends.  

 

5. The results of claims data analysis will be communicated to the HSE to enable 

targeting of remedial interventions required enabling prioritisation of patient 

safety improvement initiatives. 

 

6. The results of claims data analysis that may have implications for the 

development of National Standards will be communicated to the Health 

Information and Quality Authority (HIQA) as appropriate. 

 

7. Produce a closed claims analysis bi annual report for distribution to the HSE 

and all other relevant stakeholders. 

 

8. To post the results of the analysis onto the CIS website and in the quarterly 

newsletter 

 

9. The CIS as part of quality improvement audits will need to monitor the 

timeframes between dates of occurrence of adverse event to date of 

notification on an ongoing basis. 

 

10. Create a portfolio for Emergency Medicine and assign to a Clinical Risk 

Advisor 
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Appendix 1 

Analysis of claims form  
Case No…………………………………..  

Date of Review…………………………...  

Type of case …………………………………………………………………………  

Documents used (please tick):  

How many plaintiff expert reports? ………  

Professions of experts  

…..……………………………………………….  

…………………………………………………..  

………………………………….……………….  

How many defendant expert reports? ……….  

Professions of experts ……………………………………………………………………  

……………………………….…………………………………..  

……………………………………………………………………  

How many witness statements?  

…………………………………………………………………..  

………………………………………………………………….  

…………………………………………………………………..  

Other documents used in this review? 

……………………………………………………………………………………  

……………………………………………………………………………………  

……………………………………………………………………………………  

……………………………………………………………………………………
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DECISION POINT:  

Is there enough information for a review of this case?  

If no, please explain briefly. More detailed comments can be added to case summary section on last page.  

…………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………

…………………  

Section patient information and background to incident  

 

Patient / Client Type 

  

A&E Patient  

Day – Diagnostic  

Day - Treatment  

Inpatient  

Outpatient  

Other (specify)  

  
 

STARS ID ……………………  

Date of incident…………………………  

Date of Notification……………………… 

Method of Notification- STARS  Paper Incident report           Verbal  Other 

(Specify)……………………….. 

 

Notified by:  

Ambulance staff 

 

 

Allied Health Professional 

 

 

Medical 

 

 

Nursing/Midwifery 

 

 

Security 

 

 

Other (please specify) 

 

 

  

 

Date of claim………………………….  

Date of birth………………………….  

Sex……………….  

Primary diagnosis……………………………  

Co morbidities /risk or pre existing factors (please specify).  

…………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………

…………………………………………  
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Principal Specialty and sub specialty involved in care  

Principal Specialty Sub Specialty  
Obstetrics & Gynaecology   

 Ante-natal / Delivery / Post-natal  
 Gynae / Theatre  
 Neo-natal  
Anaesthesia   

 Anaesthesia General  

 Pain Management  

 Intensive Care  
Emergency Medicine   

 Emergency Medicine  
Medicine   

 Cardiology  
 Dermatology  
 Endocrinology / Diabetes Mellitus  

 Gastroenterology  
 General Medicine  

 Genito-urinary Medicine  
 Geriatric Medicine  
 Infectious Diseases  

 Medical Genetics  
 Medical Oncology  

 Nephrology  
 Neurology  

 Palliative Medicine  
 Rehabilitation Medicine  
 Respiratory Medicine  

 Rheumatology  
Paediatrics - General   

 Neonatology  
 Paediatric Dermatology  
 Paediatric Cardiology  

 Paediatric Nephrology  
 Paediatric Neurology  

 Paediatric Oncology  
Pathology   

 Pathology - General  
 Microbiology  
 Biochemistry  

 Histopathology  
Haematology   

 Haematology - General  
 Haematology - Transfusion Medicine  
Mental Health   

 Adult Mental Health  
 Child & Adolescent Mental Health  

 Drug & Alcohol Treatment  
 Intellectual Disability  
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Principal Specialty Sub Specialty  
Radiology   

 Radiology - General  
 Radiation Oncology  

 CT / MRI  
Surgery   

 Breast Surgery  
 Cardio-thoracic Surgery  
 Gastro-intestinal Surgery  

 General Surgery  
 Neurosurgery  

 Opthalmic Surgery  
 Oral & Maxillofacial  
 Orthopaedic Surgery  

 Otolaryngology  
 Paediatric Surgery  

 Plastic Surgery  
 Urology  
 Vascular Surgery  
Community Health Services   

 Audiology  

 Child Health - Surveillance  
 Child Protection  

 Community Welfare  
 Counselling  
 Dental Care - General  

 Dental Care Orthodontics  
 Disability Services  

 Environmental Health  
 Health Promotion  
 Infectious Diseases Epidemiology  
 Nutrition & Dietetics  
 Occupational Therapy  

 Ophthalmology  
 Optometry / Orthoptics  

 Physiotherapy  
 Psychology  
 Speech & Language Therapy  

 Elderly Services  
 Social Work  
Acute Hospital Services   

 Audiology  
 Counselling  
 Dental Care – General  
 Dental Care – Orthodontics  

 Nutrition & Dietetics  
 Occupational Therapy  

 Ophthalmology  
 Optometry / Orthoptics  
 Physiotherapy  

 Psychology  
 Speech & Language Therapy  
 Social Work  
Other Other  
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What is the General Nature of the Event?  

Blood transfusion incident  

Consent / confidentiality incidents  

Diagnosis incident  

Discharge incident  

Infection control incident  

Equipment Device Incident  

Records / Documentation Incident  

Medication incident  

Patient Absconsion  

Patient self-harm  

Peri-natal  

Peri-operative / peri-procedure incident  

Slips / Trips / Falls  

Treatment incident  

Unplanned events  

Violence / harassment / aggression  

Other  

 

What is the Specific Nature of the Event? 

Medication Incident   

 Incorrect Medication  
 Incorrect Dosage  
 Incorrect route  
 Incorrect Directions / Labelling  
 Incorrect Method of Constitution  
 Incorrect Storage  
 Incorrect / Omitted Expiry Date  
 Signature of Healthcare Practitioner Omitted  
 Omitted Medicine or Ingredient  
 Unsatisfactory Drug Security  
 Adverse / Allergic Reaction to Known Allergen  
 Incorrect Patient  
 Incorrect Rate  
 Incorrect Diluents  
 Incorrect Time / Frequency  
 Inappropriate Self-medication  
 Contraindication to Use of Medication  
 Omitted / Missed Medication  
 Other 
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Diagnosis Incident   
 Delayed Diagnosis / Failure to Diagnose  
 Misdiagnosis  
 Failure / Delay to Report Test Results  
 Mislabelled Sample  
 Mislabelled Test Results  
 Lost / Missing Test Results or Sample  
 Test Performed on Wrong Patient  
 Other  
 

 

 

Peri-operative / Peri-
procedure Incident   

 Adverse Reaction to Treatment  
 Unexpected Complications During Operation / 

Procedure  
 Unexpected Complications Following Operation / 

Procedure  
 Wrong Operation / Procedure  
 Wrong Site Surgery  
 Unnecessary Surgery / Procedure  
 Operation / Procedure on Wrong Patient  
 Unintentional Punch / Laceration to Organ  
 Delayed / Cancelled Operation Result Patient 

Harm  
 Post-operative Infection  
 Post-operative Pain / Trauma (Unexpected)  
 Unplanned Return to Theatre  
 Missing / Retained Swab / Device / Needle  
 Cardiac Arrest / Resuscitation of Patient  
 IV Infiltrates Causing Local Inflammation  
 DVT  
 Mendelssohn’s Syndrome  
 Diathermy Burn / Pressure Area Injury  
 Anaesthetic Awareness  
 Intub. Comps Incl. Aspiration / Dental Damage  
 Patient Positioning Event Leading to Injury  
 Graze / Laceration / Bruise  
 Patient Fatality  
 Hospital-related Death Rep. To Coroner  
 Other  
 

Peri-natal   
 Cerebral Irritability / Neo-natal Seizure  
 Birth Injury (inc. Instrument Injury)  
 Congenital Abnormality  
 Episiotomy Incident  
 Shoulder Dystocia  
 Low Apgar Score (<5 @ 5 mins) / Low PH  
 Cord Prolapse – Admission to Paediatrics  
 Meconium Aspiration  
 Failed Instrumental Delivery Leading CS  
 Ectopic Pregnancy – Delay in Diagnosis  
 Undiagnosed Breech in Labour  
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 Perineal Tear (Third and Fourth Degree)  
 Clinical problems with Epidurals  
 Ruptured Uterus  
 Post-partum Haemorrhage (>1,000ml)  
 Maternal Convulsions  
 Maternal Hysterectomy  
 Suturing Incidents  
 Feed-related Incident / Food Formula  
 Complication Arising from Home Birth  
 Anti-D Incidents  
 Maternal Death  
 Neo-natal Death  
Peri-natal (cont) Stillbirth  
 Other  
 

Treatment Incident   
 Delay / Failure to Treat – Adverse Outcome  
 Failure / Difficulty Performing Procedure  
 Serious Soft Tissue Damage  
 Post-epidural Problems  
 Cannula Injury  
 Foreign Body Left in situ  
 Patient Refusal of Treatment  
 Infiltration Injury / Leakage  
 Other Treatment-related Incident  
 Hospital-related Death Rep. To Coroner  
 Other Patient Fatality  
 

Blood Transfusion 
Incident   

 Blood Product Given to Wrong Patient  
 Blood Product Infused at Incorrect Rate  
 Blood Product incorrectly Stored  
 Blood Product to Patient Likely to Refuse  
 Omission of Blood Product  
 Incorrect / No Prescription for Blood Product  
 Failure of Transportation / Collection Sys  
 Adverse Reaction to Blood Products  
 Injury Arising from Donation  
 Blood Wastage  
 Product Recall  
 Other  
 

Consent / 
Confidentiality 
Incidents   
 Removal & Retention of Organs w/o Consent  
 Breach of Patient Confidentiality  
 Lack of Valid Consent  
 

Discharge Incident   
 Self-discharge / Discharge Against Advice  
 Unplanned Re-attend To A&E Within One Week  
 Readmission Within 72 Hours of Discharge  
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Infection Control 
Incident Wounds infection  

 Hospital Acquired Infection  
 Inadvertent Exposure infectious Disease  
 Sharps (Excluding Needles)  
 Body Fluids – Splash Exposure  
 Blood – Splash Exposure  
 Needle stick Injury  
 Incorrect Disposal of Clinical Waste  
 Equip / Instrument Contamination / Unsterilised  
 Non-comp with Infec. Control Procedures  
 

Equipment / Device 
Incident   
 Failure / Malfunction of Device / Equipment  
 Lack / Unavailability of Device / Equipment  
 Wrong Device / Equipment Used  
 

Records / 
Documentation 
Incident   
 Clinical Records Missing / Misplaced  
 Illegible Documentation  
 Delay in Receiving Medical Records  
 Wrong Medical Records Applied to Patient  
 Multiple / Duplicate Records  
 Absent / Incorrect ID Band  
 

Patient Absconsion   
 Patient Missing / Absconded  
 Adverse Incident Arising from Patient Absconsion  
 

Patient Self-harm   
 Suicide Within One Month of Discharge  
 Suicide While Under Care of Psychiatrics  
 In-patient Suicide  
 Attempted Suicide While Under Medical Supervision  
 Deliberate Self-harm  
 

Slips / Trips / Falls   

 Patient Fall Moving Under Supervision  
 Patient Fall Moving w/o Supervision  
 Patient Fall from Hoist / Chair / Commode  
 Patient Fall from Bed / Trolley / Cot  
 Other  
 

Unplanned Events   
 Sudden Collapse  
 Unexpected Deterioration  
 Unplanned Admission to Theatre  
 Transfer to Another Hospital / HDU  
 Unplanned Readmission After Surgery  
 Extended Stay  
 Other  
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Violence / Harassment / 
Aggression   

 Assault – Verbal  
 Sexual Harassment  
 Racial Abuse  
 Assault – Physical  
 Bullying / Intimidation  
 Attempted Physical Assault  
 Other  
 

Other Other  
 

What Was the Outcome? 

Description  Description  

Allergic Reaction  Infection (Hepatitis C)  

Amputation  Infection (MRSA)  

Anaesthetic Awareness  Laceration  

Asphyxiation  Loss of Consortium  

Birth Injury  Multiple Injuries  

Blindness/vision impairment/eye 
injury 

 Nerve Damage  

Brain Damage  No Apparent Injury/Reaction  

Bruising  Organ Damage  

Burn/Scald  Other  

Collapse/loss of consciousness  Pain and Suffering  

Dental damage  Paralyses  

Facial palsy  Permanent Injury  

Failed Sterilisation  Pressure Sores  

Fatality  Psychological/psychiatric injury  

Fertility Impairment  Puncture injury  

Fracture  Serious deterioration in condition  

Fracture Deformity  Slipped epiphysis  

Haemorrhage  Tempero/Mandibular dislocation  

Hearing impairment  Trauma  

Infection    

 

 

Primary and Additional Contributory Clinical Factor  

Options available for both Primary and Additional Contributory Clinical Factors are: 

 Primary Additional 

Adverse / allergic reaction   

Blood product incorrectly stored   

Blood product infused at incorrect rate   

Consent obtained by inappropriate practitioner    

Contaminated instrument   

Contra-indication to the use of medicine   

Cross-matching error   

Defective equipment   

Delay/failure in acting on formal result   

Delay/failure in recognising complication.    
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Delay/failure to treat   

Expired blood product   

Failure in discharge planning process   

Failure of antenatal screening   

Failure of clinical assessment equipment   

Failure of transportation/collection system   

Failure to carry out post-op monitoring   

Failure to determine patient competence   

Failure to interpret CTG correctly   

 Primary Additional 

Failure to monitor   

Failure to monitor intra-operatively   

Failure to provide adequate information   

Failure to refer for hospital follow-up   

Failure to seek consent   

Failure to undertake clinical assessment   

Failure/delay ordering appropriate tests   

Failure/delay to perform tests   

Illegible documentation   

Inadequate infection control procedures   

Inadequate medical documentation   

Incorrect results   

Ineffective treatment   

Lack of preoperative patient assessment   

Misdiagnosis   

Practitioner error   

Retained products of conception   

User error    

Failure to Admit / Arrange Admission   

 

Options available for both Primary and Additional Systemic Root Causes are: 

 Systemic Root Cause 

(Primary) 

Systemic Root Cause 

(Additional) 

Administrative/management support   

Availability of protocols/guidelines   

Communications failure   

Lack of effective induction   

Lack of effective leadership   

Lack of effective ongoing training   

Lack of supervision   
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Resource issues   

Safety culture issues   

Shift patterns   

Staff knowledge/skills/competency   

Staffing levels/skills mix   

Workload   

 

 

 

 

Please answer yes/no/unable to judge to the following questions:  
 

 Yes No Unable to Judge 

Was there a patient injury/complication?     

Was the injury/complication caused by:  

i) healthcare management  

   

ii) healthcare management interacting with a  

disease process/condition  

 

   

iii) solely by disease process/condition    
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The injury and its effects.  

(Please complete all sections. State if unable to judge or insufficient information.)  
Nature of Injury………………………………………………………………….  

………………………………………………………………………………….  

………………………………………………………………………………….  

Describe the impact of the adverse event on the patient………………………….  

…………………………………………………………………………………..  

…………………………………………………………………………………..  

…………………………………………………………………………………..  

What additional procedures were performed as a result of the incident?  

………………………………………………………………………………………….  

…………………………………………………………………………………………  

…………………………………………………………………………………………  

What additional medications were administered as a result of the incident?  

……………………………………………………………………………………….  

………………………………………………………………………………………  

……………………………………………………………………………………….  

What additional treatment was given as a result of the incident?  

………………………………………………………………………………………..  

………………………………………………………………………………………..  

…………………………………………………………………………………………..  

Section C – period of care during which the incident occurred  

(adapt this section for particular speciality)  
During which stage/phase of care did the incident occur?  

Pre admission  

A & E  

Admission Ward/pre procedural  

Procedure related  

(please specify nature of procedure)  

…………………………………………………………………………….  

Immediate post procedural/high dependency/ITU care  

Ward care  

Discharge  

Post discharge  

Re admission  

What members of staff were involved?  

………………………………………………………………………………………….  

………………………………………………………………………………………….…………………

………………………………………………………………………  

………………………………………………………………………………………….  

………………………………………………………………………………………….  

…………………………………………………………………………………………
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Case summary including own judgement of events. 

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………  

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………….  

Any additional comments on claims review process stemming from this case?  

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

……………………………………………………………………………………………………………

………………………………  

 

 

 

 

 

 

 

 

This analysis form is an adaptation of the form developed for the Vincent et al (2004) 

UK clinical negligence claims analysis, combined with the data sets included on the 

STARS web incident reporting system. 

 

 

 
Reference  

Vincent, C., Davy, C., Esmail, A., Neale, G., Elstein, M., Firth Cozens, J., Walshe, K., (2004) Learning 

from Litigation: an analysis of claims for clinical negligence, © Victoria University of Manchester  

STARS web user manual  
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