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1 Executive Summary 
 
1.1 This policy has been formulated to ensure staff respond to Serious Incidents to a 

satisfactory standard and comply with the requirements contained within NHS 
England Serious Incident Framework published on 27 March 2015. The Trust will 
also follow guidance issued by the Care Quality Commission and National 
Patient Safety Agency and act in accordance with the NHS Constitution (27 July 
2015). 

 

1.2 The Trust recognises the Serious Incident Policy as being a valuable tool for 
improving the quality of health services it provides. We need to ensure that we 

respond appropriately when things go wrong as this is a key part of the way that 
the NHS can continually improve the safety of the services we provide to our 
patients.  

 

1.3 We know that healthcare systems and processes can have weaknesses that can 
lead to errors occurring and, tragically, these errors sometimes have serious 
consequences for our patients, staff, services users and/or the reputation of the 
organisations involved themselves. It is therefore vital to continually strive to 
reduce the occurrence of avoidable harm. 

2 Introduction 
 

2.1 This supersedes the Serious Incident Requiring Investigation guidance previously 
in use. Following a review commissioned by the Trust in 2017, it was 
recommended that the Trust should adhere to a Serious Incident Policy, which 
directly aligns to NHS England’s SI Framework 2015 

 

3 Definitions 
 

CQC  Care Quality Commissioning  
GMC  General Medical Council  
NPSA  National Patient Safety Alert  
NRLS  National Reporting and Learning System  
SI  Serious Incident (in line with SI Framework 2015) 
 
Serious Incident  (previously known as a SIRI; serious incident requiring 

investigation). In broad terms, serious incidents are events in 
health care where the potential for learning is so great, or the 
consequences to patients, families and carers, staff or 
organisations are so significant, that they warrant using additional 
resources to mount a comprehensive response. Serious incidents 
can extend beyond incidents which affect patients directly and 
include incidents which may indirectly impact patient safety or an 
organisation’s ability to deliver on-going healthcare. A full definition 
is included in the NHS England Serious Incident Framework 
published on 27 March 2015. 

https://www.england.nhs.uk/patientsafety/serious-incident/
https://www.england.nhs.uk/patientsafety/serious-incident/
https://www.england.nhs.uk/patientsafety/serious-incident/
https://www.england.nhs.uk/patientsafety/serious-incident/
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Level 1  (concise) - suited to less complex incidents which can be 

managed by individuals or a small group of individuals at a local 
level. 

 
Level 2  (comprehensive) - suited to complex issues which should be 

managed by a multidisciplinary team involving experts and/or 
specialist investigators. 

 
Level 3 (independent) investigations suited to incidents where the integrity 

of the internal investigation is likely to be challenged or where it 
will be difficult for an organisation to conduct an objective 
investigation internally due to the size of organisation, or the 
capacity/ capability of the available individuals and/or number of 
organisations involved. 

 
Incident An incident may be defined as ‘any event that has given rise to 

actual or possible harm such as injury, patient dissatisfaction, 
property loss or damage’. Examples of this are a patient or a staff 
injury; distress or death due to clinical error; non- compliance with 
Trust policy incidents where equality discrimination has occurred; 
a theft or fraud; a health and safety injury. 

 
Harm  (actual rather than potential) - Moderate harm: Any patient safety 

incident that resulted in a moderate increase in treatment (e.g. the 
length of a hospital stay increased by four to 15 days) and which 
caused significant but not permanent harm to persons receiving 
NHS-funded care. Moderate increases in treatment may mean an 
unplanned return to surgery, an unplanned re-admission, a 
prolonged episode of care, extra time in hospital or as an 
outpatient, cancelling of treatment, or transfer to another treatment 
area (such as intensive care). 

 
Serious harm (as defined in the NHS England Serious Incident 
Framework): 

 

 Severe harm (patient safety incident that appears to have 
resulted in permanent harm to one or more persons receiving 
NHS-funded care); 

 Chronic pain (continuous, long-term pain of more than 12 
weeks or after the time that healing would have been thought 
to have occurred in pain after trauma or surgery ); or 

 Psychological harm, impairment to sensory, motor or 
intellectual function or impairment to normal working or 
personal life which is not likely to be temporary (i.e. has lasted, 
or is likely to last for a continuous period of at least 28 days). 

 
Prolonged psychological harm: Psychological harm which a 
service user has experienced, or is likely to experience, for a 
continuous period of at least 28 days. 
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Datix  The DATIX system is a risk management system used by the 

Trust to record information on the following modules: 
 

 Incidents 

 Risks 

 Complaints 

 Patient Advice and Liaison Service 

 Compliments 

 Claims 

 Inquests 
 
Never Event  These are a subset of serious incidents that meet all the following 

criteria: 
 

 They are wholly preventable, where guidance or safety 
recommendations that provide strong systemic protective 
barriers are available at a national level, and should have 
been implemented by all healthcare providers. 

 Each Never Event type has the potential to cause serious 
patient harm or death. However, serious harm or death is 
not required to have happened as a result of a specific 
incident occurrence for that incident to be categorised as a 
Never Event. 

 There is evidence that the category of Never Event has 
occurred in the past, for example through reports to the 
National Reporting and Learning System (NRLS), and a risk 
of recurrence remains. 

 Occurrence of the Never Event is easily recognised and 
clearly defined – this requirement helps minimise disputes 
around classification, and ensures focus on learning and 
improving patient safety. Full details and definitions are 
available in the NHS England revised Never Events Policy 
and Framework; re-revised January 2018 (supersedes 
framework of 2015) using the following link:  

 
https://improvement.nhs.uk/resources/never-events-policy-and-
framework/ 

 
STEIS The Strategic Executive Information System (STEIS) developed by 

the Department of Health and used to report serious incidents and 
manage them to completion. 

 
Decision Tree  An on-line tool devised by the National Patient Safety Agency 

(NPSA) to help support fair and consistent staff treatment within 
and between healthcare organisations. The link to the Incident 
Decision Tree model is:  
http://www.nrls.npsa.nhs.uk/resources/?EntryId45=59900 

 

https://improvement.nhs.uk/resources/never-events-policy-and-framework/
https://improvement.nhs.uk/resources/never-events-policy-and-framework/
http://www.nrls.npsa.nhs.uk/resources/?EntryId45=59900


 

Serious Incident (SI) Policy 
Version No.1.0   Page 7 of 30 

RCA Root cause analysis is a structured investigation following National 
Patient Safety Agency (NPSA) guidance that aims to identify the 
true cause of a problem and identify learning and the actions 
necessary to either eliminate or significantly reduce risk. RCA is 
the process used for undertaking systems-based investigations 
that explore the problem (what?), the contributing factors to such 
problems (how?) and the root cause(s)/fundamental issues (why?) 

 
Candour  Any patient harmed by the provision of healthcare services is 

informed of the fact and an appropriate remedy offered, regardless 
of whether a complaint has been made or a question asked. 

 
Root Cause  Any action/inaction that, because it occurred meant that the 

incident was, on the balance of probabilities, bound to occur. 
 
Contributory Factor  Any action/inaction that increased the likelihood of the incident 

happening, but did not make it certain that it would occur. 
 
Lessons Learnt  Actions or inactions identified during the course of an investigation 

that had no bearing on the likelihood of the incident occurring, but 
did not comply with policies, procedures or otherwise recognised 
best practice. 

4 Scope 
 

4.1 This policy applies to all healthcare staff employed by the Trust. Independent 
contractors providing services for NHS Isle of Wight are also encouraged to 
adopt this policy or to develop similar procedures also based on the National 
Reporting and Learning System (NRLS) guidance. 

 
4.2 Implementation of this policy will ensure that: 

 
4.2.1 The response to serious incidents is appropriate and timely. 
4.2.2 There is early, meaningful and sensitive engagement with affected 

patients and/or their families/carers, from the point at which a serious 
incident is identified. 

4.2.3 Serious incidents are reported in a timely fashion and there is appropriate 
and proportionate liaison with the IW Clinical Commissioning Group. 

4.2.4 Incidents are managed and investigated in the most effective way, 
minimising risks to patients, their families, carers and staff. 

4.2.5 The investigation and analysis of incidents follow a consistent, systems-
based approach and focus on identification of learning to inform changes 
to practice and procedures to eliminate or minimise associated risks. 

4.2.6 There are mechanisms in place to ensure that actions from action plans 
are SMART (specific, measurable, attainable, relevant, time-bound), 
monitored until implemented, and there is demonstrable evidence that 
the action plan has resulted in the anticipated practice or system 
improvement. 

4.2.7 Quality assurance processes are in place to ensure completion of high 
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quality investigation reports and action plans to enable timely learning 
and to prevent or minimise the risk of recurrence. 

4.2.8 There are mechanisms and effective communication channels to facilitate 
the sharing of lessons learned across the organisation and more widely 
where required. 

 
4.3 This policy does not over-ride existing lines of accountability nor does it replace 

the duty to inform the police and/ or other organisations or agencies where 
appropriate. 

5 Purpose 
 

5.1 This policy is intended to ensure the Trust is managing serious incident 
investigations effectively and delivering meaningful learning to support the quality 
and safety of patient care and patient experience. 

 
5.2 This document supports the SI process whilst ensuring that the Trust responds to 

and manages serious incidents appropriately, and meets nationally recognised 
best practice for the investigation and analysis of incidents. 

 
5.3 The policy applies to all Trust staff directly and indirectly employed within the 

Trust and has been designed to ensure that staff know how to respond to a 
serious incident, how the investigations process is managed, and understand 
their responsibility and role if involved in an investigation. 

6 Roles and Responsibilities 
 

6.1 Role of the Executive Team 
 

 The role of the Trust’s Executives is to ensure: 
 

6.1.1 A robust escalation process of serious/high risk incidents is in place, from the 
Clinical Business Units through to the Executive team. 

6.1.2 Commitment to act as Chairperson for all Level 2 or 3 serious incident 
integrated panel review meetings. 

6.1.3 There is representation by Execs at the twice-weekly incident review meetings. 

6.1.4 That any requests for “downgrading” a serious incident are reviewed, 
challenged where appropriate and formal confirmation of agreement given, prior 
to requesting the same from the IW Clinical Commissioning Group via the 
Corporate Patient Safety Team. 

 

6.2 Role of the Director of Nursing 
 
 The Director of Nursing is the Executive lead for Patient Safety. 
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6.3 Role of the Director of Quality Governance 
 
 The Director of Quality Governance is responsible for: 

 
6.3.1  Ensuring that the Trust’s incident reporting and management processes 

are robust and effective. 
6.3.2  Providing information and updates on serious incidents that have 

occurred, to external agencies, as appropriate, such as NHSI and CQC. 
6.3.3  Ensuring that non-compliance with this policy is addressed with 

individuals and teams as appropriate. 
 

6.4 Role of Deputy Director of Quality 
 
 The Deputy Director of Quality is responsible for: 

 
6.4.1 Ensuring that systems are in place to identify and learn from clinical and 

non-clinical incidents and near misses; 
6.4.2  Ensuring that the correct incidents are investigated in terms of learning 

and contributing to the quality and safety agenda; and in line with national 
requirements; 

6.4.3  Supporting development of a culture of learning from mistakes and 
adopting best practice and ensuring this is promoted through serious 
incident investigations; 

6.4.4  Providing advice and support to the Investigation Lead/team; 
6.4.5  Ensuring arrangements are in place to report serious incidents on to the 

national database (STEIS). 
 

6.5 Role of Head of Patient Safety and Compliance  
 
 The Head of Patient Safety is responsible for: 
 

6.5.1 Ensuring that the correct incidents are investigated in terms of learning 
and contributing to the quality and safety agenda; and in line with national 
requirements; 

6.5.2 Supporting development of a culture of learning from mistakes and 
adopting best practice and ensuring this is promoted through serious 
incident investigations. 

 
6.6 Role of Heads of Nursing & Quality (Clinical Business Units) 
   
The Heads of Nursing & Quality are responsible for: 

 
6.6.1 With the responsible clinician, contacting patient and/or their family, as 

appropriate, to explain the findings of the initial incident, offering an 
apology and offering the opportunity to input during the investigation 
(Duty of Candour). 

6.6.2 Ensuring that the investigation lead and nominated team are supported 
during the investigation, providing resources where possible, so 
completion of the investigation can be undertaken within agreed 

http://intranet.iow.nhs.uk/Home/Corporate/Quality-Governance-Team/Duty-of-Candour
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timeframes; 
6.6.3 Issuing Terms of Reference to the investigation lead (see link under 7.6) 
6.6.4  Supporting development of a culture of learning from mistakes and 

adopting best practice and ensuring this is promoted through serious 
incident investigations. 

6.6.5  Developing a SMART action plan before the draft report is finalized from 
the recommendations identified by the investigation team;  

6.6.6  Monitoring completion of action plans from incident investigations; these 
will be performance monitored and will be added to the Datix system as a 
way of monitoring completed actions and as a tool for auditing agreed 
actions, via the Corporate Patient Safety Team.  

6.6.7 Ensuring the SI report and minuted outcomes form 
(http://intranet.iow.nhs.uk/SI) are fully completed and submitted for 
closure following the Integrated Panel Review (IPR) meeting. 

6.6.8  With the responsible clinician, sharing final investigation reports and 
findings with the patient and/or their family as appropriate. 

 
6.7 Role of Investigation Lead 
 
 The Investigation Lead for serious incident investigations is responsible for: 
 

6.7.1 Understanding the incident which they have been nominated to 
investigate; 

6.7.2 Supporting the Investigation team throughout the investigation, 
unblocking barriers to engagement in the process and timely completion; 

6.7.3 Ensuring that the incident is fully investigated and the methodologies 
used are appropriate to maximise learning; 

6.7.4 Chairing the initial and (where appropriate) second table top review 
meeting(s) and receiving all evidence and statements gathered from the 
investigation team; 

6.7.5 Writing a draft investigation report ensuring it is clear, comprehensive, 
and that the recommendations are proportionate and appropriate to 
deliver changes that will reduce the risk of a similar event occurring;  

6.7.6 Sharing the draft report with relevant team(s) and subject specialists  
6.7.7 Meeting deadlines for completion of the investigation to ensure statutory 

timescales are met for submission of the final draft report, and later the 
final SI report, to the Isle of Wight Clinical Commissioning Group, and 
escalating to the Patient Safety Lead when the timescales look likely to 
be compromised. 

 
6.8 Role of Investigation Team 
 
 The Investigation team (nominated) for serious incident investigations are 

responsible for: 
 

6.8.1  Understanding the incident which they have been nominated to assist in 
investigating; 

6.8.2  Using methodologies appropriate to the incident to maximise learning; 
6.8.3  Ensuring that delegated tasks are completed in a timely way and as 

instructed by the investigation lead, to help ensure that the lead 

http://intranet.iow.nhs.uk/SI
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investigator can adhere to and meet statutory timescales for submission 
of the final draft report. 
 

6.9 Role of Specialist Advisers 
 
 The investigation team may call upon the expertise of specialist advisers (e.g. 

clinicians in gynaecology, orthopaedics, anaesthetics, infection control or tissue 
viability) to help during the investigation process to gain specialist knowledge and 
understanding. 

 
 Other specialist advisers may include but are not restricted to: 
 

6.9.1 Resuscitation lead 
6.9.2 Fire and security advisor 
6.9.3 Local security management specialist 
6.9.4 Health and safety lead 
6.9.5 Head of information governance 
6.9.6 Safeguarding adults lead 
6.9.7 Named nurse/doctor for safeguarding children and young people 

 
6.10 Role of All Staff 
 
 All staff are responsible for: 
 

6.10.1 Ensuring that immediate action is taken to prevent further harm or a 
repeat incident; 

6.10.2 Escalating potential serious incidents to their line manager at the time of 
the incident; 

6.10.3 Reporting all incidents as soon as possible; 
6.10.4 Complying with this policy; 
6.10.5 Supporting an open culture towards incidents and investigations and 

supporting the investigation process appropriately; and 
6.10.6 Actively working towards sharing and embedding the learning identified 

from incidents and investigations. 
 
6.11 Role of the Patient Safety Sub-Committee 
 
 The Patient Safety sub-committee is responsible for: 
 

6.11.1  Receiving serious incident investigation reports and ensuring they have 
sufficient assurance that a robust investigation has been carried out and 
that any supporting recommendations/action plan will address the root 
cause of the incident and mitigate the identified risks. 

6.11.2  Receiving monthly or quarterly serious incident investigation reports 
identifying trends and themes and changes in working practice. 

6.11.3  Promoting and enabling sharing of lessons learned and delivery of Trust 
patient safety priorities. 
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7 Policy Detail/Course of Action 
 
7.1 Procedural Document Detail / Course of Action 
 
 To implement the SI policy successfully, the Trust needs to ensure it has a 

culture of being open and honest; a mechanism to report incidents of concern; 
support for both patients and staff involved.  

 
 In a service as large and complex as the NHS, things will sometimes go wrong 

and sometimes users will not be satisfied with their level of care.  When this 
happens, the response should not be one of blame and retribution, but of 
learning and a drive to reduce risk and improve the service for future patients, 
visitors and staff. 

 
 When a serious event or incident occurs we need to ensure there are systematic 

measures in place for safeguarding patients, staff, property, NHS resources and 
the reputation of the organisation and wider NHS. This includes the responsibility 
to learn from these incidents to improve the quality and safety of patient care and 
minimise the risk of them happening again. 

 
 A robust approach to investigation, analysis, and learning from incidents is 

required in order to identify how something happened and what 
recommendations/solutions should be put into place to avoid future recurrence. 

 
 There are no exceptions to the Trust's commitment to reporting and learning from 

incidents and it is therefore expected that all staff will comply with this policy. In 
addition, there is an understanding by the Trust that learning requires open, 
honest and timely reporting. This will be achieved within an open and fair culture 
in which no disciplinary action will result from reporting incidents (including 
serious incidents) unless the incident is malicious, negligent and/or criminal, i.e. 
where one or more of the following applies: 

 
 The incident has resulted in a police investigation that results in a prosecution; 
 There are repeated occurrences involving the same individual; or 
 In the view of the Trust and/ or any professional body, the action causing the 

incident was far removed from acceptable practice, constituting gross 
misconduct. 

 
 Investigations are conducted for the purposes of learning to support delivery of 

safe, high quality care and prevent recurrence. They are not conducted to hold 
any individual to account. Other processes exist for that purpose including 
criminal proceedings, disciplinary procedures, employment law and systems of 
service and professional regulation, such as the Care Quality Commission and 
the Nursing and Midwifery Council (NMC), the Health and Care Professions 
Council (HPC), and the General Medical Council (GMC). 

 
 This organisation advocates justifiable accountability and a zero tolerance for 

inappropriate blame. The Incident Decision Tree should be used to promote fair 
and consistent staff treatment within the context of this policy. 

 

http://www.nrls.npsa.nhs.uk/resources/?EntryId45=59900
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7.2 Immediate Response To Serious Incidents 
 
 The immediate response to an incident will depend on its severity. In all 

instances, the first priority is to ensure the needs of individuals affected by the 
incident are attended to, including any urgent clinical care which may reduce the 
harmful impact. Staff must: 

 
7.2.1 Take immediate action to manage the incident and prevent further harm, 

e.g. make area safe, quarantine affected equipment, remove patient / 
staff member from harm, isolate hazard. 

7.2.2 Ensure appropriate medical assessment and treatment is provided as 
necessary. 

7.2.3 Ensure all concerned are safe and supported. 
7.2.4 In the event of an incident involving a machine or equipment, the device 

must be taken out of service immediately, retained for inspection and 
clearly identified with a label. The equipment should be left exactly as it 
was at the time of the incident and no adjustments or intervention must 
be made unless required for safety reasons. Details of the equipment 
involved must be recorded on the incident form, including the bar code 
where relevant. 

7.2.5 Retain any relevant evidence related to the incident that may be required 
for further investigation (e.g. medication packaging). 

7.2.6 Copy and secure all relevant documentation to preserve evidence to 
facilitate any investigation and maximise learning. 

7.2.7 Make a decision about the seriousness of the incident and whether they 
need to inform their senior manager and lead professional. 

7.2.8 Seek extra help or specialist support if required. 
7.2.9 Ensure an incident report is completed, with further statements of fact if 

necessary, as soon after the event as possible and within 24 hours. 
 
7.3 Serious Incidents Requiring Immediate Escalation 
 
 In the case of a serious incident that requires immediate escalation, e.g. 

unexpected death or major outbreak of a serious infectious disease; it should be 
reported immediately, irrespective of the time of day, to the Senior Manager and 
Executive Director on-call. 

 
 Appropriate remedial action should be taken for all incidents as soon as possible 

after the incident has occurred regardless of whether the incident is subsequently 
escalated for investigation or not. 

 
 7.3.1 The Incident Escalation Process 
 

 A key part of incident management is investigation. All incidents should 
be investigated to learn lessons and take remedial action. However, the 
investigation should be proportionate to the scale or complexity of the 
incident or near miss and the likelihood of it recurring. The majority of 
incidents can be followed-up locally by the manager reviewing the 
incident. Local action may be taken before the incident is closed by the 
reviewing manager. The relevant incident report on Datix should always 
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be updated as appropriate to provide a complete record of all reviewing 
and investigation activity for that incident. Expected timescales for the 
review and closure of incidents on Datix are outlined in the Incident 
Management Policy. 

 
 7.3.2 Identifying Events That Require Investigation 
 

 Events or incidents that require investigation to ensure that the 
organisation is learning and improving are not always recorded on the 
Datix Incident module. They may be identified through other routes such 
as notification of an inquest or legal claim; through information received 
from a formal complaint; or via an enquiry and request to investigate 
received from the CCG. Where no incident has been recorded, the 
member of staff who has identified the concerns should complete an 
incident report on Datix with a request that the incident is reviewed for 
escalation to an investigation. 

 
 7.3.3 Review of Incidents 
 

 All incidents reported via the electronic incident reporting system are 
reviewed by the Datix and Incident Team, the responsible manager for 
the incident, and if appropriate a specialist adviser (e.g. Tissue Viability 
Service; Information Governance etc.,) and the Patient Safety Team as 
recorded in the  Incident Management Policy. 
 
 Any incident that the Datix and Incident Team review that may be a 
potential serious incident is forwarded to the Executive Director of 
Nursing and the Deputy Director Quality (or their designated deputy) for 
review. If the incident is considered by both reviewers to meet the 
definition of a serious incident (SI) the incident needs to report on STEIS 
(Department of Health national reporting system) within 48 (working) 
hours. Once becoming aware of the incident, if there is any doubt 
whether this meets with the definition of a serious incident, this should be 
reported as an SI within 48 hours; with the potential to downgrade if 
further information later indicates that this did not meet the definition of 
an SI (there may still be learning from the incident)  
 
 Once confirmed as an SI, the relevant Clinical Business Unit is 
immediately notified (if not already aware through the exec-led, twice 
weekly, incident review meeting) and the incident reported externally onto 
STEIS as an SI, via the Corporate Quality team. A 72-hour report is 
commissioned from the relevant Clinical Business Unit and via the 
Corporate Patient Safety Team, will be shared with the IW Clinical 
Commissioning Group, within 3 working days. NHSI and the CQC will be 
informed via the Executive team. 

 
 Where a reviewed incident does not meet the SI criteria, the options are 

as follows:  
 

 No further action required. This may also apply if there are currently 

http://www.iow.nhs.uk/Downloads/Policies/Incident%20Management%20policy.pdf
http://www.iow.nhs.uk/Downloads/Policies/Incident%20Management%20policy.pdf
http://www.iow.nhs.uk/Downloads/Policies/Incident%20Management%20policy.pdf
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open actions on the corporate risk register that once completed 
would have prevented this incident from occurring. 

 

 For local follow up. Actions taken locally should be recorded on Datix. 
 

 Escalate to the Clinical Business Unit for possible audit or root cause 
analysis investigation. 

 Escalate to the Clinical Business Unit for 72-hour report  

 In order to ensure a consistent approach to incidents where 
investigation may be required outside the SI process, the following 
principles will be applied as appropriate: 

 
-  Was the patient harmed? 
-  Was the incident caused by person or process? 
-  Is there evidence of local investigation and sufficient local 

remedial action? 
-  If so, what additional learning is there to be gained by 

investigating further? 

 Due to the findings of the preliminary investigation, an incident could 
be escalated to an SI retrospectively. 

 

7.4 Implementation/Training/Awareness: 

 
 Trust staff should be responsible for being familiar with this policy and reporting 

patient safety incidents. Root cause analysis training has previously rolled out 
across the Trust; further regular training will ensure that key staff are aware of 
how to undertake a root cause analysis and this training will be cascaded to 
individuals involved in reviewing an incident. 

 
7.5 Root Cause Analysis Methodology 
 
 When reviewing a serious incident, root cause analysis methodology is the 

Trust’s preferred method. Between 2015 – 2017 approximately 80 members of 
staff received a two-day training course from an external medico-legal firm 
outlining how to conduct an investigation. Whilst this did not include identifying 
an actual root cause, or include descriptive terms of reference, the principles of 
investigation and reaching a conclusion were the same as RCA methodology.  
Since the Trust commissioned an external review of the SI process in the latter 
part of 2017, it was recommended that terms of reference, and identifying a root 
cause, be reintroduced.   

 

The Root Cause Analysis System 
 
RCA – an evidence based investigation methodology: 
 
“A systematic process whereby the factors that contributed to an incident are 
identified. As an investigation technique for patient safety incidents, it looks 
beyond the individuals concerned and seeks to understand the underlying 
causes and environmental context in which an incident happened” (NHS 
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England Serious Incident Framework document: March 2015) 
 
RCA seeks to understand the factors which led or contributed to the incident 
and to highlight those systems that were missing or not used and which could 
have prevented the incident occurring. 
 

 
 The Trust is therefore continuing to use the existing staff trained in the 

investigation methodology, but also utilising staff with transferrable skills, i.e. 
those with previous (national patient safety association) NPSA/root cause 
analysis training.  In the meantime, further training will be identified to 
encompass root cause methodology. 

 
7.6 Terms of Reference  
 
 A guidance document is available, which includes an aide memoire to assist in 

drawing up the terms of reference: http://intranet.iow.nhs.uk/SI  
 
7.7 SI Flow Chart  

 The flow chart below outlines the steps to be taken once a serious incident has 
been identified, and aligns to the national timeframe for level 1 and level 2 SI 
cases (those deemed to be a level 3 – independent attracts a timescale of 6 
months): 

http://intranet.iow.nhs.uk/SI
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Serious Incident (SI) Flow Chart 

Incident reported – Service aware 

 

Assessed and formally declared as a SI by an Executive Director  
(confirmation of Level 1 or 2 status) 

 

Quality Governance Team to report to Commissioners via STEIS system; CQC and 
relevant stakeholders to be notified by e-mail on Exec-signed notification via 

Quality Governance Team; Exec to inform CEO/Trust Board 

  

Clinical Business Unit Leads, Clinical Directors, Matrons and other relevant staff to 
be notified of SI via e-mail from Quality Governance Team 

. 

Initial Strategy Meeting to be arranged by Clinical Business Unit; Investigation Lead 
and Investigation Team to be identified; terms of reference set 

 

72-hour report to be available to Quality Governance Team to share with 
Commissioners; immediate actions taken to be recorded on report 

 

Duty of Candour process to have been completed  
(verbal discussion/written letter/recorded in patient notes)  

 

 

(Level 2 cases) Second strategy meeting to be convened; evidence, timelines and 
statements to be submitted for preparation of draft SI report by Investigation Lead 

   

Draft SI report to be agreed by Clinical Business Unit, including confirmation of 
recommendations accepted and sent to Quality Governance Team 

 

Quality Governance Team to send copy of draft SI report to Exec Chair of IPR 
(integrated panel review) meeting and to IW Commissioners at least 5 days ahead 

of IPR meeting. 

 

IPR meeting to be held; actions to SI report be agreed/confirmed 

 

Clinical Business Unit to ensure agreed actions/edits to SI report are made; final 
version of SI report to be submitted to Quality Governance team  

for formal submission to IW Commissioners 

 

Day 1 

Day  
3-4 

Day  
35-40 

Day  
45-50 

Day 2 

Within 
10 days 

Day  
25-35 
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8  Consultation 
 
8.1 All documents including major revisions of existing policies will require 

consultation; policies should describe the level of consultation undertaken in 
relation to new, or revised, documentation and will be dependent upon:  NB the 
document should include the most recent consultation not consultation on 
previous versions: 

 

 The type of document; 

 The impact that its introduction will have. 
 
8.2 Any significant dissent against a Policy that is flagged during the Consultation 

process should be highlighted to the Lead Director and documented in the 
meeting’s minutes and subsequently agreed at Patient Safety Sub-committee. 

9 Training 
 
9.1  The Patient Safety Team are responsible for providing training in relation to the 

serious incident process (with reference to the NHS SI Framework 2015) to all 
relevant staff to ensure staff are fully aware of their responsibilities when dealing 
with issues being managed in the SI process.  

 
9.2  The Patient Safety Team will provide training for Lead Investigators on the 

process required to undertake a root cause analysis investigation, alongside 
knowledge of the overall SI process.  

 
9.3  The Patient Safety Team will provide appropriate tools, templates and guidance 

via the Trust’s SI intranet page.  
 
9.4  Training in the SI process is also provided on an ad hoc basis to via verbal 

communication and/or meetings as and when required.  
 
9.5 This SI policy does not currently have a mandatory training requirement  

10 Monitoring, Compliance and Effectiveness 
 
10.1 This policy should be used in conjunction with the NHS England’s SI Framework 

2015. The current key performance indicators measured locally and by the Care 
Quality Commission are as follows: 

 

 SI reported in 2 working days (of awareness). 

 72-hour report sent to CCG in 3 working days. 

 Immediate actions identified on 72-hour report, as submitted by staff. 
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11 Principles of the Serious Incident Framework 
 
11.1 The local Serious Incident Policy 
 
 The NHS England Serious Incident Framework published in March 2015 is 

designed to support the NHS in ensuring that robust systems exist for 
investigating serious incidents so that lessons are learned and appropriate action 
taken to prevent future harm. It builds on and replaces the National Framework 
for Reporting and Learning from Serious Incidents issued by the National Patient 
Safety Agency (NPSA, March 2010) and NHS England’s Serious Incident 
Framework (March 2013). 

 
 The revised Framework takes a pragmatic, sensible approach to reporting and 

learning from serious incidents and whilst the fundamental principles of serious 
incident management remain unchanged there are some key changes that have 
been instigated in order to simplify processes and improve the timeliness of 
reporting and investigating. Most notably, serious incidents must be identified 
based on the consequences for the patient/family or staff and the potential for 
learning and prevention of future harm, rather than on a definitive list. For 
example, under the revised Framework not all grade 3 and 4 pressure damage 
incidents will meet the serious incident criteria. 

 
 The Framework also advocates striking an appropriate balance between the 

resources applied to the reporting and investigation of individual incidents and 
the resources applied to implementing and embedding learning to prevent 
recurrence. ‘The former is of little use if the latter is not given sufficient time and 
attention.’  As a result, there is a greater focus on the production of high quality 
reports and specifically action plans, with actions now being formulated by those 
who have responsibility for implementation and delivery. In addition, there should 
be evidence to demonstrate the improvement made by implementing the actions. 

 
 The Framework recognises three levels of investigation into serious incidents: 
 

11.1.1 Level 1 – Concise Internal Investigation 
 
  This is suited to less complex incidents which can be managed by 

individuals or a small group at a local level. The outcome of this 
investigation is a concise report which includes the essentials of a 
credible investigation. To be completed within 60 working days of 
reporting. 

 
11.1.2 Level 2 – Comprehensive Internal Investigation 
 
  This is suited to complex issues which should be managed by a 

multidisciplinary team involving experts and/or specialist investigators 
where applicable. The outcome is a comprehensive root cause analysis 
investigation and report which include all elements of a credible 
investigation. To be completed within 60 working days of reporting. 

 
11.1.3 Level 3 – Independent Investigation 



 

Serious Incident (SI) Policy 
Version No.1.0   Page 20 of 30 

 
  This is required where the integrity of the investigation is likely to be 

challenged or where it will be difficult for an organisation to conduct an 
objective investigation internally due to the size of organisation or the 
capacity/capability of those available. To be completed within 6 months 
of reporting. 

 

11.2 The Serious Incident (SI) Process 
 
 Once an incident has been identified as a potential SI and reported onto STEIS 

the following process will be followed. 
 
 11.2.1 72-Hour Report (http://intranet.iow.nhs.uk/SI ) 
 
  A 72-hour report will be completed by key staff in the Clinical Business 

Unit where the incident has occurred. Following receipt of the 72-hour 
report by the Patient Safety Team, a quality checked copy (redacted 
where appropriate) will be submitted to the CCG by the Patient Safety 
Team. 

 
  If following review of the report there is agreement between the Trust 

and the CCG that the serious incident criteria is not met then the incident 
can be downgraded. There may be further investigation through a local 
review or no further investigation, depending on the 72-hour report 
findings. It may also be identified by the Clinical Business Unit following 
additional information identified that the incident does not meet the 
serious incident criteria, and by way of the 72-hour report, the Clinical 
Business Unit can apply for a downgrade of the incident, which must be 
approved by an Executive. 

 
11.3 Notification to Staff  
 
 Once the SI has been reported the Clinical Business unit, and key staff involved, 

will be notified formally by the Corporate Patient Safety Team, via a notification 
to staff. 

 
11.4 Investigation Lead  
 
 The appointment of an investigation lead for each case will be determined at the 

twice weekly incident review meetings, with the support of the core membership, 
using the current list of those trained in investigating techniques.  Note: All 
Investigation Leads should have appropriate training in Root Cause Analysis or 
have appropriate transferable skills, and will be supported by the assigned 
Commissioning Manager from the Clinical Business Unit, together with members 
of the Investigations Team, as appointed at the first strategy meeting. 

 
 The investigation process should be carried out in line with the Root Cause 

Analysis methodology, as appropriate for the incident.  
 

http://intranet.iow.nhs.uk/SI
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Dalton/Williams review 2014: ‘Building a culture of candour’ 

 
‘Put simply, candour means the quality of being open and honest. Patients should be well-informed about 
all elements of their care and treatment and all caring staff have a responsibility to be open and honest to 
those in their care. It follows then that care organisations should have and sustain a culture which 
supports staff to be candid.’ 
 

 Duty of candour should not be confused with issues of negligence; 

 Duty of candour is a requirement to be open and honest with patients; 

 An apology is not an admission of guilt or negligence 

 There is a selection of templates and supporting guidance available on the 
Trust’s SI intranet page.  

 
11.5 Duty of Candour 
 
 All NHS Healthcare Services are now subject to contractual duty of candour and 

aligns to the same fundamental principle of being open and honest. Early contact 
should be made with those affected in the investigation process, and it is the 
responsibility of the clinical team to ensure that Duty of Candour is met; a verbal 
apology should be offered as soon as the incident is identified and this should be 
undertaken by the staff closest to the patient at the time of the incident, usually 
the clinician caring for the patient. A record of apology should be made in the 
patient notes as well as on Datix web. 

 
 Duty of candour is triggered by a notifiable safety incident (health service body – 

Reg. 20(8)), which is defined as, any unintended or unexpected incident that 
occurred in respect of a service user during the provision of a regulated activity 
that, in the reasonable opinion of a health care professional, could result in, or 
appears to have resulted in: death (directly related to incident; severe harm, 

moderate harm or prolonged psychological harm to the service user.  

 There are template letters available on the Trust’s intranet SI page to help with 
duty of candour principles. There is also a dedicated Duty of Candour page for 
reference.  

 
11.6 Investigation Report 
 
 Care must be taken to ensure that the investigation report and the action plan 

are written in an accessible and understandable way, as it may be shared with 
the patient and their family. 

 
 Once a draft report has been produced using the template provided, it should be 

circulated to all those involved in the investigation, reviewed for accuracy and 
amended accordingly. The aim is to conduct a thorough and robust investigation 
which is reflected in a high quality report. 

 
 Once the SI report content has been agreed by the Investigation Lead(s)/team a 

draft copy of the report, including recommendations, should be sent to the 
Clinical Business Unit in which the incident occurred. They will be responsible for 
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identifying SMART  actions from the report recommendations and completion of 
any action plan. 

 
 Draft SI reports should be fully completed and submitted to the Patient Safety 

team within the deadline given at the outset of the SI process. Reports will be 
returned to the Investigation Lead and/or Clinical Business Unit if not fully 
completed.  

 
 The draft report will be shared with the IW Clinical Commissioning Group 5 

working days ahead of the planned IPR meeting (see below). The attached copy 
of the minuted outcomes is a template agreed by both the CCG and the Trust 
and will be used between both parties during the review stage of the final SI 
report; firstly by the CCG when reviewing the draft report, and then by the 
Clinical Business Unit when completing and submitting the final report for 
closure. 

  
11.7 Integrated Panel Review Meetings 
 

In 2016, the Trust introduced Integrated Panel Review meetings (IPR) into the SI 
process.  The purpose was to review and discuss the final report with key staff, 
including a member of the Trust’s Executive team and a representative from the 
IW Clinical Commissioning Group, prior to the final report being submitted for 
closure.  This has led to a more streamlined process with open communication 
between the Trust and the IW CCG. 
 
Level 1 concise cases are to be chaired by a senior member of the Patient 
Safety Team, and Level 2 comprehensive cases are to be chaired by an 
Executive of the Trust Board.  The administrative arrangements for these 
meetings, including diary commitments, will be co-ordinated by the Corporate 
Patient Safety Team, together with the Quality Managers from the individual 
clinical business units.   
 
To gain the most from the learning, the speciality teams involved in the incident 
will be expected to attend the IPR meetings.  
 
A representative of the IW Clinical Commissioning Group is invited to each of the 
IPR meetings, so that any queries can be addressed in a timely way, with key 
people in attendance.  Following this, the final report would be submitted to the 
CCG to formally request closure. Prior to submission to the CCG, any level 2 
reports must be signed off by an Executive of the Trust Board.    

 
11.8 Submission of Report to Isle of Wight of Clinical Commissioning Group (CCG)  
 
 The final copy of the SI report is submitted to the CCG by the Corporate Patient 

Safety Team to meet statutory timescales (60 working days from the date the 
incident was reported via STEIS) and will include a completed minuted outcomes 
form. 

 
 The CCG will then review the final report with their SI panel members to ensure 

that it provides evidence of a robust investigation with appropriate actions for 
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prevention of future harm. Should the CCG query any of the report contents or 
challenge elements of the action plan, the Patient Safety Team will liaise with the 
Investigation lead and/or the Clinical Business Unit to ensure an appropriate 
response. 

 
11.9 Risks and Actions Identified Through Investigations 
 
 11.9.1 Identifying Risks 
 
 The Clinical Business Unit leads and appropriate specialty leads should 

review existing risks and actions recorded on the Corporate Risk 
Register and consider whether a new risk has been identified as a result 
of an investigation. 

 
 11.9.2 If a new risk is identified, a risk assessment should be completed in the 

usual way and forwarded to the Risk Team for adding to the Corporate 
Risk Register. Where appropriate, actions should be cross-referenced to 
existing risks and action plans to avoid duplication. 

 
11.10 Analysis, Learning and Improvement 
 
 11.10.1 Activity Reports 
 
   Monthly Patient Safety and Serious Incident (SI) Activity Report 

includes both qualitative and quantitative data including analysis of 
aggregated trends and themes, identified causal factors, projects 
planned or on-going to address the identified risks, and any subsequent 
changes in practice. 

 
 11.10.2 Triangulation of Data 
 
   The learning from all investigations, whether SI reportable or not, will be 

triangulated wherever possible with other sources such as complaints, 
legal claims, audit and a variety of patient safety initiatives. Where there 
is a common theme or a specific concern emerges, the incidents or 
reports may be aggregated to include a ‘deep dive’ and the production 
of an overarching action plan. 

 
 11.10.3 Sharing the Learning 
 
   All root cause analysis reports should evidence how the learning will be 

shared with the relevant operational teams and other key groups where 
the outcome of the learning may affect other areas, including not only 
clinical areas, but other areas such as Human Resources. Locally, this 
may include being able to share across key areas at an early stage, via 
strategy meetings held during the review and at the Integrated Panel 
Meeting at the end of the review. Subsequently, sharing will also be 
delivered at team meetings, staff supervision and divisional governance 
meetings, as appropriate. The report will be available on Datix for 
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reference but is also held by the Clinical Business Unit once the 
investigation is complete.  

 
 11.10.4 Final versions of root cause analysis reports should be made available 

to specialist advisors for reporting back to their specialist committees or 
groups to ensure the same information is shared across the whole 
organisation. 

 
 11.10.5 Where appropriate, learning will be shared by a variety of other means. 

This may be through for example, a ‘Patient Safety Alert’ or the weekly 
Chief Executive Bulletin or as an agenda item at a nursing or medical 
forum. 

 
11.11 Monitoring Improvement 
 
 Any themes and trends arising from investigations (particularly SIs) will be sent 

quarterly, by the Corporate Patient Safety Team, to the Clinical Audit Lead to 
ensure that any audit requirements are captured and included in the annual 
clinical audit programme. This helps to ensure that any changes in practice are 
measured, have an impact on the quality of care and lead to improvements in 
quality and safety. 

 
11.12 Monitoring Compliance with the Effectiveness of the Policy 
 
 11.12.1  Standards/Compliance 
 
  The SI process has its own indicators which reflect compliance with 

individual elements of this policy and are reported to the Board via the 
Trust’s monthly quality report. 

 
• SI reported within 2 working days (of awareness) 
• 72-hour report sent to CCG in 3 working days 
• Immediate actions identified on 72-hour report, as submitted by 

staff 
• National timescales of submitting final SI report within 60 working 

days met (or 6 months where appropriate) 
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Appendix 1  
 

Financial and Resourcing Impact Assessment on Policy Implementation 
 

NB this form must be completed where the introduction of this policy will have either a positive 
or negative impact on resources.  Therefore this form should not be completed where the 
resources are already deployed and the introduction of this policy will have no further 
resourcing impact. 

 

Document 
title 

SI Policy   

 

Totals WTE Recurring  
£ 

Non 
Recurring £ 

Manpower Costs      

Training Staff     

Equipment & Provision of resources     

 
 
Summary of Impact: No Costs involved  
 
Risk Management Issues:  None 

Benefits / Savings to the organisation:   
 
Equality Impact Assessment 
 
 Has this been appropriately carried out?    YES/NO  
 Are there any reported equality issues?    YES/NO 
 
If “YES” please specify:  
 

Use additional sheets if necessary. 
 
Please include all associated costs where an impact on implementing this policy has been 
considered.  A checklist is included for guidance but is not comprehensive so please ensure 
you have thought through the impact on staffing, training and equipment carefully and that 
ALL aspects are covered. 

Manpower WTE Recurring £ Non-Recurring £ 

 
Operational running costs 

   

     

Totals:     

 

Staff Training Impact Recurring £ Non-Recurring £ 

    

Totals:     
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Equipment and Provision of Resources Recurring £ * Non-Recurring £ 
* 

Accommodation / facilities needed   

Building alterations (extensions/new)   

IT Hardware / software / licences    

Medical equipment   

Stationery / publicity   

Travel costs   

Utilities e.g. telephones    

Process change   

Rolling replacement of equipment   

Equipment maintenance   

Marketing – booklets/posters/handouts, etc.   

   

Totals:     

 

 Capital implications £5,000 with life expectancy of more than one year. 
 

Funding /costs checked & agreed by finance:                      

Signature & date of financial accountant:        

Funding / costs have been agreed and are in place:  

Signature of appropriate Executive or Associate Director:  
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Appendix 2 

 
 

Equality Impact Assessment (EIA) Screening Tool 
 
 

1. To be completed and attached to all procedural/policy documents created within individual 
services. 
 

2. Does the document have, or have the potential to deliver differential outcomes or affect in 
an adverse way any of the groups listed below?  
 
If no confirm underneath in relevant section the data and/or research which provides 
evidence e.g. JSNA, Workforce Profile, Quality Improvement Framework, Commissioning 
Intentions, etc. 
 
If yes please detail underneath in relevant section and provide priority rating and 
determine if full EIA is required. 

 

Gender 

 Positive Impact Negative Impact Reasons 

Men   
Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Women 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Race 

Asian or Asian 
British People 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Black or Black 
British People 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Chinese 
people  

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Document Title: Serious Incident Policy 

Purpose of document 

This policy applies to all healthcare staff employed by the Trust. 
Independent contractors providing services for NHS Isle of Wight are 
also encouraged to adopt this policy or to develop similar procedures 
also based on the National Reporting and Learning System (NRLS) 
guidance. 

Target Audience All Health care staff 

Person or Committee undertaken 
the Equality Impact Assessment 

Quality Assurance Lead  
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People of 
Mixed Race 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

White people 
(including Irish 
people) 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

 

People with 
Physical 
Disabilities, 
Learning 
Disabilities or 
Mental Health 
Issues 

 

 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Sexual 
Orientat
ion 

Transgender 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Lesbian, Gay 
men and 
bisexual 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Age 

Children  
 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Older People 
(60+) 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Younger 
People (17 to 
25 yrs.) 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Faith Group   
Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Pregnancy & Maternity 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Equal Opportunities 
and/or improved 
relations 

 
 

Policy does not discriminate ay 
Service User or members of 
staff (One policy applies to all). 

Notes: 
Faith groups cover a wide range of groupings, the most common of which are Buddhist, 
Christian, Hindus, Jews, Muslims and Sikhs. Consider faith categories individually and 
collectively when considering positive and negative impacts. 
 
The categories used in the race section refer to those used in the 2001 Census. Consideration 
should be given to the specific communities within the broad categories such as Bangladeshi 
people and the needs of other communities that do not appear as separate categories in the 
Census, for example, Polish.  
 
3. Level of Impact  
 
If you have indicated that there is a negative impact, is that impact: N/A 

  YES NO 

Legal (it is not discriminatory under anti-discriminatory law)   

Intended   

 
If the negative impact is possibly discriminatory and not intended and/or of high impact then 
please complete a thorough assessment after completing the rest of this form. 
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3.1 Could you minimise or remove any negative impact that is of low significance?   Explain how 
below: 

 
N/A 

3.2 Could you improve the strategy, function or policy positive impact? Explain how below: 

N/A 
 

3.3 If there is no evidence that this strategy, function or policy promotes equality of opportunity or 
improves relations – could it be adapted so it does?  How? If not why not? 

N/A 
 

Scheduled for Full Impact Assessment Date: Policy Review Meeting 2018 

Name of persons/group completing the full 
assessment. 

Karen Kitcher 
Caroline Young 

Date Initial Screening completed 03 April 2018 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


