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1.0 Introduction and background

The purpose of the Clinical Incident Management (CIM) Toolkit is to assist WA Health staff in 
undertaking the management of clinical incidents as defined by the CIM Policy. Specifically, 
this toolkit aims to provide practical advice and resources for clinicians and managers to 
understand, undertake and utilise health data to improve the safety and quality of health care 
delivery. This toolkit is available electronically to enable access to templates at:  
http://www.safetyandquality.health.wa.gov.au

To provide some background, the CIM Policy was developed to ensure appropriate 
management of clinical incidents to prevent or reduce future harm to patients/consumers by:

	 identifying and treating hazards before they cause harm

	 identifying when patients are harmed and promptly intervening to minimise the harm

	 taking preventative actions and sharing lessons learned.

A clinical incident is an event or circumstance resulting from health care which could have, or 
did, lead to unintended and/or unnecessary harm to a patient/ consumer. 

Clinical incidents include:

	 Near miss – an incident that may have, but did not cause harm, either by chance or 
through timely intervention.1

	 Adverse event – an injury caused by medical management or complication thereof, 
instead of the underlying disease. It results in an increase in the level of care and/or 
prolonged hospitalisation and/or disability at the time of discharge. 1 Medical management 
refers to management under health care services. 

	 Sentinel event – refers to unexpected occurrences involving death or serious physical or 
psychological injury or risk thereof.1

There are eight nationally endorsed sentinel event categories. Preventable deaths identified 
via mortality review processes are to be notified as a sentinel event as per the WA Review of 
Mortality Policy available via: http://www.safetyandquality.health.wa.gov.au.

The above mentioned incidents are further categorised using the following Severity Assessment 
Code (SAC) ratings, to determine the appropriate level of analysis, action and escalation:

	 SAC 1 	 includes all clinical incidents/near misses where serious harm or death is/could be 	
		  specifically caused by health care rather than the patient’s underlying condition  
		  or illness.  

	 SAC 2 	 includes all clinical incidents/near misses where moderate harm is/could be 		
		  specifically caused by health care rather than the patient’s underlying condition  
		  or illness.  

	 SAC 3 	 includes all clinical incidents/near misses where minimal or no harm is/could be 		
		  specifically caused by health care rather than the patient’s underlying condition  
		  or illness.2
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The key steps to effective clinical incident management are:

	 identification of a clinical incident and immediate action to reduce risk to the patient/
consumer

	 notification

	 prioritisation of investigation

	 analysis and investigation

	 development of recommendations

	 reporting of investigation outcomes

	 feedback

	 implementation of recommendations

	 monitoring of recommendations

	 evaluation of recommendations.
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2. Managing a clinical incident

All clinical incidents involving patients receiving health care from a WA hospital/health service 
should be reported and managed in keeping with the CIM Policy (2011) regardless of the setting 
where the incident occurred. 

The CIM Toolkit provides detailed guidelines and tools to assist in the analysis and investigation 
of clinical incidents and should be used in conjunction with the CIM Policy (2011) available via: 
http://www.safetyandquality.health.wa.gov.au
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2.1 Figure 1 – Overview of key steps to managing a clinical incident

Step 1 Step 2 Step 3 Step 4 Step 5 Step 6

Initial  
Response Notification Investigation Recommendation Reporting System Change

Identification of a 
clinical incident.

Commence AIMS 
notification.

All clinical incidents 
notified via AIMS 
require a review by 
the Line Manager 
to determine the 
level of investigation 
required.

Develop  
recommendations 
that address the 
causative factors 
and lead to system 
improvement.

SAC 1 incident 
investigation  
outcomes:  
Following  
endorsement of the 
final investigation 
report (including 
recommendations) 
forward the report 
to: PSD Office of 
the Chief  
Psychiatrist for 
mental health 
events 
AHS Safety and 
Quality  
Performance team 
within 45 days of 
the events  
notification. Refer 
to the CIM policy 
for other reporting 
requirements.

Approved  
recommendations 
arising from clinical 
incident  
investigations are 
to be implemented 
within 12 months.

Immediate action  
to reduce the risk  
to the patient/ 
consumer.

Notify relevant 
health service 
executive and AHS 
Safety and Quality 
Performance team 
of SAC 1  
(sentinel events), 
and incidents that 
may have legal, 
media or political 
implications, as per 
local hospital/health 
service guidelines.

Request hospital/
health service 
executive approval 
for the investigation 
to occur and for the 
appointment of the 
investigation team, 
in accordance with 
local hospital/health 
service guidelines.
Decide if the clinical 
investigation is  
going to be  
undertaken with or 
without qualified 
privilege.

Recommendations 
are to be assigned 
to a particular  
position for  
implementation.

PSD request 
information from 
hospitals/health 
services on a 12 
monthly basis on 
the status of the 
implementation of 
recommendations 
for SAC 1 events.

Make the  
surroundings safe  
to prevent  
immediate  
recurrence of the 
incident.

Recommendations 
must have a  
specified time 
frame for  
implementation.

Remove  
malfunctioning 
equipment or  
supplies.

Final  
recommendations 
require  
endorsement by the 
hospital/health  
service Chief  
Executive or  
delegate.

SAC 2 incident 
investigation 
outcomes: All SAC 
level 2 clinical 
incidents require 
completion of a 
report to their  
hospital/health 
service within 60 
days of the clinical 
incident notification.

For SAC 2 and 
SAC 3 events the 
responsibility for 
monitoring the 
implementation of  
recommendations 
is managed at a 
hospital/health 
service level.

When  
recommendations 
have been  
imbedded within 
the system,  
hospital/health 
services are to 
evaluate the  
effectiveness of 
these system 
improvements 
and share lessons 
learned.

SAC 3 level clinical 
incidents require 
the completion of a 
report to their  
hospital/health 
service within 60 
days of the clinical 
incident notification.

Gather basic 
information about 
a chain of events 
and record facts in 
the patient health 
record.

Notify the Office of 
the Chief  
Psychiatrist of 
unexpected deaths 
or serious incidents 
involving mental 
health patients.

Conduct  
investigation using 
tools and techniques 
appropriate to the 
nature and severity 
of the incident.

Notify a medical 
officer if the patient/
visitor has suffered 
harm or injury as a 
result of the clinical 
incident.

Notify the Director 
Patient Safety  
Directorate (PSD) 
of SAC 1 (sentinel 
events) within 7 
working days of the 
events by  
completing a SAC 1 
Form.

Where one or more 
health services are 
associated with the 
care of the patient/
clinical incident, all 
organisations are 
to be consulted and 
represented  
regarding  
investigation plans.Commence the 

Open Disclosure 
Process.
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2.2 	 Detailed steps in managing a clinical incident
A clinical incident may be identified/reported by a patient/consumer, visitor or any WA Health 
employee. It is important for all staff to recognise when a clinical incident has occurred.

2.2.1 	Immediate action
When a clinical incident is identified immediate action is necessary to reduce risk to the 
patient/consumer. This action may include:

	 providing immediate care to the patient/consumer involved in the incident

	 making the surroundings safe to prevent immediate recurrence of the incident

	 removing malfunctioning equipment or supplies

	 gathering essential information about a chain of events.

A medical officer must be notified if a person suffers any harm or injury as a result of a clinical 
incident. 

2.2.2 	Notification and initial review of a clinical incident
Notification of a clinical incident is made via a hard copy clinical incident form (refer to your 
line manager for this form). However, WA Health is currently working toward implementing an 
electronic notification system. An additional notification step occurs if the clinical incident is a 
SAC 1 clinical incident (see Table 1). 

Notification of a clinical incident involves:

1.	Completing the notification form and submitting it, preferably by the end of the work day. 
However, if adverse publicity is likely notify management immediately.

2.	Providing detailed information that will assist with further review and management of the 
incident.

3.	Documenting in the patient/consumer health record only clinically relevant information. 

4.	The line manager/delegated authority will review all clinical incidents to determine the level 
of investigation required. 

2.2.3 	Prioritisation of investigation using the severity assessment codes
Before an investigation of the clinical incident can take place a severity assessment rating must 
be decided which will determine the prioritisation of the clinical incident investigation  
(see Table 1 for further details). 
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2.2.4 	Understanding SAC 1 clinical incidents – sentinel events 
Sentinel events refers to unexpected occurrences involving death or serious physical or 
psychological injury or risk thereof.1 Sentinel events are events involving serious patient harm or 
death that are specifically caused by healthcare rather than the patient’s underlying condition/
illness. 

In April 2004, Australian Health Ministers endorsed a set of eight core sentinel event categories 
that are reportable nationally (see Table 2). Hospitals/health services and privately licensed 
healthcare facilities in Western Australia are required to report the sentinel events outlined in 
Table 2. Notification of sentinel events is mandatory and requires the completion of a SAC 1 
clinical incident notification form (see Appendix A).

Sentinel events often signal serious breakdowns in health care systems and require 
thorough investigation and response. The investigation of a sentinel event should involve a 
comprehensive and systematic analysis of the facts to identify contributing factors. Hospitals/
health services are required to investigate sentinel events via Root Cause Analysis or via an 
appropriate standard for the investigation of high and extreme risk clinical incidents and submit 
the final report using the SAC 1 clinical incident investigation report template (see Appendix B). 

WA Health publishes aggregated sentinel event data annually via the WA Sentinel Event 
Report and at a national level via the Australian Government Productivity Commission’s Report 
on Government Services (ROGS) and the Australian Commission on Safety and Quality in 
Healthcare’s annual Windows into Safety and Quality in Healthcare report. 

2.2.5	 Investigation of all SAC 1 clinical incidents for both public and private 		
	 hospitals and non-government organisations 

1.	All SAC 1 clinical incidents (including sentinel events) require mandatory Root Cause 
Analysis investigation (or similar investigative methodology).

	 The notification of SAC 1 clinical incidents (including sentinel events) is mandatory for all 
public hospital/health service staff and contracted private licensed healthcare facilities and 
non government organisations. SAC 1 clinical incident must be notified using the SAC 1 
clinical incident notification form (see Appendix A) or on the PSD website:  
http://www.safetyandquality.health.wa.gov.au

2.	All SAC 1 clinical incidents require the initiation of the Open Disclosure Process (in 
accordance with the WA Open Disclosure Policy), ideally within 24 hours of the clinical 
incident occurring. http://www.health.wa.gov.au/circularsnew/attachments/395.pdf

3.	All SAC 1 clinical incidents (including sentinel events) must be reported in accordance 
with the hospital/health service guidelines and to the PSD, AHS Safety, Quality and 
Performance team and Office of the Chief Psychiatrist (OCP) (where appropriate) within 
seven working days of the clinical incident occurring (see Table 1 and the CIM Policy for 
other Statutory reporting requirements). 

4.	On receipt of a SAC 1 clinical incident notification the PSD will provide the notifier with a 
unique event number and a due date for the final report. Notifiers will be contacted if final 
reports are outstanding.
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5.	Following endorsement of the final investigation report (including recommendations) 
hospitals/health services must submit the report to the Director, PSD and the AHS Safety, 
Quality and Performance team and the Office of the OCP (where appropriate) within 45 
working days of the events notification via SAC1.events@health.wa.gov (see Appendix B 
for SAC 1 clinical incident and Sentinel Event Investigation Report forms). 

For public hospitals and health services, RiskCover is to be notified of all clinical incidents that 
are, or have the potential to become, actual legal claims against a hospital/health service and/or 
health practitioner (refer to Legal and Legislative Services/State Solicitor’s Office).

Public Hospitals/Health Services and Private Licensed Health Care Facilities/Non Government 
Organisations are to report on all SAC 1 clinical incidents with Categories 1-8 referring to 
sentinel events now included as SAC 1 clinical incidents.
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Table 2: SAC 1 Clinical Incident Notification List

Category Clincal incidents (category 1-8) that must be reported as sentinel events

1 Procedures involving the wrong patient or body part resulting in death or 
major permanent loss of function.

2 Suicide of a patient in an inpatient unit.
Mental Health Services are required to report to the Chief Psychiatrist episodes 
of unexpected death. 

3 Retained instruments or other material after surgery requiring re-operation 
or further surgical procedure.

Retention of a foreign object in a patient after surgery or other procedure 
including surgical instruments or other material such as gauze packs 
inadvertently left inside the patient when the surgical incision is closed - 
excluding objects intentionally implanted as part of a planned intervention and 
objects present prior to surgery that are intentionally retained.

4 Intravascular gas embolism resulting in death or neurological damage.
Death or serious disability associated with intravascular gas embolism that 
occurs while the patient is being cared for in a facility - excluding deaths 
associated with neurosurgical procedures known to present a high risk of 
intravascular gas embolism.

5 Haemolytic blood transfusion reaction resulting from ABO incompatibility.
6 Medication error resulting in death of a patient. 

Death or serious injury associated with a medication error, including, but not 
limited to errors involving:

•	 the wrong drug
•	 a contaminated drug
•	 the wrong dose
•	 the wrong patient
•	 the wrong time
•	 the wrong rate
•	 the wrong preparation
•	 the wrong route of administration 
•	 insufficient surveillance (e.g. blood tests, clinical observation). 

This category excludes reasonable differences in clinical judgment on drug 
selection and dose.

7 Maternal death or serious morbidity associated with labour or delivery.
Maternal death or serious disability associated with labour or delivery while the 
patient is being cared for in a facility or by maternity care providers, including 
events that occur within 42 days post delivery.

8 Infant discharged to wrong family or infant abduction.
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Category Examples of clincal incidents that must be reported as SAC 1

Other adverse event resulting in serious patient harm or death, includes: *  **
Medication error (not resulting in death)
Fetal complications:
•	 Unrelated to congenital abnormality in an infant having a birth weight greater 

than 2500 grams causing peri natal death, or serious and/or ongoing peri 
natal morbidity.

•	 Complications not anticipated yet arose and were not managed in an 
appropriate or timely manner resulting in death, or serious and/or ongoing 
morbidity.

•	 Delivery at a site other than where labour commences and which requires 
transfer to another facility for a higher level of care resulting in death, or 
serious and/or ongoing morbidity.

Misdiagnosis and subsequent management 
Delay in recognising / responding to clinical deterioration
Patient absconding with adverse outcome
Complications of resuscitation:
•	 Events in which staff experienced problems in managing an emergency 

situation or resuscitation resulting in death, or serious and/or ongoing 
morbidity.

•	 Failed resuscitation where resuscitation protocols or guidelines could not 
be followed due to a deficiency of equipment, communication, or staffing 
resulting in death, or serious and/or ongoing morbidity.

Complications of anaesthetic management:
•	 Unintended intra-operative awareness.
•	 Anaesthetic events resulting in death, or serious and/or ongoing morbidity.

Complications of surgery
Complications of an inpatient fall
Hospital process issues:
•	 Events in which hospital processes such as triaging, assessment, planning or 

delivery of care e.g. miscommunication of test results, response to abnormal 
test results contributed to death, or serious and/or ongoing morbidity.

•	 Transport or transfer – Events in which delays in transport or transfer 
contributed to death, or serious and/or ongoing morbidity.

Infection control breach
The unexpected death of a mental health patient/consumer
Absconding of any mental health patient/consumer.

*	 Note this SAC 1 clinical incident notification list is not exhaustive and if unsure of whether to notify an incident, please 
contact your line manager or local risk manager or AHS Safety, Quality and Performance team or the PSD for advice.

**	 To ensure that a comprehensive understanding of SAC 1 clinical incident notification is obtained please read this toolkit in 
conjunction with the Clinical Incident Management Policy.
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2.2.6 	Analysis and investigation
All notified clinical incidents require review by the line manager/ delegated authority to 
determine the level of investigation required and if the investigation is to be undertaken 
utilising qualified privilege or without qualified privilege (see CIM policy and speak with the Risk 
Manager/Safety, Quality and Performance team).

The analysis and investigation phase is used to establish the course of events and to identify 
the contributing factors. SAC 1 clinical incidents require RCA (or similar methodology) to be 
undertaken. SAC 2 clinical incidents require clinical review or investigation using an appropriate 
methodology. While SAC 3 clinical incidents require investigation using aggregated analysis or a 
similar tool.

Consideration should be given to providing patients and their families with the opportunity to 
contribute information about the clinical incident to assist with the investigation process and the 
development of patient-centred recommendations. 

If during the course of the investigation it is suspected that the clinical incident may contain 
elements of misconduct, the investigation team should refer the matter to the hospital/
health service Risk Manager, Director of Safety, Quality and Performance, or other relevant 
senior manager so it can be addressed using the appropriate management and governance 
processes.

The clinical investigation should continue separately to the misconduct processes unless 
advised by the hospital/health service Risk Manager/Director of Safety, Quality and 
Performance, or other relevant senior manager to cease the investigation.

2.2.7 	Clinical incidents across health service/provider boundaries
Where one or more health services are involved in the care of a patient associated with 
a clinical incident, all organisations are to be consulted and are expected to participate in 
a collaborative investigation plan but please take into consideration the issue of patient 
confidentiality. 

The last hospital/health service providing care (e.g. rural or metropolitan hospital, Mental Health 
Service, transport providers, Hospital in the Home or Rehabilitation in the Home Programs) 
will be responsible for initiating the clinical incident review and engaging other organisations 
involved in the care of the patient in establishing the investigation. 

There are a number of investigation options to be considered by multiple hospitals/health 
services involved in the care of the transferred patient including:

a)	Joint investigation involving all hospitals/health services.

b)	Investigation by the hospital/health service where the clinical incident occurred. 

Note: The notifying hospital/health service is also required to:
	 clinically review the care of the patient to identify any factors that may have contributed to 

the patient’s outcome
	 provide the transferring hospital with any issues recommended to be taken into 

consideration as part of their investigation.
c) 	External review to obtain expert opinion. 
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For further advice on the matter of patient confidentiality and the release of patient information 
for the purposes of clinical incident investigations public hospitals/health services should consult 
with Legal and Legislative Services/State Solicitor’s Office as appropriate. 

2.2.8 	Reporting
SAC 1 clinical incident investigation outcomes

	 Following endorsement of the final investigation report (including recommendations), the 
signed report is to be forwarded to the Area Health Service (AHS) Safety, Quality and 
Performance team and the PSD within 45 working days of the incident notification date.

SAC 2 and SAC 3 clinical incident investigation outcomes
	 All SAC level 2 & 3 clinical incidents require the completion of a report to be sent to their 

hospital/health care service within 60 working days of incident notification.

2.2.9 	Feedback
Feedback to the patient/consumer and nominated relative/carer is to occur as part of the Open 
Disclosure Process. Appropriate feedback on notified clinical incidents is to be given by the 
line manager/delegated authority involved with the incident follow-up. The success of clinical 
incident management is also dependent on feedback to all staff on the recommendations/ 
outcome of investigations in a timely manner. Lack of feedback from incident reporting has been 
highlighted as inhibiting the willingness of staff to report incidents.3 See section 5 for models of 
feedback.

2.2.10 Recommendations
The development of recommendations is a fundamental component in clinical incident 
management. Recommendations provide the framework for action in improving or preventing 
adverse events from occurring.

SAC 1 clinical incidents recommendations need to:

	 be based on contributing factors aimed at preventing or minimising the occurrence of 
similar events.

	 clearly identify a recommended action.

	 include a planned date for completion.

	 include an outcome measure to enable improvements to be made.

	 identify an individual(s) who will be responsible for the implementation and monitoring of 
the recommendations.

	 have been signed off by the Area Chief Executive or delegate ensuring that the 
recommendations are actioned and submitted to the PSD and the AHS Safety, Quality and 
Performance team.

SAC 2 and SAC 3 clinical incidents recommendations need to be developed:

	 that follow the same steps as for SAC 1 clinical incidents except for the final report.

	 and the final report for SAC 2 & 3 clinical incidents are to be sent to the hospital/healthcare 
service AHS Safety, Quality and Performance team.
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2.2.11 Implementation of recommendations
Recommendations arising from clinical incident investigations are to be implemented within 12 
months of the finalised investigation. For all SAC 1 clinical incidents hospitals/health services 
are required to notify the AHS Safety, Quality and Performance team and the PSD when 
recommendations have been completed. 

2.2.12 Monitoring of recommendations
The PSD will request information from hospitals/health services and private licensed health care 
facilities and non-government organisations regarding implementation of SAC 1 clinical incident 
recommendations on a six monthly basis. 

For SAC 2 and SAC 3 clinical incidents the responsibility for monitoring the implementation of 
recommendations is managed at a hospital/health service level. 

2.2.13 Evaluation of recommendations
When all recommendations have been implemented and given time to establish (e.g. six months 
post implementation) the hospital/health service needs to evaluate the effectiveness of the 
strategies in order to validate that improvements have been made.4  This is to ensure that:

	 the systemic problems identified have been addressed

	 recurrences have been reduced or eliminated

	 lessons have been learned and communicated

	 identified barriers to change have been removed

	 the loop is closed to ensure organisational learning. 4

Once all recommendations are implemented and evaluated the clinical incident is considered 
closed.

2.2.14 Transfer of clinical incident forms (AIMS)
If a patient is transferred and a clinical incident is identified by the receiving hospital/
health service, then the clinical incident form should be returned to the Safety, Quality and 
Performance team at the hospital/health service where the incident occurred. Transfer of 
the clinical incident needs to include an electronic update of the organisation tree and the 
forwarding of the hard copy clinical incident form.

2.2.15 Retention and disposal clinical incident forms
For hospitals/health services which utilise the Clinical Incident Management System (AIMS) 
for capturing clinical incidents, a hard copy of the clinical incident, analysis, investigative and 
recommendation forms must be kept for 7 years. It is permissible to retain scanned copies of 
the clinical incident analysis, investigative, recommendation forms and destroy the hard copy 
after six months, please refer to the General Disposal Authority for Source Records available at: 
http://www.sro.wa.gov.au/pdfs/GDA_SourceRecords.pdf
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3. 	 Overview of clinical incident investigation methods 		
	 and tools

This section outlines several methods which can be used to investigate clinical incidents. 
The utilisation of a particular method is guided by the CIM policy and to a certain extent the 
discretion of hospital/health service. 

For detailed steps in conducting a clinical incident investigation please go to section 4.

3.1 	 Root Cause Analysis
Application: Suitable for SAC 1 clinical incident investigations. 

Root Cause Analysis (RCA) has been applied to the health care industry and has been found 
to be a highly effective tool to improve patient care and reduce health care costs resulting from 
adverse events. RCA is a comprehensive and systematic methodology to identify the gaps in 
hospital systems and the processes of health care that may not be immediately apparent and 
which may have contributed to the occurrence of an event.5

The goal of a RCA is to find out:

	 What happened? 

	 Why did it happen? 

	 What can be done to prevent it from happening again?

Effective RCA investigations feature the following characteristics:

	 Analysis that focuses on systems and processes, not individual performance or blame.

	 Analysis that focuses on both clinical and organisational processes.

	 Analysis that repeatedly digs deeper by asking ‘why?’, then when answered continues to 
keep asking ‘why?’ (see section 3.4 Using Five Whys).

	 Analysis that identifies changes to be made in systems and processes (redesign or 
development of new systems/processes) that effectively reduce the recurrence of clinical 
incidents.

	 An investigation team that is multidisciplinary in nature with involvement of those closest to 
the process. Team members should be familiar with the area in which the incident occurred 
but not involved in the incident. 

	 An investigation that is thorough and credible.6

The Cause and Effect diagram, sometimes called the Fishbone or Ishekawa diagram can be 
used as an effective first step in problem solving by generating a comprehensive list of possible 
causes of the clinical incident. The diagram is an effective tool for organising and categorising 
elements identified from the clinical incident (i.e. possible causes, solutions or contributing 
factors).4
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Figure 2: Cause and Effect Diagram 
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Via this process, major causes can be identified and point to potential remedial actions. In 
addition, it may indicate the best potential areas for further exploration and analysis. 

At a minimum, preparing a Cause and Effect diagram will lead to greater understanding of the 
problem and can be used to organise and categorise solutions to the problem.

 

	

Three steps to create a Cause and Effect diagram:
1.	 Identify the problem statement: what is the key problem you want to prevent?

2.	 Brainstorm the primary causes: the action and conditions that led to the key 
problem.

3.	 Complete the causal chain: ask ‘why’ several times to identify root causes and 
contributing factors.

“Contributory factors/hazards are the circumstances, actions or influences which are thought 
to have played a part in the origin or development of an incident or to increase the risk of an 
incident. Examples are human factors such as behaviour, performance or communication; 
system factors such as work environment; and external factors beyond the control of the 
organisation, such as the natural environment or legislative policy. More than one contributing 
factor and/or hazard is typically involved in a single patient safety incident.” 4

Recommendations should directly address the root causes identified via the investigation 
process. Recommendations must be implementable, specific, measurable and include who 
will be accountable for the implementation and timelines for completion and evaluation. 
Implementation of recommendations should effectively prevent recurrence of the clinical 
incident.6 When developing recommendations it is useful to follow the SMART system of goal 
setting. 
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Recommendations should be SMART: 

Specific: The recommendation must be specific. For example, to reduce pressure ulcer 
prevalence by 10% within 12 months, on all the orthopaedic wards.

Measureable: The recommendation must be measurable. The abovementioned example is 
an easily measurable goal as it outlines the issue, establishes a reduction measure of 10%, 
identifies a target group and provides a timeline.

Accountable: State who will be responsible for implementing and evaluating this 
recommendation.

Realistic: Recommendations needs to be realistic to ensure that the outcome goal can be 
achieved. For example, to reduce pressure ulcers for patients who are at high risk, we need to 
purchase four dynamic air flow system mattresses over the next two years.

Time related: It is imperative to state a deadline in which the goal will be achieved.

Recommendations made from a RCA are a critical component to ensuring that these types of 
clinical incidents are prevented or minimised. A Recommendation Hierarchy was developed 
by the Veterans Affairs National Center for Patient Safety to assist in the development of 
actions that are more likely to succeed and achieve the desired outcomes (see Table 3). 
Recommendations fall into three categories – strong, intermediate and weak actions.6

Table 3: Recommendations Hierarchy

Stronger actions Intermediate actions Weaker actions
•	 Remove a physical barrier 

that is preventing access

•	 Architectural/physical 
changes 

•	 New device with usability 
testing before purchasing

•	 Engineering control or 
interlock (forcing functions) 

•	 Simplify process and 
remove unnecessary steps

•	 Standardise to minimise 
variation in equipment, 
process, care pathways, 
supplies, drugs, and rules

•	 Involvement and leadership 
in support of patient safety 
improvement.

•	 Use checklists, protocols 
and reminders (cognitive 
aids) to reduce reliance on 
memory

•	 Eliminate the use of sound-
‘alike or look-alike’ names

•	 Increase in staffing/
decease in workload

•	 Software enhancements/ 
modifications

•	 Improved documentation/ 
communication/handover 

•	 Eliminate/reduce 
distractions.

•	 A new policy or procedure 
or guideline

•	 Staff training and education 

•	 Additional study and 
analysis

•	 Double checks

•	 Warnings and labels.
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RCA investigation report
To report the findings arising from an RCA investigation see Appendix B: SAC 1 Clinical Incident 
Final Investigation Report template. 

3.2 London Protocol 
The London Protocol outlines a process whereby clinical incidents can be investigated and 
analysed. The protocol ensures that comprehensive interviews and a framework of contributory 
factors are used for investigation, analysis and recommendation development. 

This structured process involves the utilisation of both clinical experience and expertise  
by enabling:

	 closer analysis of the incident to reveal the events leading to the adverse outcome, with 
data obtained from staff interviews

	 any obvious departure from good practice to be highlighted

	 a consistent approach to be utilised

	 a greater openness and transparency.7

To use this protocol please refer to an article by Taylor-Adams S., Vincent C. System analysis of 
clinical incidents: the London Protocol located at the safety and quality website.7 

3.3 Human Error and Patient Safety (HEAPS) incident analysis tool
The HEAPS incident analysis tool is subject to licensing agreements with the developer 
ErroMed.8 This is a tool that can only be used in hospitals/health services that have a license 
to utilise it so check with your Safety, Quality and Performance team.

Essentially the HEAPS incident analysis tool utilises a proactive approach to identifying and 
learning from errors to improve patient safety. The tool is used to identify patient factors, 
task factors, practitioner factors, team factors, workplace factors and organisational factors. 
Utilisation of this tool requires training so please consult with your Safety, Quality and 
Performance team.

3.4 Five Whys
The Five Whys9 originated within Toyota and formed a critical component of their problem 
solving methodology. Repeatedly asking the question “why?” allows for the layers of an issue to 
be examined leading to the root cause of a problem. The Five Whys can be used independently 
or as part of a Root Cause Analysis when developing a cause and effect diagram. 

The Five Whys assists investigation teams to drill down and explore all potential or real causes 
which contributed to a clinical incident, in turn identifying the root causes.
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3.5 Health Record Review
Problems with communication, and in particular documentation, are widely recognised as major 
contributing factors in the occurrence of sub-optimal patient outcomes. It is in the best interest of 
every patient and provider that the health record contains complete and accurate documentation 
of each episode of care. Review of a health record needs to be comprehensive and systematic 
to ensure that all relevant information is gathered.

3.6 Failure Modes and Effects Analysis (FMEA)
This tool is based on the Institute for Healthcare Improvement Failure Modes and Effects 
Analysis method10 and is a systematic approach to identifying which parts of a process are most 
in need of improvement. It includes some elements of “process mapping” and “gap analysis”.

3.7 Clinical risk management
The Clinical Risk Management Guidelines for Western Australian Health Services has been 
broken down into five easy to follow steps.11

1.	Establish the context

2.	Identify the risks

3.	Analyse the risks

4.	Evaluate the risks

5.	Treat the risks.

Each of the five steps have been detailed with reference to the Australian/New Zealand 
Standard AS/NZS ISO 31000:2009 Risk Management – Principles and guidelines12 and the 
Clinical Risk Management Guidelines.11 Strategies and questions have been provided, where 
appropriate, to guide their application to clinical risk management. 
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4. 	 Major clinical incident investigation process  
	 and tools

While the previous section explains the methodologies that can be used to investigate 
clinical incidents, this section of the Toolkit provides a step by step guide to undertaking the 
investigation of a major clinical incident e.g. SAC 1 & 2 clinical incidents. It outlines every 
step from gaining authorisation to undertake an investigation through to developing relevant 
recommendations. All templates are available at: http://www.safetyandquality.health.wa.gov.au

For those clinical incidents that are less serious (SAC 3), simply choose the most appropriate 
method/tool to assist in the investigation of the clinical incident e.g. clinical review or aggregated 
analysis etc.

Step 1	 Gain Approval for Investigation

Approval for the proposed investigation is required from the site/service Executive to ensure 
senior managers:

	 are aware of and endorse the investigation team and approach

	 have decided if the investigation is to be undertaken utilising qualified privilege or without 
qualified privilege

	 are committed to providing resources required for the investigation

	 are committed to consideration of the investigation recommendations.

When approving the investigation, the site/service executive should appoint the investigation 
team coordinator and investigation team members.

The investigation team coordinator must have attended training in Systems Analysis, Root 
Cause Analysis or similar methodology. The team coordinator is responsible for:

	 facilitating the investigation process

	 arranging team meetings

	 ensuring all documentation is completed and retained in a secure location

	 ensuring the investigation is completed within the required time period (where possible)

	 providing the final report to the site / service Executive by the required date.
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Investigation teams may consist of:

	 staff with expertise in the clinical specialties involved in the event

	 staff involved in the patient’s care at the time of the incident

	 staff familiar with the area in which the incident occurred

	 staff from a range of different professions

	 a person from outside the site/service who has expertise in a relevant clinical area, health 
service management or in clinical investigation methodology

	 staff from the transferring hospital, where patients were transferred from one hospital to 
another, 

	 staff from the relevant community setting/s, where patients were receiving ongoing care in 
a community setting (e.g. outpatient services, post discharge services)

	 a consumer representative.

Check Point!
Before moving to the next step, as the appointed investigation coordinator, have you:

ensured the approval is documented?								        c

confirmed if the investigation is being performed with qualified privilege or
without qualified privilege?										         c

established a team that has an appropriate balance for the circumstances?		  c

Step 2	 Gather Information

Documentation and material related to the incident should be collected as soon  
as possible to:

	 make sure the information is available for use in the investigation

	 allow development of a description of the sequence of events leading up to the incident.

Information that may be relevant includes:

	 patient health records from all service providers involved

	 relevant policies and procedures

	 relevant physical evidence (packaging, equipment)

	 observations and comments from staff involved

	 comments and information from the patient and family members as appropriate

	 information about the environment and conditions (e.g. staff roster). 

Information collected should be organised and logged for ease of future reference. A sample 
information log is provided in section 4.1.1.
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Obtaining observations and comments from staff should focus on gaining information about their 
recollection of:

	 the sequence and timing of events

	 their involvement

	 any difficulties or problems they experienced or observed.

The investigation team will determine who needs to be interviewed and conduct the interviews.

Interview Guidelines (see section 4.1.2):

	 At the time an interview is arranged, interviewees should be given a clear explanation 
of the topic and purpose of the discussion, how the information will be used and if using 
qualified privilege explain any constraints, including protection from discovery.

	 Interviewees should be offered the opportunity to bring a colleague with them. The above 
information should be explained to anyone participating in the discussion.

	 Interviews should be held in a private place without interruptions. 

Interview Guidelines:

	 It may be helpful to have two interviewers so one is able to record comments whilst the 
other maintains the dialogue. 

	 Observations and comments should be recorded legibly and accurately (objective rather 
than subjective note taking). Information collected in interviews may only be used to inform 
the clinical incident investigation and any interview notes must be kept in locked storage 
facilities.

	 Interviews should be held in a supportive and understanding spirit.

	 If it becomes clear that a professional shortcoming or error has occurred this should be 
discussed without judgment or adverse comment. Staff should be offered ongoing support 
and counselling if they become distressed about possible errors made by them.

Information sheets for interviewers and interviewees are provided in this toolkit.

Check Point!
Before moving to the next step, have you:

gathered all relevant documentation?			    	   				    c

identified and interviewed relevant staff?								       c

provided all relevant information to team members for review?				    c
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Step 3	 Determine the Sequence of Events

The investigation team develops a chronology of events based on all information gathered. The 
chronology may be documented using the template (see section 4.1.3) provided for:

	 a flow chart; and/or

	 a narrative of steps.

Check Point!
Before moving to the next step, have you:

reviewed the information gathered and documented the sequence of events?		  c

gained agreement from all RCA team members regarding the sequence of events?	 c

Step 4	 Determine Contributory Factors

The investigation team identifies the actions that directly preceded the adverse event (e.g. 
picking up the wrong syringe, failing to observe, wrong medication given). The conditions or 
circumstances that allowed those actions to occur are then identified. These conditions and 
circumstances are referred to as contributory factors.

To assist in identifying contributory factors the investigation team may compare what actually 
happened with what should have happened. Reference to policies and procedures and a 
review of current literature may assist in this analysis. The steps that actually happened and the 
steps that should have happened may be documented in different colours on the flow chart or 
narrative of steps to highlight gaps.

Some investigations may identify gaps or issues that did not impact on the specific event 
under consideration but have the potential to contribute to adverse events in the future. These 
should be recorded at the bottom of the flow chart and be considered in the development of 
recommendations.

Contributory factors may include: 

	 human factors - communication between staff and with the patient

	 human factors - knowledge skills and competence of staff

	 environment - work conditions and scheduling

	 patient factors

	 equipment and technology

	 policies, procedures and guidelines

	 safety mechanisms.
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A checklist of contributory factors to be considered is provided in this toolkit.

Some contributory factors are likely to be present in future situations (e.g. medication labels 
of similar colour and design) and some are likely to have been specific to the event under 
investigation (e.g. a one off communication problem between staff). Contributory Factors likely 
to be present in future situations are recorded on a contributory factors statement (template 
provided in section 4.1.4). Contributory factor statements need to focus on process and 
system vulnerability rather than the action of individuals. Contributory statements will be most 
helpful if they are developed using the following rules.13

Examples of contributory factors 
1.	Show the link between the contributory factor and the outcome.

	 Example:

7	 A doctor was fatigued. 

4	The level of fatigue experienced by the doctor increased the likelihood that he/she missed 
the instructions which led to incorrect insertion. 

2.	Use specific and accurate descriptors of what occurred. Avoid negative and vague 
descriptors such as “poorly, inadequately, carelessness”. These do little to describe the actual 
conditions or behaviors that lead to an event.

	 Example:

7	 Poorly trained nurse. 

4	The level of the nurse’s training increased the likelihood that he/she misunderstood the IV 
pump controls which contributed to missing steps in the programming of the dose and rate.

3.	Identify factors that preceded the human error. 

	 Example:

7	 The doctor did not review the discharge summary. 

4	The level of staffing meant there were extra demands on the doctor that resulted in the 
doctor rushing the discharge and the patient being sent home with the wrong discharge 
summary.

4.	Identify factors that preceded a procedural error. The goal is to identify the positive and 
negative incentives that created the informal ‘norm’ or accepted way of doing things.

	 Example:

7	 The pharmacy technician did not follow the correct dispensing procedure.

4	Due to staffing shortages, routine checking by two persons was bypassed resulting in the 
incorrect dispensing of medications.

5.	Include failure to act as a contributory factor only if there is a pre-existing duty to act. Such a 
duty may arise from practice standards and guidelines or other duties to provide patient care.

	 Example:

4	Failure to prescribe a cardiac medication after a myocardial infarction can only be used  
if the medication was required as part of an agreed guideline.
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Check Point!
Before moving to the next step, have you:

convened the team meeting to identify contributory factors?					     c

reviewed relevant policies and procedures?							       c

reviewed relevant literature?									         c

identified contributory factors likely to be present in future situations?			   c

completed a contributory factors statement?							       c

Step 5	 Develop Recommendations

Recommendations are developed for actions to address contributory factors (see summary 
template in section 4.1.5). Recommendations should aim to prevent or minimise future adverse 
events or near miss incidents.

Recommendations may be considered strong6 if they are highly likely to reduce risk by making 
it very easy for staff to do the right thing. Strong recommendations include those that:

	 Introduce a forcing function (e.g. a unique connector to allow only correct assembly of 
equipment).

	 Remove the opportunity to do the wrong thing (e.g. remove all potassium chloride from 
wards).

	 Standardise to reduce confusion (e.g. purchase only one type of IV pump for a hospital).

	 Simplify processes (e.g. provide direct contact numbers for high risk patients to access 
expert advice from home).

	 Introduce a physical barrier to prevent harm (e.g. non slip floor coverings, bed rails).

	 Remove a hazard (e.g. fix or replace a piece of equipment).

Examples of intermediate actions used for the development of recommendations include:

	 The use of checklists, protocols and reminders (cognitive aids) to reduce reliance  
on memory.

	 The elimination the use of ‘sound-alike or look-alike’ names.

	 Increase staffing/decease workload.

	 Enhancement/modification of software.

	 Improvements in documentation/communication/handover.

	 Elimination/reduction in distractions.
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Recommendations may be considered weak if they are less likely to reduce risk. Weak 
recommendations include those that:

	 Rely on documentation that may be difficult to access or compete with other information 
(e.g. policies and procedures).

	 Rely on training that may take time to provide to all necessary parties and may not be 
retained fully.

Weak recommendations will be more helpful if they are specific and clear.

	 Example:		

7	 Provide training.

4	Implement a training module on medical emergency procedures for all ED staff  
by dd/mm/yyyy.

The investigation team should aim to develop strong recommendations wherever possible. 
If an investigation finds that best possible care has been provided, there may be no 
recommendations for action. Positions responsible for implementing recommendations should 
be identified by the investigation team along with proposed implementation time frames. If 
positions responsible for implementing recommendations are not included, the team coordinator 
should contact and discuss the proposed recommendation/s with the relevant staff.

Each contributory factor should be risk rated by the investigation team. For each contributory 
factor the risk rating is calculated by assigning a score from 1 to 5 (Risk Rating Matrix 
provided see section 4.1.6) for the likelihood of the situation/factor occurring again and the 
severity of the consequences that may result. These scores are then combined to determine the 
rating of the risk as extreme, high, moderate or low. Recommendations should be recorded in 
an Investigation Recommendations Summary (template provided). 

Check Point!
Before moving to the next step, have you:

convened the investigation team to develop recommendations (where appropriate)? 	 c

ensured the recommendations directly address the root causes?			        	 c

identified positions responsible for each recommendation (in consultation with 
relevant staff)?	    									             	 c

identified proposed time frames for implementation of each recommendation? 	      	 c

assessed each contributory factor with respect to its risk rating?		        		  c

completed an Investigation Recommendations Summary?					     
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Step 6	 Report on Investigation

The investigation team provides a report of the investigation to the site/service executive that 
includes:

	 a cover letter (template provided)

	 the Investigation Recommendation Summary (prepared in Step 5)

	 the SAC 1 Clinical Incident Final Investigation report for the Director, Patient Safety 
Directorate (for SAC1 clinical incidents only; see Appendix B).

The site/service executive may refer recommendations back to the investigation team for 
clarification or further discussion before rejecting/approving them and endorsing/assigning 
responsibility for implementation.

After endorsement by the site/service executive:

	 The endorsed report should be sent to the PSD (for SAC 1 clinical incidents) with a copy 
to the Area Executive Director of Safety, Quality and Performance within 45 working days 
of initial notification. The report can by submitted by secure fax, email post or courier. An 
electronic copy of the report template is available from:  
http://www.safetyandquality.health.wa.gov.au.

Feedback on the recommendations from the investigation should be provided to the staff 
involved in the incident, staff involved in the investigation; other relevant providers and the 
patient or family, as allowed. Risks identified from the investigation should be referred to the  
site/service risk register. A schedule of follow up on the implementation of recommendations 
should be established.
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Check Point!
Before moving to the next step, have you:

Prepared and submitted to the site/service executive:

	 a cover letter?											           c

	 the Investigation Recommendation Summary? 						      c

	 the SAC 1 Final Investigation report for the Director, Patient 
	 Safety Directorate? 			   c

Obtained a copy of endorsed recommendations signed by the 
site/service executive?			   c

Provided the endorsed report to the Director, Patient Safety Directorate and
copied to the Area Executive Director of Safety Quality and Performance?			   c

Provided feedback regarding endorsed recommendations to: 

 	 staff involved in the incident? 			   c

	 staff involved in the investigation? 			   c

	 other relevant providers? 			   c

	 the patient or family? 			   c

Referred identified risks to the site / service risk register?			   c

Established a schedule for follow up of implementation of recommendations?			   c

The PSD acts as a central repository of de-identified recommendations arising from the 
investigations of SAC 1 clinical incidents and where appropriate will disseminate lessons 
learned to hospitals and health services across the State. If hospitals and health services 
consider there is an urgent need to alert the whole health sector in WA of a potential risk, they 
are invited to highlight this when submitting the completed report. A special State-wide alert may 
then be issued.

Step 7	 Monitor Implementation of Recommendations

The implementation of approved recommendations should be monitored by the appropriate 
site/services clinical governance committee. Staff (positions) assigned responsibility for 
implementing recommendations should contact their local Safety, Quality and Performance 
team to verify the frequency of their local reporting requirements. Additionally, a final report 
should be submitted to the PSD within 12 months of the reporting date. 
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4.1 	 Major clinical incident investigation – templates

4.1.1 Major clinical incident investigation – information log

INFORMATION DATE REQUESTED DATE RECEIVED LOCATION
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4.1.2	  Major clinical incident investigation – Information sheet for interviewers
Before the Interview:

At the time an interview is arranged, give the interviewee a clear explanation of the topic and 
purpose of the discussion, how the information will be used and the constraints of qualified 
privilege (if applicable) including protection from discovery.

Provide the interviewee with the Clinical Incident Investigation Information Sheet for 
Interviewees.

Offer the interviewee the opportunity to bring a friend or colleague with them. The above 
information should be explained to anyone participating in the discussion.

Consider arranging for two interviewers to attend so one is able to record comments whilst the 
other maintains the dialogue. 

Organise a private place without interruptions for the interview.

At the Interview:

Interviews should be held in a supportive and understanding spirit. If it becomes clear that a 
professional shortcoming or error has occurred this should be discussed without judgment  
or adverse comment. Staff should be offered ongoing support and counselling if they become 
distressed about possible errors made by them.

Observations and comments should be recorded legibly and accurately (objective rather than 
subjective note taking). 

Explain the purpose of the interview, how the information will be used and the constraints  
of qualified privilege (if applicable) including protection from discovery.

Ask the interviewee to describe the sequence of events and their role in events.

Ask the interviewee to describe any issues, problems or difficulties they experienced or 
observed during the sequence of events.

Ask the interviewee to comment on any factors they think contributed to the issues, difficulties  
or problems identified. If necessary prompt about contributory factors such as:

	 communication between staff and with the patient

	 knowledge skills and competence of staff

	 the environment, work conditions and scheduling

	 patient factors

	 equipment and technology

	 policies, procedures and guidelines

	 safety mechanisms.

Ask the interviewee if they have any other comments to make or questions to ask.

Close the interview with thanks.
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If during the course of the interview it is suspected that the clinical incident may contain 
elements of misconduct, the investigation team should refer the matter to the hospital/
health service Risk Manager/Director of Safety, Quality and Performance, or other relevant 
senior manager so it can be addressed using the appropriate management and governance 
processes.

The clinical investigation should continue separately to the misconduct processes unless 
advised by the hospital/health service Risk Manager/Director of Safety, Quality and 
Performance, or other relevant senior manager to cease the investigation.
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Major clinical incident investigation – Information sheet for interviewees
The (site/service insert name) Executive has requested a comprehensive investigation be 
undertaken of a recent clinical incident and you have been identified as someone who may be 
able to add important information and insights about the circumstances and events. 

The goal of this investigation is to find out:

	 What happened? 

	 Why it happened? 

	 What can we do to prevent it from happening again?

This method of investigation is an integral part of our effort to build a culture of safety, and move 
beyond the tradition of blame by focusing on what happened rather than who was involved. 
In the clinical investigations, contributory factors are discovered in a process similar to that of 
diagnosing disease – with the goal in mind of preventing recurrence.

The incident investigation:

	 is multidisciplinary, involving experts from frontline services

	 involves those who are most familiar with the situation

	 continually digs deeper by asking why? why? why?

	 identifies changes that need to be made to the systems and processes with which we work

	 is as impartial as possible.

Your assistance in meeting with a member of the investigation team would be greatly 
appreciated. 

Who will be involved?
One or two members of the team appointed to investigate this incident will meet with you. If you 
would like to have a colleague attend as a support for you just let the team member know when 
the meeting is arranged. 

What will be discussed?
You will be asked about:

	 Your understanding of the circumstances and sequence of events leading  
up to the incident.

	 Your role in the situation.
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You will be asked about: 

	 Issues, problems or difficulties you observed.

	 Please ensure that the information provided is FACTUAL and DOES NOT BLAME staff 
associated with the clinical incident.

	 Factors that may have contributed to the issues, problems or difficulties observed. These 
contributory factors may include:
	 communication between staff and with the patient
	 knowledge skills and competence of staff
	 the environment, work conditions and scheduling
	 patient factors
	 equipment and technology
	 policies, procedures and guidelines
	 safety mechanisms

	 Any other comments you wish to make.

What will be recorded?
The investigation team members will take informal notes to help them remember pertinent 
comments for analysis with other information collected in relation to this incident. Your 
comments DO NOT represent a formal statement however may still be subject to access under 
the Freedom of Information Act 1992.

How will the information be used?
Your comments and views will be analysed along with information from other interviews, the 
patient health record and other relevant documents to help identify the contributory factors most 
relevant to the incident and actions that are likely to reduce the likelihood of incidents recurring. 
Your name will not be included in any reports of the investigation.

If you have questions about the incident investigation process, please do not hesitate to contact:

Name:					    Position:

Telephone: 				    Email:
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Major clinical incident investigation – Interview notes

										          Date:  				  

Name of Interviewer: 						    

Name of Interviewee: 				  
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4.1.3	 Major clinical incident investigation – Narrative of steps – The story
To capture the clinical incident story either the narrative of steps or the flow chart story 
(over page) can be used. Also see Appendix C for a list of process prompts to refer to when 
conducting a clinical investigation. 

Example:

Wednesday 20th March, 2.10 am
Patient A arrived at Emergency Department.

Wednesday 20th March, 4.50 am

Patient A seen by doctor, tests ordered.
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4.1.7	 Recommendation follow up memo

To: 

Date: 

From: 

Subject: Clinical Incident Investigation

   			 

Dear <name>

The Health Service Executive requested that a clinical incident investigation be undertaken into 
an adverse incident, which occurred in <location> on the <date>.

<Short description of incident>

As part of our ongoing commitment to quality improvement, the implementation of 
recommendations from incident investigations is reviewed periodically to determine their 
effectiveness.

Your position was assigned responsibility for implementation of the following recommendation/s 
from the investigation mentioned above:

<List of recommendations>

Would you please complete the enclosed follow up feedback form with progress made to date 
on the above recommendation/s and return it to:

<Return address>

If you require any further information or assistance with completing the feedback form, please 
feel free to contact me.

Thank you 

Yours sincerely
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Recommendation follow up feedback form
Clinical Incident Investigation #:

Department/Ward: 

Date of Event:

Brief Description of the event or near miss: 

<Brief description of event>

Date Final Report Completed: 

Recommendation/s:

<Recommendation/s for which the person is responsible>

Progress on implementation of recommendation:

  			 

  			 

  			 

  			 

  			 

  			 

  			 

  			 

  			 

Date: 

Please return this completed form to:

<Name>:

<Position>:

<Address>:
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4.2 The 5 Whys process and templates
This variation of “the 5 Whys” has been adapted from the NSW Health Easy Guide to Clinical 
Incident Management.9 It applies the same systems based approach as a major clinical incident 
investigation in a more streamlined process and is well suited to situations where incidents have 
not caused major harm. Application:

	 Suitable for acute sector, mental health and primary care settings.

	 Best used for investigation of individual events.

The 5 Whys - Steps

Step 1	 Gather Information

Documentation and material related to the incident should be collected as soon as possible to:

	 make sure the information is available for use in the investigation

	 allow development of a description of the sequence of events leading up to the incident.

Information that may be relevant includes:

	 patient health records from all service providers involved

	 relevant policies and procedures

	 relevant physical evidence (packaging, equipment)

	 observations and comments from staff involved

	 comments and information from the patient and family members as appropriate

	 information about the environment and conditions (e.g. staff roster).

Step 2	 Determine the Sequence of Events

The sequence of events leading up to the incident or near miss is documented on a flow chart 
(template provided).

Step 3	 Determine Points of Variation

A comparison is made between what actually happened with what should have happened. 
Reference to policies and procedures and a review of current literature may assist in this 
analysis. The steps that actually happened and the steps that did happen may be documented 
in different colours on the flow chart. 

For each point where actual events deviated from expected events ask the question ‘Why’ five 
times (or more if necessary) until the basic contributory factors are identified. Some contributory 
factors are likely to be present in future situations (e.g. medication labels of similar colour and 
design) and some are likely to have been specific to the event under investigation (e.g. a one off 
communication problem between staff). 

Contributory factors likely to be present in future situations are noted on the Investigations 
Recommendation Summary (see page 53).
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Step 4	 Develop Recommendations

Recommendations are developed for actions to address each of the contributory factors.

Recommendations may be considered strong6 if they are highly likely to reduce risk by making  
it very easy for staff to do the right thing. Strong recommendations include those that:

	 Introduce a forcing function (e.g. a unique connectors to allow only correct assembly of 
equipment).

	 Remove the opportunity to do the wrong thing (e.g. remove all potassium chloride from 
wards).

	 Standardise to reduce confusion (e.g. purchase only one type of IV pump for a hospital).

	 Simplify processes (e.g. provide direct contact numbers for high risk patients to access 
expert advice from home).

	 Introduce a physical barrier to prevent harm (e.g. non slip floor coverings, bed rails).

Examples of intermediate actions used for the development of recommendations include:

	 The use of checklists, protocols and reminders (cognitive aids) to reduce reliance on 
memor.

	 The elimination the use of ‘sound-alike or look-alike’ names.

	 Increase staffing/decease workload.

	 Enhancement/modification of software.

	 Improvements in documentation/ communication/handover.

	 Elimination/reduction in distractions.

Recommendations may be considered weak if they are less likely to reduce risk. Weak 
recommendations include those that:

	 Rely on documentation that may be difficult to access or compete with other information 
(e.g. policies and procedures).

	 Rely on training that may take time to provide to all necessary parties and may not be 
retained fully.

Strong recommendations should be developed wherever possible.

If an investigation finds that best possible care has been provided, there may be no useful 
recommendations for action.

Positions responsible for implementing recommendations should be identified/negotiated  
by the investigator along with proposed implementation time frames. 

Each contributory factor should be risk rated and referred to the site/service risk register.

Recommendations are recorded in an Investigation Recommendations Summary.
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Step 5	 Monitor Implementation of Recommendations

The implementation of recommendations should be monitored. Staff (positions) assigned 
responsibility for implementing recommendations should contact their local Safety, Quality and 
Performance team to verify the frequency of their reporting requirements. Additionally, a final 
report should be submitted to the Patient Safety Directorate within 12 months of the reporting 
date.

Progress toward completion can be noted on the Investigation Recommendation Summary.
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4.3 Health Record (Chart) Review process and templates
Application:

	 Suitable for acute sector, mental health and primary care settings.

	 May be used for investigation of individual events or multiple similar events.

	 Suitable for all incident severities.

	 May be used proactively to audit quality of care.

Problems with communication, and in particular documentation, are widely recognised as major 
contributing factors in the occurrence of sub-optimal patient outcomes. It is in the best interest of 
every patient and provider that the health record contains complete and accurate documentation 
of each episode of care. 

The health record is the document where all health care providers, contributing to the care of 
the patient, will record all details of that care. All entries will be timely, appropriate and legible, 
such that any health care provider will be able to determine the status of the patient and carry 
on management, by reading the record. 

Health Record (Chart) Review – Steps

Step 1	 Gather Information

Documentation and material related to the incident/s should be collected as soon as possible to:

	 ensure all relevant health records are included in the review

	 ensure timely access to health records by the reviewer

	 allow development of a description of the sequence of events leading up to the incident.

Patient health records from all service providers involved need to be collated and considered in 
the review.

Step 2	 Appoint a Reviewer

A suitably qualified and experienced person is appointed to undertake the health record review. 
The reviewer should not have been directly involved with the case/s but should have knowledge 
and experience in relevant areas of health care. 

The reviewer may be appointed from another hospital or health service to ensure independence 
of the review.

Step 3	 Determine the Scope of the Review

The scope of the health record review may be tailored to concentrate on those aspects of 
documentation most relevant to the incident. In a proactive audit situation, the review may target 
particular aspects of care that are most relevant to the case/s under review or that involve the 
greatest risks. The Health Record Review Tool (see page 57) may be edited to remove items 
deemed to be out of scope of a particular review.
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Step 4	 Review the Health Record

Compliance with each standard included in the scope of the review is assessed and recorded 
on the Health Record Review Tool along with comments about variances. Contributory factors 
are the circumstances, actions or influences which are thought to have played a part in the 
origin or development of an incident or to increase the risk of an incident. These factors are 
identified and noted on the Health Record Review Recommendations Summary (see page 62).

Step 5	 Develop Recommendations

Recommendations are developed to address variances considered to have possibly contributed 
to the incident or which may potentially contribute to a future incident.

Recommendations may be considered strong6 if they are highly likely to reduce risk by making it 
very easy for staff to do the right thing. Strong recommendations include those that:

	 Introduce a forcing function (e.g. a unique connector to allow only correct assembly of 
equipment).

	 Remove the opportunity to do the wrong thing (e.g. remove all potassium chloride from 
wards).

	 Standardise to reduce confusion (e.g. purchase only one type of IV pump for a hospital).

	 Simplify processes (e.g. provide direct contact numbers for high risk patients to access 
expert advice from home).

	 Introduce a physical barrier to prevent harm (e.g. non slip floor coverings, bed rails).

Examples of intermediate actions used for the development of recommendations include:

	 The use of checklists, protocols and reminders (cognitive aids) to reduce reliance on 
memory.

	 The elimination the use of ‘sound-alike or look-alike’ names.

	 Increase staffing/decease workload.

Examples of intermediate actions include:

	 Enhancement/modification of software

	 Improvements in documentation/ communication/handover

	 Elimination/reduction in distractions.

Recommendations may be considered weak if they are less likely to reduce risk. Weaker 
recommendations include those that:

	 Rely on documentation that may be difficult to access or compete with other information 
(e.g. policies and procedures).

	 Rely on training that may take time to provide to all necessary parties and may not be 
retained fully.

Strong recommendations should be developed wherever possible.
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If a review finds that best possible care has been provided, there may be no useful 
recommendations for action.

Staff (positions) responsible for implementing recommendations should be identified/negotiated 
by the reviewer along with proposed implementation time frames. 

Each contributory factor should be risk rated and referred to the site/service risk register.

Recommendations are recorded in a Health Record Review Recommendations Summary.

Step 6	 Monitor Implementation of Recommendations

The implementation of recommendations should be monitored. Staff (positions) assigned 
responsibility for implementing recommendations should contact their local Safety, Quality and 
Performance team to verify the frequency of their reporting requirements. Additionally, a final 
report should be submitted to the Patient Safety Directorate within 12 months of the reporting 
date.
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Health Record (Chart) Review

	
Investigation #:

 

Health Record Review Tool

Patient Name:  			    UMRN:  			    Date of Review:  			    

Name of Reviewer:  			   Position:  			    Contact No:  			   

Yes No N/A Comments

1		 History 
1.1		 Presenting Problem 
	 The nature and duration of the symptoms that 

caused the patient to seek medical attention,  
as stated in the patient’s own words.

1.2	  History of Presenting Problem 
		 A detailed chronological description of the 

development of the presenting problem, from the 
appearance of the first symptom to the present 
time, including relevant positive and negative 
descriptors and risk factors. 

1.3		 Other Past History 
		 Summary of significant previous surgery, 

preferably with dates, outcomes and 
complications, including of anaesthesia.

		 Summary of childhood illness.

		 Summary of hospitalisation for other severe 
illness.

		 Summary of current illnesses and a list of current 
medications (generic names where possible).

		 Screening history of other systems.

1.4		 Personal History

		 Drug allergies

		 Other agents causing a negative reaction.

		 Immunisation status, e.g. DTPa in children, 
Tetanus prophylaxis in trauma, Fluvax® where 
indicated.

		 Voluntary disclosure of blood borne viruses.

		 Work history, including relevant exposures.

		 Social history (housing, finances, support, 
lifestyle, pets, hobbies, etc).

		 Tobacco, alcohol, other substance use.

1.5		 Family History 

		 Of presenting problem.

		 Other.
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Yes No N/A Comments

2		 Examination 

		 General observations and vital signs, including 
mental state.

		 Detailed examination of the relevant system(s).

		 “Screening” examination of other systems.

		 Specific risks to the patient, e.g. falls.

3		 Diagnosis 

		 Provisional diagnosis and/or differential 
diagnosis.

4		 Management 

		 Investigations and evidence of these requests.

		 Treatment plan, including medications, mobility, 
AH involvement, observations required, 
parameters for review, discussion with patient / 
family.

		 Management plan to address specific risks.

		 Referrals for consultation.

		 Limits of treatment and advanced directives with 
evidence of discussion with the patient or family.

		 Notification to the Communicable Disease 
Control Directorate if the illness is of public 
health significance.

5		 Procedures 

		 Informed consent including evidence of 
discussion of material risks, signed by patient 
and doctor (preferably clinician performing the 
procedure).

		 Every procedure documented.

	 Operative notes include:

  pre-operative diagnosis 

  evidence of the “Time Out” procedure 

  side and site of operation

  local anaesthetic used 

  description of samples taken for testing and  	
    the tests requested on the same 

  detailed description of the procedure.

		 Complications recorded as statement of fact.

		 Post-procedure recovery instructions.

		 Evidence of discussion of outcomes with the 
patient / family.
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Yes No N/A Comments

6		 Anaesthetic and Recovery Room Record 

		 Pre-anaesthetic assessment completed.

		 Evidence that risks of anaesthesia discussed 
with patient or a signed anaesthetic consent 
form.

		 Drugs and dosages used.

		 ASA score. 

		 Whether the anaesthesia was planned or 
emergent. 

		 Complications recorded as a statement of fact.

		 Significant events during anaesthetic are 
recorded or evidence they have been 
communicated to the in-patient team.

		 Significant events with implications for 
future anaesthetics (e.g. difficult airway) are 
documented, and evidence they have been 
discussed with the patient, communicated to 
the GP and consideration given to completing a 
medalert form.

7		 Progress Notes 

		 Contained within a Clinical Pathway (where a 
Clinical Pathway exists and there is no variance 
from that pathway).

		 Progress of the treatment plan including: 

  input from all health care providers (integrated 	
    notes), and

  variations from the expected progress

  changes to treatment including medications.

		 Variations from endorsed guidelines with 
supporting opinion. 

		 Comment on results of investigations and 
planned follow up.

		 New diagnoses and revisions of treatment plan 
as they occur.

		 Factual details of adverse events.

	 Ongoing information given to patient / family.

8		 Medication Prescription

		 All medications recorded on medication chart.

		 Medication reconciliation.

		 Drug allergies and prior adverse drug events.

		 Generic drug names used.

		 Dosage and administration times clear.

		 Doctor signature and printed name clear.

		 Dosage administration.



Clinical Incident Management Toolkit | Department of Health 2011

61

Yes No N/A Comments

9		 Results and Reports 

		 All reports signed as seen by a member of the 
clinical team.

10		 Patient Death in Hospital 

		 Date and time of death.

		 Examination confirming Extinction of Life.

		 Description of circumstances, as appropriate.

		 Evidence of completion of a Death Certificate.

		 Evidence of notification of next of kin.

		 Evidence of notification of the GP.

		 Evidence for cremation, or permission for 
autopsy, as appropriate.

		 Evidence of notification of appropriate bodies 
(e.g. Coroner, DMS for Sentinel Events, Statutory 
Mortality Committees, Organ Donor Coordinator, 
Communicable Disease Directorate).

		 Evidence of WARM reporting.

		 Discharge summary.

11		 Discharge Planning 

		 Estimated date of discharge, planning for 
discharge in consultation with the patient.

		 Required documents (medication scripts, 
discharge summary, referrals) completed prior to 
discharge.

12		 Discharge Summary 

		 Summary of events provided to patient and/or 
family/carer at the time of discharge. 

		 Summary provided to the doctor in charge of 
care from that point. (by e-mail, fax or mail).

		 Summary generated by computer, unless 
extenuating circumstances.

		 Summary includes: 

  Final diagnosis/es.

  Other co-morbid conditions.

  Brief narrative of events.

  Procedures undertaken.

  Results.

  Discharge medications (including new 		
    medications) with dosage and duration.

  Information given to the patient, e.g. activity, 	
    diet, wound care, home help, contact if     	
    experiencing problems.

  Follow-up arrangements.
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Yes No N/A Comments

13.		 Format of Entries

		 Entries are in black ink, legible and sequential.

		 Diagrams, tables, graphs and photos have 
appropriate notation.

		 All entries are dated and timed. 

		 All entries are signed. Professional designation 
of the writer, initial and surname are printed (by 
hand or via a stamp).

		 There are no blank lines between entries.

		 Student entries are countersigned by a 
registered practitioner.

		 Only approved abbreviations are used.

		 All entries are on approved health record forms.

		 The frequency of entries is at least every 24 
hours for acute care and at least twice weekly in 
rehabilitative care.

		 Incorrect entries are ruled through with a line 
and marked ‘written in error’, by the author of the 
original entry. Correction fluid is not used.

		 Late entries are identified as such (with the 
heading ”Written in Retrospect”), dated, timed 
and signed as above.

		 Every page has a patient label or a record of 
the patient’s last name, given name, and date of 
birth.

		 The record does not include any prejudicial, 
derogatory, irrelevant, speculative, emotive, 
judgmental or general statements.



C
li

n
ic

a
l 

In
c

id
e

n
t 

M
a

n
a

g
e

m
e

n
t 

To
o

lk
it

 |
 D

e
p

a
rt

m
e

n
t 

o
f 

H
e

a
lth

 2
0

11

63

H
ea

lt
h

 R
ec

o
rd

 R
ev

ie
w

 –
 R

ec
o

m
m

en
d

at
io

n
s 

S
u

m
m

ar
y

In
ve

st
ig

at
io

n 
#:

C
o

n
tr

ib
u

to
ry

 
F

ac
to

r
R

ec
o

m
m

en
d

ed
 

A
ct

io
n

A
ct

io
n

E
 =

 e
lim

in
at

e
C

 =
 c

on
tr

ol
A

 =
 a

cc
ep

t

P
o

si
ti

o
n

 
R

es
p

o
n

si
b

le
P

la
n

n
ed

 
C

o
m

p
le

ti
o

n
 

D
at

e

O
u

tc
o

m
e 

m
ea

su
re

R
is

k 
R

at
in

g
R

ev
ie

w
 

D
at

e
P

ro
g

re
ss

1 2 3 4 5



Clinical Incident Management Toolkit | Department of Health 2011

64

4.4 	 Failure Modes and Effects Analysis (FMEA) – process and 			 
	 templates
Application:

  	Suitable for acute sector, mental health and primary care settings.

  	For use in assessing processes.

  	Suitable for investigating groups of similar incidents that involve the same process(es).

This Tool is based on the Institute for Healthcare Improvement Failure Modes and Effects 
Analysis method10 and is a systematic approach to identifying which parts of a process are most 
in need of improvement. It includes some elements of “process mapping” and “gap analysis”.

Step 1	 Select a Process

FMEA is most effective when applied to processes that do not have many sub processes.  
Large and complex processes may need to be considered in phases or parts to achieve the 
best results.

A process is selected for analysis. Processes may be targeted for FMEA because they are:

  	common to a group of clinical incidents 

  	involved in a serious or sentinel event

  	new and assurance is needed that suitable controls are in place.

Clear start and end points are identified for the process to be analysed.

Step 2	 Appoint a Review Team

An FMEA team coordinator is appointed to be responsible for:

  	facilitating the analysis

  	arranging team meetings

  	ensuring all documentation is completed and forwarded to the appropriate people

  	ensuring the investigation is completed within a reasonable time frame.

An FMEA team is appointed. The team should include a representative from each area or 
profession involved in the process. Not all team members will necessarily be involved in the 
entire process but all relevant areas need to be included to ensure the flow on effects of each 
step are fully appreciated and captured. 

Step 3	 List Steps in the Process

Each step in the process is identified and documented in a list or on a flow chart (see page 66). 
It is important to be specific and detail every step. Gain agreement from all team members that 
the steps are accurate and complete then number the steps.
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Step 4	 Identify Possible Failure Modes and Effects

For each step in the process, all the things that could go wrong (failure modes) are identified (no 
matter how rare or minor). For each failure mode, all the possible causes for the failure and all 
the possible effects are listed using the FMEA Summary Sheet (see page 67).

Step 5	 Risk Rate the Failure Modes

For each failure mode the Risk Priority Number (RPN) is calculated by assigning a score from 1 
to 5 (Rating Scale see page 68) for each of three factors namely:

  	likelihood of occurrence

  	likelihood of being undetected

  	severity of effect / consequence.

The RPN is recorded on the FMEA Summary Sheet (see page 67).

Step 6	 Develop Recommendations

Recommendations are developed to address failure modes.

If the likelihood of the failure occurring is high, consider:

  	whether any of the possible causes can be eliminated

  	adding a forcing function such as a physical barrier that makes it impossible to do the 
wrong thing

  	adding a verification step.

If the likelihood of the failure being undetected is high, consider:

  	other events that may occur prior to the failure that could act as a ‘flag’ 

  	adding a step to the process that provides a check prior to the failure mode

  	adding a technological alert or alarm that is triggered prior to the failure mode.

If the consequence/s of the failure are serious, consider:

  	including the process and failure mode in drills

  	provide information and resources to minimise consequences in locations where failures 
are likely to occur (e.g. reversal agents, antidotes, resuscitation equipment etc).

Staff (positions) responsible for implementing recommendations should be identified/negotiated 
by the FMEA team Coordinator along with proposed implementation time frames. 

Recommendations are recorded in a FMEA Recommendations Summary (see page 70).
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Step 7	 Monitor Implementation of Recommendations

The implementation of recommendations should be monitored. Staff (positions) assigned 
responsibility for implementing recommendations should contact their local Safety, Quality and 
Performance team to verify the frequency of their reporting requirements. Additionally, a final 
report should be submitted to the Patient Safety Directorate within 12 months of the reporting 
date.

The RPN for the process is recalculated once recommendations are implemented to determine 
if the RPN has been reduced.
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5. Models of feedback

The five models of feedback outlined in Table 4 are based upon descriptions of effective 
feedback processes studied by Benn et al.3

Table 4 	Five models of feedback for incident reporting systems with examples  
of how each may be implemented.

Mode Type Content and examples
A. 

Bounce 
back

Information to 
reporter

  	 Acknowledge report filed (e.g. automated response).

  	 Debrief reporter.

  	 Provide advice from safety experts.

  	 Outline issue process (and decision to escalate).

B. 

Rapid 
response

Action within local 
work systems

  	 Measures taken against immediate threats to safety or 
serious issues that have been marked for fast-tracking.

  	 Temporary fixes/workarounds until in-depth 
investigation process can be completed (withdraw 
equipment, monitor procedure, alert staff).

C. 

Raise risk 
awareness

Information to 
all front-line 
personnel

  	 Safety-awareness publications (posted/online bulletins 
and alerts on specific issues, periodic newsletters with 
example cases and summary statistics).

  	 Highlight vulnerabilities and promote correct 
procedures.

D. 

Inform staff 
of actions 
taken

Information to 
reporter and 
wider reporting 
community

  	 Report back to reporter on issue progress and actions 
resulting from their report.

  	 Widely publicise corrective actions taken to resolve 
safety issue to encourage reporting.

E. 

Improve 
work 
systems 
safety

Action with local 
work systems

  	 Specific actions and implementation plans for 
permanent improvements to work systems to address 
contributory factors evident within reported incidents.

  	 Changes to tools/equipment/working environment, 
standard working procedures, training programs, etc.

  	 Evaluate/monitor effectiveness of solutions and repeat.
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7. Appendices  

APPENDIX A: 	 SAC 1 clinical incident notification form

SAC 1 Clinical Incident Notification Form
All Severity Assessment Code (SAC) 1a clinical incidents, including sentinel events are to be notified via 
this form to the Director, Patient Safety Directorate within seven working days of the events occurrence. 

Notified by/date: SAC 1 / Sentinel Event Number: Investigation Report Due:

PSD USE ONLY

Hospital Name: Hospital ID: Event Date: 

Event Description:

Is this SAC 1 clinical incident a sentinel event? Yes * 
If yes, complete sections one 
and three.  

No * 
If no, complete section two and 
section three. 

SECTION ONE: SENTINEL EVENT CATEGORIES Tick one only (ü)
1.  Procedures involving the wrong patient or body part resulting in death or major permanent loss  
     of function.

2.  Suicide of an inpatient (including patients on leave).

3.  Retained instruments or other material after surgery requiring re-operation or further surgical   		
     procedure.

4.  Intravascular gas embolism resulting in death or neurological damage.

5.  Haemolytic blood transfusion reaction resulting from ABO incompatibility.

6.  Medication error resulting in death of a patient.

7.  Maternal death or serious morbidity associated with labour or delivery.

8.  Infant discharged to wrong family or infant abduction.

SECTION TWO: OTHER SAC 1 INCIDENTS Tick one only (ü)
Misdiagnosis and subsequent management Complications of an inpatient fall

Fetal complications Hospital process issues

Patient absconding with adverse outcome Infection control breach

Complications of resuscitation Medication error not resulting in death

Complications of anaesthesia Unexpected death of a mental health patient

Complications of surgery Absconding of any mental health patient

Delay in recognising / responding to clinical deterioration Any other incident resulting in serious harm or death  
of a patient.b

a  	Severity Assessment Code (SAC) 1 – serious harm or death that is specifically caused by healthcare rather than the patient’s underlying 
condition or illness. Sentinel event refers to unexpected occurrences involving death or serious physical or psychological injury, or risk 
thereof.  

b  	 Note this SAC 1 clinical incident notification list is not exhaustive and if unsure of whether to notify an incident, please contact your line 
manager or local risk manager or AHS Safety Quality and Performance Unit or the PSD for advice.

Patient Safety Directorate
SAC 1 Clinical Incident (sentinel event) Notification Form (2011)			   Page 1 of 2
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SAC 1 Clinical Incident Notification Form
SECTION THREE:

Patient outcome (tick one ü) Death * Disability  * No adverse outcome/ 
patient harm  		

*

Tick (ü) if this SAC 1 clinical incident (sentinel event) notification occurred following review of an inpatient via the  
WA Review of Mortality (WARM) process. WARM *

Have any additional reporting requirements been completed?  
(tick ü one response for each)

YES NO Not applicable

•	 The Executive Director, Public Health for maternal deaths, perinatal and infant 
deaths and deaths of persons under anaesthesia.

•	 The Coroner for reportable deaths.

•	 Office of the Chief Psychiatrist for patient suicides and  
serious incidents that occur in mental health.

If no, please provide an explanation: 

Indicate how the event will be investigated 
(tick üone):

State qualified privilege via registered 
committee * Without qualified privilege *

Indicate whether the hospital will undertake the Open Disclosure Process with the patient, 
and, with their permission, their nominated relatives/caters regarding the clinical incident  
(tick üone) :

YES * NO *

If no, please provide an explanation: 

Forward the completed SAC 1 Clinical 
Incident Notification Form via email or fax.   
On receipt of the initial notification the PSD 
will provide the hospital/health facility with a 
reference number, to be indicated on all future 
correspondence regarding the notified event. 

Email: SAC1.events@health.wa.gov.au Fax: (08) 9222 4014

For further information regarding management and investigation of SAC 1 clinical incidents (including sentinel events) see the Clinical Incident 
Management Policy (2011) or to obtain an electronic copy of this form go to: http://www.safetyandquality.health.wa.gov.au/home

Patient Safety Directorate
SAC 1 Clinical Incident (sentinel event) Notification Form (2011)			   Page 2 of 2
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