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Data Protection Act 2018 (General Data Protection Regulation – GDPR) Legislation 

The Trust has a duty under the Data Protection Act 2018 and General Data Protection 
Regulations 2016/679 to ensure that there is a valid legal basis to process personal and 
sensitive data. The legal basis for processing must be identified and documented before 
the processing begins. In many cases we may need consent; this must be explicit, 
informed, and documented. We cannot rely on opt out, it must be opt in. 

Data Protection Act 2018 and General Data Protection Regulations 2016/679 is applicable 
to all staff; this includes those working as contractors and providers of services. 

For more information about your obligations under the Data Protection Act 2018 and 
General Data Protection Regulations 2016/679 please see the Information Use Framework 
Policy or contact the Information Governance Team  

Royal Cornwall Hospital Trust rch-tr.infogov@nhs.net 
 

STOP 

If a significant incident has occurred, go directly to the action cards overleaf and 
follow the instructions. 

  

mailto:rch-tr.infogov@nhs.net
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RESPONSIBILITIES OF ALL STAFF: 

When an incident is discovered all staff have a responsibility to ensure immediate 

action is taken to reduce further risk, maintain safety and ensure that their own 

safety is not compromised. The safety of staff, patients and visitors is paramount. 

All staff will be required to report the incident on Datix. Ideally this should be the person 

directly involved in the incident that should complete the incident form, but where 

this is not possible a witness or manager may complete the form. 

1: PUT SAFETY FIRST 

• Make sure you and 

others are safe 

• Take immediate 

emergency action to 

ensure that no 

further harm will be 

caused 

• Call emergency 

services/doctor if 

required 

Emergency Contact Numbers: 

Medical Emergency/Psychiatric Emergency/Fire Emergency – 2222 or 

999 for incidents which require police involvement 

2: INFORM MANAGERS 

Inform the person in charge of the ward/department or team at the time. Consider escalation to On-call Team 

3: MANAGE THE INCIDENT 

The most senior person on duty will take responsibility for managing the incident 

(e.g. Shift Leader or Team/Ward Manager) 

4: INCIDENT REPORTING 

Complete an incident form on Datix as soon as reasonably practical within 24 hours of 

incident occurring providing factual details of what happened and what immediate 

actions were taken.  

 

5: CANDOUR 

Acknowledge what has gone wrong, explain it to the patient and carer or family and 

sincerely apologise (this does not indicate liability). Identify any outstanding 

concerns, including concerns of the patient, carer or family and how these will be 

followed up. 
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Team manager/ward manager responsibilities: 
 

The manager on duty at the time of the incident is responsible for ensuring the safety 

of all involved or affected. 

The staff member allocated to manage incidents for the Team/Ward where the incident 

occurred should manage the incident following the guidance below unless they wish 

a different colleague to manage the incident. Contact the Patient Safety team in 

order to allow another member of staff to manage the incident. 

 

ASSESS THE SITUATION 

Using facts and evidence, make a judgement as to the impact of the incident and 

any remaining risk.  

MINIMISE HARM 

Make sure those directly involved receive immediate care/assistance where required 
to minimise injury/psychological harm. 

Provide all necessary assistance in dealing with the immediate situation and 
ensuring remedial action is taken. 

Ensure that any defective equipment and/or medical devices are immediately taken 
out of use and kept safely, pending examination. 

If the incident is a Patient Safety Incident ensure that the consultant responsible for 
the patient is informed as soon as is appropriate. 

• Assess whether other patients, staff or others require support 

• Highlight any gaps in the individual patient’s care that may require action 

• Identify any gaps or areas of risk relating to the overall care provided by the team, 
create recommendations and actions to address these issues. 

ESCALATE IF REQUIRED 

Assess whether the level of incident severity initially reported is correct. 

Assess whether specialist advice/support is needed e.g. Safeguarding. 

Assess the potential for further harm and further actions (Risk Management). 
 
Immediately inform the senior manager of any incident which resulted in major harm 
or death, during office hours contact the patient safety team and the on- call manager 
out of hours 
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REPORT – If moderate harm or more is reported 

 Where an incident is reported as a moderate harm the manager accountable for the 
incident must: 

 

• Review the incident within a working day and obtain all relevant information to be 

able to confirm the harm level and accuracy of information provided. See appendix 5 

for 48 hour report process 

• Ensure that all relevant documentation and evidence is kept secure. 

 

REPORT –  all incidents: 
 

For all incidents: 

• Review the incident within 48 hours  

• Complete Section One of the Patient Safety Review Summary if the incident has 
resulted in moderate harm or higher. 

• Assess whether there was deliberate harm to staff/patients and consider contacting 
external agencies, e.g. police or local authority. 

• Assess the risk for the potential to reoccur. Identify gaps in knowledge or more 
serious risks that could arise and put in a plan of action to address. 

• Ensure that the incident reporter is provided with feedback on any additional support 
and actions in response to the incident (this is automated through the Datix report on 
final approval). 

• Ensure that where gaps or errors are identified in care provided, that the patient and 
family/carer is informed and duty of candour responsibilities are met (see below). 

• Review the incident to consider any scope for further review / wider learning 
proportionate to the incident and the incident outcome  

• Ensure that all actions are entered on Datix and are assigned to an appropriate staff 
member for follow up. 

OPENNESS and CANDOUR 

Ensure that there is appropriate support provided to the patient involved and their 

family/carer or others who may have been impacted by the incident. Acknowledge 

and explain to those involved what may have gone wrong, apologise and identify 

any follow up. This must be confirmed in writing in line with the Duty of Candour 

policy. 

STAFF SUPPORT / DEBRIEF 

Ensure that there is appropriate support to team members involved. As soon as 

possible after the incident offer a debrief for all staff, patients, family 

members/carers affected by the incident if appropriate. Refer to Occupational Health 

if required. Notes from the debrief can be stored on Datix. 
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1. Introduction 

1.1. The Royal Cornwall Hospitals NHS Trust (hereafter referred to as the Trust) is 
committed to improving the quality of patient care, ensuring high standards of 
health and safety, and minimising harm by providing a system of incident 
reporting which allows all staff to record any incident which causes harm, 
damage or loss or has the potential to do so. 

1.2. The Trust is committed to delivering care in a safe environment to protect 
patients, visitors, staff and the organisation from harm. Understanding when 
things can go wrong is the first step to preventing them from occurring. Incident 
reporting presents an important opportunity to learn from past events and ensure 
steps are taken to minimise recurrences. 

1.3. There is overwhelming evidence that NHS organisations with a high level of 
incident reporting are more likely to learn and subsequently increase safety for 
patients, staff and visitors. An indicator of a positive reporting culture is a high 
number of incident reports which have resulted in no or low harm. 

1.4. The Trust promotes an open learning culture where staff are encouraged to 
report incidents, complaints and other learning events which are investigated 
thoroughly to determine causal factors and actions, where appropriate, to 
improve services as a result. As part of this, a just culture is used to consider 
wider systemic issues where things go wrong to allow colleagues to learn without 
fear of retribution. This means that unless there was a wilful act with the intent to 
cause harm or a deliberate action to not follow professional standards, 
information, instruction and training, a punitive performance management 
process will not be undertaken.   

1.5. Although it may not be possible to eliminate hazards entirely, the organisation 
can and must continuously learn in order to minimise harm to patients and 
others. Reporting incidents supports the Trust to deliver safer care. 

1.6. The Trust has a procedure for staff who wish to raise any concerns they may 
have about the conduct of staff or the way in which the Trust is run. This is 
outlined in the ‘Freedom to Speak Up; Raising Concerns’ policy. 

1.7. Non-compliance with this policy should be reviewed as an incident either within 
the scope of an existing investigation or as a separate matter. 

1.8. This version supersedes any previous versions of this document. 

1 ‘The fair treatment of staff supports a culture of fairness, openness and learning in the NHS by making staff feel confident to 

speak up when things go wrong, rather than fearing blame. Supporting staff to be open about mistakes allows valuable 

lessons to be learnt so the same errors can be prevented from being repeated.’ NHS Improvement, A Just Culture Guide. Link 

to NHS I Just Culture Guide including Incident Decision Tree:  

  

https://www.england.nhs.uk/patient-safety/a-just-culture-guide/
https://www.england.nhs.uk/patient-safety/a-just-culture-guide/
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2. Purpose 

2.1. This policy sets out the Trust systems, processes and expectations in relation to 
incident reporting and learning and includes the: 

• Process for reporting all incidents involving staff, patients and visitors 

• Process for reporting to external agencies 

• Process for investigating incidents according to level of harm and 
assessing potential future harm / risk 

• Process for involving and communicating with internal and external 
stakeholders to share lessons learned 

• Process for the aggregated analysis of incidents, complaints and claims 

• Process by which the organisation ensures local and organisational 
learning and changes in practice resulting from individual incidents and 
aggregated analysis 

• Process for ensuring communication is open, honest, occurs as soon as 
possible and is well documented 

• Process to ensure our legal duties for Duty of Candour are applied and 
monitored 

• Training requirements for staff. 

2.2. Compliance with this policy will ensure that incidents are systematically 
identified, recorded, and reported to management teams and appropriately 
investigated. This will result in an open and transparent incident reporting and 
management culture in which lessons learned are embedded thus improving 
safety for future patients, staff, and visitors. 

2.3. Responding appropriately when things go wrong in the care and treatment of 
patients is a key part of the way that the Trust will continually improve the safety 
of the services that it provides. Compliance with this policy provides guidance to 
ensure that when an incident occurs the impact is minimised and the likelihood 
of it being repeated is minimised. 

2.4. The policy includes the principles of ‘Being Open’ and ‘Duty of Candour’. Please 
refer to the Trust’s Being Open and Duty of Candour Policy and Procedure. The 
needs of those affected by the incident will be the primary concern of those 
involved in the response to and the investigation of an incident. 

2.5. This policy provides guidance to ensure that: 

• Staff are aware of what an incident, near-miss or more serious incident 
(such as a Never Event) is and what to do when such an incident occurs 

• Staff follow the correct procedures when an incident occurs to accurately 
report the incident within designated timescales 
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• Staff effectively manage the incident 

• Effective debriefs take place following incidents to support staff and 
patients 

• Immediate action/learning takes place in the team where the incident has 
occurred as well as Trust wide learning from applying systems thinking. 
Learning may also be gained from thematic reviews, and learning is 
shared between organisations (where organisations are involved or may 
benefit from the learning) 

• Thorough investigation takes place for incidents and near misses where 
there is potential for learning, and any learning identified is embedded 

• Staff, patients, carers and families and members of the public are provided 
with appropriate support throughout the investigation process and are able 
to contribute towards learning (effort is proportional to the incident 
outcome and learning potential). 

3. Scope 

3.1. This policy applies to all persons employed by or contracted to the Trust, 
including those employed on a bank, agency or locum basis, and students and 
volunteers. Incidents may be raised on receipt of concerns raised by a patient, 
carer, or family and either managed as a complaint or reported by staff as an 
incident. The Trust may also be alerted to an incident from a stakeholder from 
the wider health community, such as a GP or NHS Kernow commissioned 
service. 

3.2. The policy outlines how the Trust reports, manages, analyses and learns from 
incidents, but does not replace the personal responsibilities of staff with regard to 
issues of professional accountability. 

3.3. All investigations carried out under this policy are conducted for the purpose of 
learning and improvement in order to prevent recurrence and not to apportion 
blame. Where an incident has resulted in an unnatural or unexpected death, this 
will be shared with the medical examiner and the coroner for their inquiry 
following process outlined in this policy.  

3.4. All staff are expected follow the roles, responsibilities and procedures outlined in 
this policy, and are required to cooperate and participate where necessary with 
all reviews or investigations, in accordance with various NHS and professional 
codes of conduct and Trust Policies. 
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4. Definitions 

There are a number of terms that can be used to describe incidents. To avoid 
confusion, a list of accepted definitions is in the table below. 

Category to 
be defined  

Definition  

Accident 
An unfortunate incident that happens unexpectedly and 
unintentionally, typically resulting in damage or injury. 

Adaptation 
Adjustment or modification to ways of working to ensure safety in a 
complex system.  

Analysis 
A detailed examination of the elements of an incident to identify 
what, how and why an event happened to identify areas of learning 
and improvement. 

Complications 

Complications are any deviation from the normal course. Medical 
complications are an unfavourable evolution or consequence of a 
disease, a health condition or a therapy. A complication may be 
related to the illness and caused by medical examination or 
treatment. However if a complication is a direct result of human 
error, negligence, poor system or equipment design or unnecessary 
treatment it is a clinical incident. 

Datix 
Datix is the Trust’s risk management system that enables reporting, 
analysis and collation of incidents, complaints and risks. 

Death 

The death of any patient in receipt of inpatient services as a result of 
a patient safety incident should always be recorded as an incident. 
Within incident reporting, it is important to determine where a death 
has occurred due to a natural progression of disease. 

Duty of 
Candour 

The Trust and all healthcare professionals have a statutory obligation 
under the Health & Social Care Act (CQC Regulation 20) to be open 
and transparent when things go wrong. 

Hazards Situations with the potential to cause harm, loss or damage. 

Human 
Factors 

Enhance clinical performance through an understanding of the 
impact of teamwork, tasks, equipment, workspace, culture and 
organisation on human behaviour and abilities. Clinical human 
factors relates to the application of that knowledge in clinical 
settings. 

Incident 
Investigation 

An incident investigation is the act or process of examination or 
enquiry and analysis into an adverse event in order to understand, 

how and why it occurred as well as identify mitigating actions to 
prevent future occurrence. 
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Category to 
be defined  

Definition  

Incident/ 
Adverse 
Event 

An Incident is defined as an occurrence or unplanned event (act or 
omission), where there is injury, loss of life, loss or damage to 
persons or property.  

Manager 

In this policy the term manager is used to refer to the person with 
first line management responsibility for a team or department at the 
time when an incident takes place. It does not correspond to a 
particular band or job title - Teams/Wards can advise the Patient 
Safety Team which staff members they require to be managers of 
incidents that occur in their team and this can be automatically set 
up on the Datix system. 

Medication 
error 

A medication error is a preventable incident, associated with the use 
of medicines, which may put a patient at risk. Such incidents may be 
related to any of the steps in the medicine use process. This 
includes prescribing, dispensing, monitoring, advice, administration 
of the medicine, and the transfer of information. The incorrect 
administration of medication, or the non-administration of prescribed 
medication without adequate reason, constitutes a medication error. 

Moderate 
Incident 

Any unexpected or unintended incident that resulted in a moderate 
increase in treatment, possible surgical intervention, cancelling of 
treatment, or transfer to another area, and which caused significant 
but not permanent harm, to one or more persons receiving NHS-
funded care. 

National 
Priority 

An incident as determined by NHS England which requires a Patient 
Safety Incident Investigation. The investigation may be performed 
by an external body or an internal investigation officer. 

Near Miss 

A near miss is defined as any event or circumstance that was 
prevented or narrowly avoided injury or harm, which had it occurred, 
could have had a detrimental impact. A near miss also 
encompasses the failure of clinical policy where no harm has come 
to the patients. 

Deciding if a near miss should be a patient safety review or incident 
investigation should be rated on the likelihood of the incident 
occurring again if the current situation remains unchanged and the 
potential of harm to staff, patients and the organisation had it 
occurred or if it happened again. 

Never Event 

Never Events are nationally defined patient safety incidents that are 
deemed wholly preventable if the available measures have been 
implemented. The current list of Never Events is available at: 
https://www.england.nhs.uk/patientsafety/never-events/ 

https://www.england.nhs.uk/patientsafety/never-events/
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Category to 
be defined  

Definition  

Patient Safety 
Incident 

Any unintended or unexpected incident no matter how small which 
could have or did lead to harm for one or more patients’ receiving 
care from Trust services or, in the case of unexpected deaths, was 
in receipt of Trust services. 

Patient Safety 
Incident 
Response 
Framework 
(PSIRF) 

PSIRF is a framework set out by NHS England to develop the 
cultures, systems, and behaviours required to respond to patient 
safety incidents to ensure learning and improvement. 

Patient safety 
Incident 
Investigation 

Conducted to national standards to identify how and why certain 
patient safety incidents happen. They include data collection and 
analysis phases to learn more about system-based underlying 
factors and their interdependencies.  

Patient Safety 
Review 

Appraisal of the incident to identify safety concerns, ensure 
immediate risks are managed and make any required changes. 

Patient Safety 
Specialist 

A person(s) appointed by the Trust to provide expertise, support and 
guidance on safety science and safety culture. 

RIDDOR 

RIDDOR is the Reporting of Injuries Diseases and Dangerous 
Occurrences Regulations 2013 (HSE 1999). 

RIDDOR defines the type of incidents, diseases and occurrences 
that must be reported to the Health and Safety Executive (HSE) to 
comply with statutory requirements. The full definition for each 
category of RIDDOR reportable incidents is available at the HSE 
website: http://www.hse.gov.uk/riddor/report.htm 

Risk 
The probability that a specific hazard will occur in a specific time 
period or as a result of a specific situation (this should be recorded 
on the risk register). 

Risk 
Assessment 

The process that helps the Trust understand the range of risks it 

faces, the level of ability to control those risks, their likelihood of 
occurrence and their potential impact. 

Root Cause 
Analysis 
(RCA) 

A method of investigating incidents and complaints. This offers a 
framework identifying what, how and why an event happened to 
identify areas of learning and improvement. 

Safeguarding 

Safeguarding means protecting people's health, wellbeing and 
human rights, and enabling them to live free from harm, abuse and 
neglect. For more information, please refer to the Trust’s 
Safeguarding policies for both adults and children. 

Serious Harm Incidents where permanent harm has occurred. 

https://www.england.nhs.uk/wp-content/uploads/2020/08/Standards_for_PSI_Investigation.pdf
http://www.hse.gov.uk/riddor/report.htm
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Category to 
be defined  

Definition  

STEIS 
Strategic Executive Information System - a national reporting 
system  used by Commissioners, CQC, and NHS England to report 
incidents that meet the national criteria. 

System 
Engineering 
Initiative for 
Patient Safety 
(SEIPS) 

SEIPS is an approach to incident investigation that examines the 
system rather than individual processes or actions. 

2 
Serious Incident Framework, NHS England, updated March 2015 

5. Ownership and Responsibilities  

Note that this does not include roles for all staff and specialists who may be involved 
in an investigation and is not meant to be an exhaustive list. 

5.1. Role of Staff: 

• Responsible for reporting and escalating incidents in accordance with this 
policy and co-operating where appropriate in any subsequent 
investigations 

• Upholding an open learning culture which seeks to make improvements 
without apportioning blame 

• Responsible for the application of duty of candour when appropriate 

• Engage in learning and outcomes from investigations 

• Staff concerned about the delivery of care/service to patients have a duty 
to express their concerns to their line manager, through the incident 
reporting system or as outlined in the ‘Freedom to Speak Up; Raising 
Concerns’ policy. 

• Staff concerned about the safety of their environment have a duty to raise 
their concerns, in line with the Trust’s Health and Safety General policy. 

5.2. Role of the Trust Board 

5.2.1. The Chief Executive, Medical Director, Deputy Chief Executive of RCHT 
/ Dual Director of Nursing, Midwifery and Allied Health Professionals, 
Director of Integrated Governance and other Executive Directors have a 
collective responsibility to ensure that this policy is effectively 
implemented. This includes ensuring that: 

• The culture of openness, honesty, and being ‘Just’ is role modelled 
at all times to enable improvements to be made, 
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• the required resources are available to facilitate the enactment of 
this policy, 

• the quality of investigations and reports is comprehensive, 
ensuring system factors of the incident are identified and the report 
is written in a way that can be understood by the patient and/or 
next of kin. The recommendations address the identified cause/s 
and contributory factors with a clear link to actions. 

5.2.2. The Trust Board will: 

• Receive assurance regarding effective incident management and 
implementation of incident management policies and procedures 
from relevant committees. 

• Receive key information relating to significant incidents including 
national priorities and Never Events. 

• Receive information relating to and raise any particular concerns 
and issues in relation to, trends or peaks in incidents and of the 
actions the Trust is taking to address these. 

5.3. Role of the Director of Integrated Governance 

5.3.1. The Director of Integrated Governance is the Executive Director that 
holds overall responsibility for the incident reporting and management of 
the policy. This includes: 

• The development, implementation and review of this policy 

• Ensuring the processes are in place so that meaningful information 
about incident reporting and management is presented to and 
reviewed by the Trust Board 

• Joint responsibility or delegated responsibility to a nominated 
deputy for defining and verifying the level of investigation an 
incident should receive under the Patient Safety Incident 
Response Framework (PSIRF). 

5.3.2. The Director of Integrated Governance is responsible for ensuring that 
the Deputy Chief Executive of RCHT / Dual Director of Nursing, 
Midwifery and Allied Health Professionals and Chief Executive (CEO) is 
kept fully informed about the declaration of any Patient Safety Incident 
Investigations (PSIIs) and for reporting the details of PSIIs to the Quality 
Assurance Committee. 

5.3.3. As Chair of the Incident Review and Learning Group (IRLG), the Director 
of Integrated Governance is responsible for the quality assurance of 
patient safety investigations and reports. 

5.3.4. The Director of Integrated Governance is also responsible for ensuring 
reporting is carried out in line with the Care Quality Commission (CQC) 
regulatory framework. 
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5.3.5. The purpose of this role is to provide professional leadership and 
independent clinical overview for the Trust Board, regarding patient 
safety reviews and the investigation of PSIIs with shared learning. 

5.4. Role of the Lead Consultant for Patient Safety  

The responsibility for defining and determining what level of patient safety 
review/investigation is required rests jointly with the Director of Integrated 
Governance and the Lead Consultant for Patient Safety (or a nominated 
deputy in their absence) during normal hours. 

5.5. Senior Information Risk Owner (SIRO) 

The SIRO is the Senior Management Board Member responsible for 
Information Governance (IG) in the Trust and ensures IG incidents are 
reported and investigated in line with the Trust incident reporting process. In 
the Trust, the SIRO is the Director of Integrated Governance. 

5.6. Caldicott Guardian 

The Caldicott Guardian is a senior clinician who oversees the arrangements 
for the use and sharing of clinical information and advises on options for the 
lawful and ethical processing of information as required and represents 
confidentiality at Board Level.  

5.7. Information Governance (IG) Manager 

The IG Manager has delegated responsibility from the SIRO and is 
responsible for ensuring IG SIRI incidents are reported and investigated in 
line with national NHS guidance on reporting, managing and investigating IG 
incidents. 

5.8. Deputy Director of Integrated Governance 

Specifically the Deputy Director of Integrated Governance will: 

• Oversee patient safety incident investigations to ensure that an open and 
fair investigation has taken place with the relevant care/service delivery 
problems, contributory factors and causal factors identified 

• Collaborate with relevant colleagues in the People and Organisational 
Development department to ensure a Just Culture is nurtured, matured 
and monitored 

• Provide Trustwide periodic learning from incidents via the appropriate 
platform for all relevant Trust staff 

• Seek external assurance that the PSII reports are in line with other local 
and national reports 

• Attend PSII panel meetings when necessary to provide independent 
scrutiny and advise as appropriate in line with this policy 
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• Attend the Incident Review and Learning Group 

• Work with the Medical Director, Director of Integrated Governance and 
Deputy Chief Executive of RCHT / Dual Director of Nursing, Midwifery and 
Allied Health Professionals on the aggregated learning and 
implementation of Trustwide clinical initiatives/projects to address the 
issues identified 

• Develop effective processes for the effective triangulation of incident data 
with other sources (e.g. patient feedback, complaints, risk) 

• Responsible for overseeing effective governance processes to ensure 
learning is shared and sharing mechanisms are embedded in the 
organisation 

• Responsible for the reporting of PSIIs, investigation outcomes and 
relevant data to Trust Board and the Quality Assurance Committee 

• Attend meetings with patients and/or their next of kin in line with the Trust’s 
Being Open/Duty of Candour process where necessary due to the 
seriousness of the incident or at the request of the Investigating Officer 

• Responsible for ensuring the functioning of the corporate systems detailed 
within the policy and support the identifying, recording, reporting to 
management, appropriately investigating and learning from incidents and 
Duty of Candour requirements 

• Responsible for notifying the Commissioner and other relevant external 
stakeholders via STEIS of reportable incidents, and the Commissioner will 
have a process in place for informing Specialist commissioners where an 
incident relates to a patient’s treatment commissioned by them 

• Undertake the corporate collation and analysis of incidents. Liaise with 
external and internal stakeholders where necessary, generate trend 
reports of incident types/themes. 

5.9. Risk Manager 

• Acting as custodian for the Trust’s Policy for the management of incidents 
including PSIRF and supporting the monitoring processes in relation to 
compliance and implementation 

• Maintaining the Datix Reporting System and monitoring the quality of 
incident reporting to ensure adequate data quality is maintained 

• Establishing and maintaining an appropriate infrastructure for the 
management of incident reporting and investigation 

• Providing advice and support to all staff and ensure training, resources 
and information is available to all staff relating to reporting, managing and 
investigating incidents 

• Ensuring that the Trust meets the requirements of the NHS England 
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Patient Safety Incident Response Framework 

• Providing regular reports on incident data in line with this policy 

• Signposting staff to support mechanisms for staff involved in incidents 

• Ensuring appropriate notifications to senior managers and executive of all 
Patient Safety Incident Investigations 

• Ensuring reporting of patient safety incident data to the National Reporting 
Learning System (NRLS) or its replacement. 

• Ensuring that relevant external agencies are notified of the relevant 
incidents and that the organisation meets all external notification 
requirements. 

• Ensuring that the Trust meets Duty of Candour requirements for all 
moderate and above incidents and that these are further reviewed upon 
completion of investigation reports. 

5.10. Role of Patient Safety Specialist 

All NHS organisations in England are required to have one or more patient 
safety experts, providing dynamic, senior leadership, visibility and support. In 
addition, they will support the development of a patient safety culture, safety 
systems and improvement activity. 

The patient safety specialist is responsible for: 

• Work with internal and external stakeholders to improve the quality of 
incident reporting and activities under PSIRF. 

• Provide expertise in aspects of patient safety such as human factors, 
systems thinking, investigation and improvement activity. 

• Nurture and maintain a just culture through responses to adverse events 

• Providing Investigating Officer training and supporting PSII Leads and 
panels. 

• Responsible for ensuring that there are effective and efficient systems to 
identify themes and learning from incidents and to liaise with functions 
across the Trust as appropriate 

• Escalate risks emerging from incident management and wider patient 
safety concerns. 

• Ensure that objectivity is maintained throughout the investigation and a 
just culture is upheld. 
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5.11. Role of the Patient Safety Team 

The Patient Safety Team is responsible for: 

• The administration and management of the Trust’s risk management 
system for Clinical Governance (Datix). 

• Ensuring the database meets the requirements of users including ease of 
reporting and extraction of data/information from the database. 

• Act as the gatekeeper for incident reporting and providing appropriate 
challenge on the grade, investigation level and overall handling of incident 
reports.  

• Ensure standard cause code definitions are recorded for all reported 
incidents and upload incidents to the National Reporting and Learning 
System (NRLS) or its replacement.   

• Link with the Health and Safety team regarding reportable incidents to the 
Health and Safety Executive (HSE) including reportable incidents under 
the Reporting of  Injuries, Diseases, Dangerous Occurrence Regulations 
(RIDDOR) and ensure all RIDDOR investigations are investigated in line 
with the investigation process. 

• Providing regular incident management information reports, and ad-hoc 
reports, for Trust departments, groups and committees and supporting 
others to run reports locally from Datix. 

• Supporting services in developing systems to share learning across the 
Trust. 

• Providing on-going training in the use of the Datix system. 

• Ensuring processes are in place to identify PSIIs involving patients with 
Learning Difficulties and informing the Learning Disabilities liaison team 
and Investigating Officer. 

• Allocate patient safety incident investigations to Investigating Officers 
within two days of declaring a PSII via the safety huddle. 

• Responsibility to identify hazards and mitigations and how learning from 
investigation impacts existing risk controls. 

5.12. Role of the Patient Safety Incident Investigation Leads 

• Responsible for the management of an investigation caseload including 
complex cases. 

• Responsible for supporting and engaging staff, patients and/or their 
families throughout the investigation process. 

• Responsible for the mentoring and coaching of Investigating Officers when 
undertaking PSIIs and Patient Safety Reviews. 
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• Responsible for building capability in the workforce in order to undertake 
PSIIs and Patient Safety Reviews. 

• Provide advice, guidance, objectivity and training to all staff relating to the 
national investigation standards, requirements and outcomes and to 
identify training needs. 

• Responsible for the identification of potential audit themes, risk and 
learning arising from investigations and ensuring it is reported through 
governance systems and structures including the Risk Register. 

• Responsible for ensuring that there are effective and efficient systems to 
identify themes and learning from incidents and to liaise with functions 
across the Trust as appropriate. 

• Support the achievement of key performance indicators and other 
performance management mechanisms related to patient safety reviews 
and PSIIs. 

• Responsible for contributing to the improvement of patient and family 
experience through effective performance management of incidents. 

5.13. Role of Care Group Management Teams 

The role of Care Group Management Teams (Head of Nursing/Midwifery, 
General Manager and Clinical Director) is to: 

• Ensure that all staff within the Care Group are aware of and able to 
comply with the requirements of this policy 

• Ensure there are a number of staff within the Care Group trained in 
systems-based methodology e.g., Systems Engineering Initiative for 
Patient Safety (SEIPS) 

• Ensure that the IO has accepted the responsibility and oversee the 
progress against the investigation, and that they are impartial and 
appropriately trained. 

• Attend the Incident Review and Learning Group 

• Ensure that the Care Group governance structures support the systems 
for identifying, recording, reporting to management, appropriately 
investigating, and learning from incidents 

• Encouraging a positive, open reporting culture and sharing learning from 
incidents and near misses between teams 

• Ensure that being open and Duty of Candour obligations are met within 
the Care Group. 
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5.14. Role of Care Group Governance Leads 

The role of Care Group Governance Leads in relation to incident 
management is to promote consistent, accurate and timely categorisation 
and grading of incidents on Datix within the Care Group by ensuring teams 
responsible for the reviewing and categorisation of all incidents are 
adequately trained. They are also responsible for: 

• Monitoring compliance with required timescales and escalating concerns 
of non- compliance including compliance with Duty of Candour and being 
open 

• Ensuring the integrity and quality of investigations and that the 
governance process is followed to sign off 

• Ensuring that all actions are monitored via the Care Group’s governance 
processes thus ensuring timely completion 

• Co-ordinating the dissemination of Trust wide learning at Care Group 
level 

• Conduct Care Group level analysis of incidents, work with the Patient 
Safety Team to liaise with external and internal stakeholders where 
necessary and generate trend reports of incident types / themes. Work 
with multidisciplinary teams within the Care Group to identify and share 
learning 

• Encouraging a positive, open reporting culture and sharing learning from 
incidents and near misses between teams 

• Informing staff of relevant incidents and the outcomes of investigations in 
order to share learning 

• Signposting staff to support mechanisms for staff involved in incidents. 

5.15. Role of Ward/Department Managers 

Line managers are responsible for: 

• Ensuring that staff within their wards/departments are able to recognise 
an incident and know how to report it (on Datix). Trigger lists (see 
appendices) are often helpful in supporting colleagues to report incidents. 

• Ensuring that incidents are managed to ensure the immediate safety and 
well- being of those involved 

• Ensure that perishable evidence is gathered including equipment/devices 
involved in the incident ensuring that there is a capture of all settings as 
they were at the time of the incident 

• Reviewing and finally approving all reported incidents, verifying that an 
appropriate level of investigation has taken place and been recorded and 
that the incident details, categorisation and severity are recorded 
correctly 
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• Ensuring appropriate corrective actions are implemented following an 
incident, escalating concerns where management is outside of their area 
of control or where the incident or its impact may affect others 

• Liaise with the Health and Safety Manager as soon as possible regarding 
any member of staff who has been off work or is unable to perform their 
normal job for more than three days as a result of an accident or incident 
at work and about any other potential RIDDOR reportable incident (See 
the Trust’s Reporting of Injuries, Diseases and Dangerous Occurrences 
Policy & Guidance) 

• Liaison with other relevant staff as necessary including: 

▪ The Named Nurse for Safeguarding Children where there is any 
concern about the welfare of a child 

▪ Information Governance staff where there is a loss/breach of 
person identifiable information 

▪ Infection Prevention & Control staff where there is concern about 
infection prevention or control 

▪ Human Resources where there are any concerns about staff 
capability, competence or behaviour 

▪ Local Counter Fraud Specialist if relevant 

• Vulnerable adult procedures are followed where the incident involves any 
allegation or suspicion of abuse of an adult in the Trust’s care 

• Ensuring that staff are referred to the Occupational Health (OH) 
department following the reporting of any OH related incidents e.g. 
possible occupational dermatitis, sharps injuries and manual handling 
Injuries 

• Incidents in area of responsibility are investigated according to the 
severity of the incident 

• Incident information is regularly reviewed and analysed to identify any 
patterns or trends that need to be investigated 

• Necessary actions and changes are implemented based on the findings 
of incident investigations and reviews 

• Feedback from the review of an incident is provided to those staff 
involved 

• Learning which could be applied more widely is brought to the attention 
of the other relevant colleagues, services, and the Patient Safety Team 
for sharing more widely across the Trust. 

• Providing staff, patients or other persons involved in the incident with 
appropriate professional or personal support. 
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5.16. Role of Patient Safety Investigating Officers (IOs) 

The IO is to undertake the review or investigation; they must be fully trained 
in undertaking investigations using system-based techniques such as 
SEIPS. They must also be impartial so where possible they should not work 
in the team or department where the incident occurred. There may be 
exceptional cases where the IO works in the same area if specialist 
knowledge or experience is required. The IO should work closely with the 
Patient Safety Investigation Ambassador to ensure that objectivity is 
maintained throughout the investigation. Their role includes: 

• To undertake an investigation using evidence-based tools and 
techniques which establish what happened and why to ascertain how 
recurrence may be reduced or eliminated 

• To ensure an open learning culture, which seeks to make improvements 
without apportioning blame, is upheld throughout the review process 

• To formulate recommendations to manage care and service delivery 
issues 

• To provide an investigation report as a record of the investigation process 
that sets out clearly the investigation findings, recommendations and 
conclusions 

• To keep a full investigation pack of all documents used for the 
investigation, including all statements taken, photographs and notes 
relied upon to formulate the report, which must be sent to the Patient 
Safety Team on completion of the investigation. 

• Inform the Post Graduate Team if any Junior Doctors are involved in the 
investigation so that support can be provided 

• To highlight if Duty of Candour obligations have not been met by the start 
of the investigation 

• To ensure the patient and/or family is involved in the investigation if they 
wish to be and to make sure their questions are answered within the 
scope of the review where possible 

• Be a point of contact and support for colleagues involved in the adverse 
event, being inclusive and signpost to further wellbeing services as 
required 

• To ensure the report is shared with the patient and/or family 

• To ensure the report is shared with the staff involved. 

5.17. Role of Subject Matter Experts 

• Provide expert advice regarding the patient pathway and care delivered 
to the person conducting the review to consider what should have 
happened vs what did happen. 
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• Identify any internal or external parties which may use the review to 
inform their judgement (e.g. Section 42 enquiries, MHRA, yellow card, 
pressure ulcer external reporting). 

• Help formulate the points to be considered and/or questions the review 
may need to answer. 

• Consider and advise on the adequacy of training, tools/technologies and 
policies. 

• Consider and advise on the impact of environment, wider organisational 
and external factors which may have affected the care delivered. 

• Link with improvement plans (e.g. avoidable harm) to support advancing 
patient safety in the organisation. 

• Take a lead in implementing recommendations (e.g., if training or a policy 
needs to be reviewed). 

5.17.6. Medication Safety Officer (MSO) 

The Medication Safety Officer is responsible for: 

▪ Managing medicines incidents reported in the organisation, and 
improving the reporting of and learning from these 

▪ Signing off medicines incident reports before they are sent to 
NHSE 

▪ Working as a member of the safe medication practice 
committee 

▪ Is a member of the national MSO network. 

5.17.7. Medical Devices Safety Officer (MDSO) 

The MDSO is a member of the National Medical Devices Network, 
supports local medical devices error reporting and learning and acts 
as the main contact for NHS England and the MHRA. 

5.18. Staff Side Safety Representatives 

Under the terms of the Safety Committees and Safety Representatives 
Regulations 1977, the Trust recognises the right of Staff Side Safety 
Representatives to investigate health and safety related incidents and 
dangerous occurrences. 

5.19. Role of the Incident Review and Learning Group (IRLG) 

• The purpose of the group, chaired by the Director of Integrated 
Governance, is to ensure that the Trust abides by the national guidelines 
within PSIRF, to include reporting, investigating, learning and acting upon 
adverse events. This is laid out in the Terms of Reference for the Group. 
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• The group will provide clinical expertise and executive oversight of all 
reported patient safety incidents identified as a national priority including 
never events. IRLG will also provide operational oversight of the 
effectiveness of the Trust’s processes for management and assurance of 
patient safety incidents, including national and local priorities as 
determined by PSIRF, alongside Patient Safety Reviews. This includes 
reporting, investigation, learning from and acting on such incidents or 
events. 

• IRLG is accountable to the Trust Board via regular updates to the Quality 
Assurance Committee. 

5.20. Role of Speciality Governance and/or Care Group meetings  

Speciality and Care Group Governance meetings will review all incidents 
that have occurred within the speciality/department and ensure that each 
has been managed appropriately through: 

• Triangulate incidents with other sources of information such as 
complaints, claims, Friends & Family Test results and comments to 
identify and act on common themes/issues within the speciality 

• Review and agree the actions that are being taken in response to 
reported incidents 

• Ensure that actions arising from investigations are implemented and their 
effectiveness monitored 

• Identify any risks arising from incidents and ensure these are articulated 
on the relevant risk register 

• Ensure learning is shared across the speciality and at Care Group level. 

5.21. Role of Care Group Governance meetings  

Care Group Governance meetings will review: 

• Monthly incident reports that include the number, location and severity of 
incidents reported within the Care Group in the previous month 

• Quarterly incident reports that include the above plus the identification of 
themes/trends and the actions in place to address these 

• Patient Safety Review Summary reports or Patient Safety Incident 
Investigations completed since the last meeting 

• Monthly reports detailing the progress in implementation of actions 
arising from Care Group patient safety reviews and PSIIs. 

• Triangulate this information with other sources of information such as 
complaints, claims, Friends & Family Test results and comments to 
identify and act on common themes/issues within the Care Group 
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• Ensure the dissemination and sharing of learning to all staff at Care 
Group level and highlight learning to the Patient Safety team that has 
been identified as potentially having relevance Trustwide. 

5.22. Role of the Quality Assurance Committee (QAC) 

The QAC is a sub-committee of the Board and has the sole purpose of 
ensuring that the RCHT strategic plan for quality is operationalised 
effectively throughout the organisation. The QAC will take assurance on 
matters of quality on behalf of the Board of Directors. The sub-committee 
will: 

• Receive, review and act on triangulated quality data (that includes 
incident data) to identify preventable harm on a quarterly basis 

• Facilitate sharing of learning from incidents 

• Seek assurance that agreed investigation actions have been completed 
within the appropriate time scales 

• Seek assurance that regular audit is in place to monitor actions from 
action plans, quarterly 

• Receive a monthly review of themes and trends relating to performance 
and any on-going quality concerns 

• Receive monthly assurance that requirements for Duty of Candour are 
being discharged 

• Receive assurance evidence that actions resulting from patient safety 
incident investigations are complete and have been embedded, and that 
there are sound clinical governance arrangements in place to monitor 
compliance 

• Ensure any identified risk is put onto the Trust Risk Register where it will 
be reviewed as part of the risk management process. 

5.23. Role of the Health & Safety Committee 

• The Health & Safety Committee is responsible for receiving and 
reviewing RIDDOR reportable incidents on a regular basis and any other 
incidents that may have health and safety implications to ensure learning 
is identified and implemented as well as analysing trend data. 

• The Committee will make recommendations and observations that may 
be relevant to a specific ward, department, Speciality, Care Group or 
Trust wide. 

5.24. Role of Information Governance Committee (IG) 

This group is the senior group in the Trust responsible for ensuring Trust 
compliance with Information Governance. This includes legal and NHS 
requirements. The group will ensure: 
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• That IG incidents are notified to the ICO and DOH through the IG Toolkit 
correctly and in a timely manner 

• The timeliness of the investigation process 

• Ensure appropriateness and completion of planned actions. 

5.25. Role of the Executive Quality and Safety Huddle 

The Medical Director, Director of Integrated Governance, Lead Consultant 
for Patient Safety and Deputy Director of Integrated Governance meet once 
a week to review incidents scored at moderate and above from the 
preceding week to determine investigation level under PSIRF and to 
discuss any quality concerns or emerging themes that need to be 
addressed. 

6. Standards and Practice 

6.1. Reporting of Incidents 

6.1.1. All incidents must be reported on the Trust’s Risk Management System 
(Datix) immediately or as soon as safe to do so (link via Trust Intranet). 
The information reported on the incident form must be factual and 
accurate. No opinions or guesswork should be included and it should be 
in line with the Trust’s values and behaviours. This is a legal document 
and must be factual. 

6.1.2. Incidents cover a wide range of events and may affect patients, staff and 
others both clinical and non-clinical. Incident reports should, wherever 
possible, be completed by the member of staff who first becomes aware 
of the incident. If that person is unable to do this due to personal injury or 
other circumstances, the form must be completed by another person on 
their behalf. 

6.1.3. Any incident that relates to an external organisation will be forwarded by 
the Patient Safety Team to ensure they are made aware of the incident 
and refer that incident to the external body for appropriate action. 

6.1.4. Any incident received from an external organisation including General 
Practitioner (GP) practices will be entered onto the Datix system by the 
Patient Safety Team and allocated to the relevant department to 
investigate. 

6.1.5. Any unexpected death arising from the Trust’s Mortality Review Process 
will be subject to a full mortality review. The outcome will be reviewed by 
the Care Group Mortality Lead and Deputy Medical Director for 
consideration of further escalation in line with this policy. 

6.1.6. In some circumstances, allegations can be raised through other forum, 
such as Whistleblowing or the Professional Standards Policy where it is 
alleged that an incident has occurred. Where such allegations are made 
consideration must be given to whether they meet the StEIS reportable 
criteria. 
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6.1.7. An incident may arise as a result of Clinical Harm Reviews undertaken at 
the Trust. The Deputy Medical Director will highlight these to the Deputy 
Director of Integrated Governance and provide the information to the 
Executive declaration team to agree if the incident should be 
investigated as a patient safety review or PSII. 

6.1.8. Where staff intentionally choose not to report an incident, this will be 
reviewed as an adverse event. Where wilful intent to conceal an incident 
is found, this will be managed in accordance with performance 
management policies inclusive of disciplinary action. 

6.2. Immediate Response to the Incident 

6.2.1. The initial response to any incident must be to make the situation safe 
thus preventing further harm to patients, visitors and/or staff/ others. 

6.2.2. Incidents resulting in unexpected death (catastrophic), serious injury 
(major) or suspected never events must always be reported immediately 
to the Director of Integrated Governance/Deputy Chief Executive of 
RCHT / Dual Director of Nursing, Midwifery and Allied Health 
Professionals or Deputy Chief Nurse / Medical Director, or Deputy 
Medical Director; and a senior member of staff (usually to include Line 
Manager and named or on-call Consultant as appropriate) for 
appropriate escalation by the senior member of staff on duty or the on-
call Manager / Director. 

6.2.3. For incidents which involve medical devices, make a judgement as to 
whether the device should be removed from clinical care. If the device is 
removed, do not disassemble, clean, decontaminate or alter control 
settings. Clearly identify defective item(s) and attach a yellow 
decontamination sticker and contact the Medical Equipment Manager. 

6.2.4. For medication incidents where patient harm has been identified or is 
suspected the medication must be retained if possible and the batch 
number (lot number) and manufacturer must be recorded on the Datix 
Form. 

6.2.5. Where medication is suspected to be defective e.g. clouding or 
particulates in an intravenous (IV) fluid product this must also be 
retained, taken out of use and an incident form completed including 
batch (lot) number and manufacturer. 

6.2.6. Where appropriate, photographs of defective equipment or to show the 
environment can be taken and uploaded to the incident form, to help 
inform any investigation. 

6.2.7. The governance process for incident grading and escalation is set out in 
Appendix 5. 
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6.2.8. Incident Triage: 

The Patient Safety Team is responsible for reviewing Datix 
reported incidents on a daily basis. For all incidents identified as 
resulting in moderate harm and above, a 48 hour review using 
section one of a Patient Safety Review will be requested. 

The initial review should be as comprehensive as possible, 
completed with involvement of the necessary departments and 
include Duty of Candour details. This report should be signed off by 
a member of the Care Group triumvirate before submitting to the 
Executive Review Group via the serious incident mailbox. If 
appropriate (for example a PSIRF national priority) this initial review 
may be submitted to external agencies such as the CQC, CCG, NHS 
E and NHS I as required . 

6.2.9. Governance of Patient Safety Reviews – declaration to final report  

Following a decision for a full Patient Safety Review (PSR), an 
investigating Officer is appointed with a Lead Patient Safety 
Incident Investigator to oversee the review. The final report is 
approved by the care group then shared and approved at the 
Incident Review Learning Group. The timeframe is 30 working 
days. 

6.2.10. Governance of Patient Safety Incident Investigations – declaration 
to final report  

Following the declaration of a PSII, an Investigating Officer is 
appointed via the safety huddle and the investigation into the 
incident commences with a Lead Patient Safety Incident 
Investigator to oversee and support. Appendices 6 and 7 give 
further detail on this process. 

The draft report is approved by the Care Group, presented at the 
Incident Review and Learning Group, which is attended by the 
clinical commission group, then submitted for Executive approval. 
This should be done within agreed timescales, likely to be within 
1-3 months but can be extended to 6 months in exceptional 
circumstances. 

6.2.11. Governance of Actions resulting from Patient Safety Incident 
Investigations  

Following submission of the final report to the KCCG the PSII 
Action Plan Lead (named on the plan) oversees the delivery of the 
PSII action plan. The progress of these actions is monitored at the 
Incident Review and Learning Group. 
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6.3. Levels of investigations 

The level of investigation should be proportionate to the individual 
incident as part of the PSRIF framework and requirements set out in 
this policy. There are three options available: 

1. Local management 

2. Patient Safety Review 

3. Patient Safety Incident Investigation. 

6.4. Investigation Appropriate to the Severity of the Incident 

6.4.1. Near Miss, No Or Low Harm. 

A Manager’s Investigation is proportionate to no harm / minor 
incidents where there is little change to the patient’s care plan, for 
example they only required additional monitoring, and are managed 
within the team by the local manager. This should be completed 
within 20 working days to ensure that all necessary immediate 
remedial action is taken and documented in the management section 
on the electronic incident report. The manager’s investigation section 
is automatically sent to the reporter once the investigation is finally 
approved on the system. 

6.4.2. Moderate, Major or Severe Harm 

Where moderate harm has occurred, a patient safety review will be 
commenced, section one must be completed within 48 hours. Following 
review, and on the decision of the Executive Review Group, a further 
appraisal of the event can be undertaken which is captured in section 
two of the Patient Safety Review summary.  

6.4.3. Death (other than natural causes/ progression of disease) 

The greatest effort should be concentrated on incidents where 
catastrophic harm has occurred. The incidents must be the subject of a 
comprehensive Patient Safety Incident Investigation (PSII). A full 
evidence pack must be kept of any documentation supporting the 
findings in the report including any notes taken and investigative tools 
used. These will be returned to the Patient Safety Team (either as a 
hard copy or electronically) where they will be electronically stored in 
the relevant case folder and made available if further investigation or 
legal action arises. 

6.5. Levels of Investigation as Determined by National Priorities 

Within PSIRF, NHS England have identified national priorities where a PSII 
must be undertaken by an external body or internal investigation officer. Where 
a potential national priority is identified, section one of the Patient Safety Review 
should be completed for assessment by the Executive Review Group.  
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6.5.1. PSII’s To Be Conducted by External Bodies 

Table 1: PSII Requiring External Investigation 

*Learning Disabilities Mortality Review (LeDeR) 

Incident Indications 
Reviewing 
body/specialist 

Maternity and 
neonatal incidents 

which meet the ‘Each Baby 
Counts’ and maternal 
deaths  Healthcare Safety 
Investigation Board (HSIB) 
criteria 

These must be 
referred to HSIB for a 
HSIB-led PSII 

Mental health-related 
homicides 

by persons receiving mental 
health services – or within 
six months of their 
discharge. These must be 
referred to the relevant NHS 
England and NHS 
Improvement regional 
independent investigation 
team who commission 
mental health homicide 
investigations.  

Relevant NHS 
England and NHS 
Improvement regional 
independent 
investigation team 

Child deaths 

need to be referred to the 
local Child Death Overview 
Panel. A PSII may also be 
indicated where there is 
reason to believe that one 
or more patient safety 
incidents/ problems in care 
could have contributed to 
the death. 

Local Child Death 
Overview Panel 

Deaths of persons 
with learning 
disabilities 

need to be referred to the 
local *LeDeR reviewer. If a 
trust wishes to complete its 
own internal mortality 
review, the *LeDeR initial 
review process is 
recommended; 
documentation is available 

Local* LeDeR 
reviewer 

Safeguarding 
incidents 

need to be referred to the 
local safeguarding lead. 

Local Safeguarding 
lead 

Incidents in screening 
programmes 

need to be referred to the 
local Screening Quality 
Assurance Team 

Local Screening 
Quality Assurance 
Team. 
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Incident Indications 
Reviewing 
body/specialist 

Deaths of patients in 
custody, in prison or 
on probation where 
healthcare was/is 
NHS funded and 
delivered through an 
NHS contract. 

where healthcare was/is 
NHS funded and delivered 
through an NHS contract. 
These are reviewed by the 
Prisons and Probation 
Ombudsman (PPO) who will 
work with NHS England and 
NHS Improvement to 
commission an independent 
clinical review of the 
healthcare the person 
received in custody before 
their death 

Prisons and Probation 
Ombudsman 

Table 2: PSII's for Local Investigation 

Incident Indications 

Never Events 
Incidents meeting the Never Events criteria 
2018 

Learning from Deaths Criteria 

A death clinically assessed as more likely 
than not due to problems in care. (This 
clinical assessment will have been conducted 
as part of a local LfD plan, or following 
concerns about care or service delivery. It will 
be conducted by a clinical specialist not 
involved in the patient’s care, using a 
recognised method of case record/case note 
review). Note: this is not a legal term and is 
not the same as ‘cause of death’ or 
‘avoidable mortality’, which have specific 
meanings in law and public health 
respectively and are outside the scope of a 
PSII and which have been determined by 
case record review to be more likely than not 
due to problems in care. 

Deaths of persons with mental 
illness whose care required 
case record review as per the 
Royal College of Psychiatrists’ 
mortality review guidance 

Using mortality review tool and which have 
been determined by case record review to be 
more likely than not due to problems in care  

Deaths of persons with learning 
disabilities where it is believed a 
patient safety incident could 
have contributed to the death. 

where there is reason to believe that one or 
more patient safety incidents/problems in 
care could have contributed to the death. In 
these circumstances a PSII must be 

https://www.england.nhs.uk/wp-content/uploads/2020/11/2018-Never-Events-List-updated-February-2021.pdf
https://www.england.nhs.uk/wp-content/uploads/2020/11/2018-Never-Events-List-updated-February-2021.pdf
https://www.rcpsych.ac.uk/improving-care/campaigning-for-better-mental-health-policy/care-review-tool-for-mental-health-trusts
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Incident Indications 

conducted in addition to the LeDeR review. 

Suicide, self-harm or assault 
resulting in the death or long-
term severe injury of a person in 
state care or detained under the 
Mental Health Act. 

 

Locally defined incidents 
requiring local PSII 

Emergent incidents which justify a 
heightened level of response because the 
consequences for patients, families and 
carers, staff or organisations are so 
significant and the potential for learning is so 
great. 

Locally predefined incidents, prioritised based 
on all of the following criteria:  

• Actual and potential impact of 
incident  

• likelihood of recurrence  

• potential for learning. 

Table 3: PSII's for Local Investigation 

6.5.2. The Risk Manager in conjunction with the Deputy Director of 
Integrated Governance and the Care Group Governance leads, will 
identify trained investigating officers (IOs) to co-ordinate the review of 
each PSII; where necessary two investigators may be assigned. At this 
point the Terms of Reference (ToRs) for the investigation must be 
agreed to define the scope of the investigation. The investigators will be 
trained in undertaking investigations using system-based techniques and 
will be independent of the area where the incident occurred. There may 
be exceptional cases where the IO works in the same area as where the 
incident happened because a certain level of expertise is required in a 
specialist area. 

6.5.3. Where an incident is not declared as an PSII, the Executive may make a 
recommendation for a Patient Safety Review which uses tools such as a 
Structured Judgement Review, a round table debrief or a local 
investigation. This is shared by the Patient Safety Team and the Care 
group must carry out the recommendation. Further information regarding 
patient safety reviews can be found in appendix 11.  
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6.6. Process for Internal Patient Safety Incident Investigation  

Timelines should be agreed and adapted depending on the complexity of the 
investigation, however the following milestones are part of the expected 
approach.  

Key Milestones Specification Audit trail 

1 Decision made to undertake a patient 
safety investigation. Convening 
investigation team will be supported by 
the Patient Safety Team, with a 
nominated Patient Safety Investigation 
Ambassador.  

A meeting takes place to determine the 
terms of reference, key lines of enquiry 
and suggested timeframes.  

A plan will be made on the best 
approach to involving the patient and/or 
family throughout the investigation.  

Meetings scheduled as per process 
timeline. 

Outcome of Executive Review 
Group recorded on datix. 
 
 
 
 
PSII Report updated to capture 
terms of reference and 
investigation team.  
 
Duty of candour reviewed with 
clinical team and recorded 
within the incident record  
within the Datix system. 

2 
An initial meeting takes place 
between the investigation team and 
the nominated Lead Patient Safety 
Incident Investigator to discuss 
progress and highlight any areas of 
concern.  

The plan for the family is also 
reviewed. 

Progress notes on Datix 

3 
Report undergoes a quality 
assurance check by the Lead 
Patient Safety Incident Investigator.  

Progress notes on Datix 

4 The first draft is shared with the 
Investigation team and Care Group(s) 
triumvirate. A follow up meeting is 
convened to discuss next steps if 
changes or concerns are indicated. An 
initial draft is also shared with the 
patient/ family for comment. 

 

Progress notes on Datix 

5 The care group triumvirate will review 
and approve the final draft adding 
actions from the recommendations. 
The investigation team share the 
investigation with the Patient Safety 
Team to add to the Incident Review 
Learning Group (IRLG) agenda and 
with the patient/family..  

Progress notes on Datix 
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Key Milestones Specification Audit trail 

 The final investigation, approved by the 
care groups(s) is presented by the 
investigation team for discussion and 
advice/ recommendations can be 
shared.  

Submitted to Incident Review Learning 
Group  for review and approve as per 
appendix 7. 

Progress notes on Datix 

A patient safety incident investigation prompting tool for use in internal 
investigations is available in Appendix 10. 

6.7. Police Involvement 

6.7.1. The police are likely to investigate incidents where there is evidence, or 
suspicion of, a criminal offence having been committed, for example if an 
incident has arisen from or involves criminal intent, or gross negligence. 

6.7.2. The incident must be escalated as set out below and reported to the 
commissioning body. 

6.7.3. Referral to the police should be undertaken by a senior member of staff, 
on-call Manager or on-call Director and all details documented on the 
incident form on Datix. 

6.7.4. Wherever possible, investigations should continue alongside criminal 
proceedings but this must be considered in discussion with the police. In 
exceptional cases (i.e. following a formal request by police, Coroner or 
judge) the investigation may be put on hold and this should be discussed 
with those involved. 

6.8. Sensitive / Confidential Incidents 

Occasionally an incident may be reported which is sensitive or confidential 
which needs to be further restricted on the system. Any request to undertake 
the reporting of sensitive / confidential incidents must be made via the 
Deputy Director of Integrated Governance or the Risk Manager. Once 
agreed, the incident will be reported onto the system by the Patient Safety 
Team and only agreed members of staff will be able to view and/or manage 
these incidents. Such incidents will be reviewed on a monthly basis by the 
Patient Safety Team. 

6.9. Being Open & Duty of Candour 

6.9.1. Every healthcare professional must be open and honest with patients. 
There are established principles regarding Being Open which apply to all 
incidents and any failure in care or treatment. 

6.9.2. For more information see Being Open: Duty of Candour Policy and 
appendix 9 for the Duty of Candour process. 
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6.10. Reporting of Information Governance (IG) incidents Affecting 
Patient Safety 

6.10.1. Information Governance incidents are incidents in which information held 
by the Trust could have been, or has been, compromised. They can 
result in regulatory action by the Information Commissioner‘s office (ICO) 
including Civil Monetary Penalties (fines) of up to £17.5 million as well as 
claims against the Trust. 

6.10.2. All incidents of Information Governance breaches will be recorded using 
Datix. Advice must be sought from the Information Governance Team on 
whether an IG event is reportable to the ICO. Any incident reported to 
the ICO is automatically StEIS reportable. All IG incidents will be fully 
investigated in accordance with this policy and graded as moderate or 
above. The actions raised will be reported to the SIRO. 

6.10.3. The IG Manager will investigate and prepare a report in consultation with 
the Caldicott Guardian to ensure that IG SIs are reported in accordance 
with Trust policy and National NHS guidance. All reportable ICO 
incidents will also be StEIS reported. 

6.11. Externally reportable Incidents 

PSIRF determines that certain incidents require reporting to external agencies, 
detail of such incidents and responsibilities for reporting are included below. All 
externally reported incidents will be graded as a minimum of moderate due to 
the potential reputational risk, however, this may be higher against another 
domain. The report will be reviewed by the Executive Review Group where it is 
StEIS reportable or where there has been harm and lapses in care: 

• Serious Hazards of Transfusion (SHOT): Reporting to the Serious 
Hazards of Transfusions (SHOT), the Blood Transfusion Team will report 
any incidents involving blood transfusion. 

• Serious Adverse Blood Reactions and Events (SABRE): The 
Medicines & Healthcare products Regulatory Agency online system for 
reporting blood safety incidents. 

• Care Quality Commission: 

Reporting is mandatory for the organisation and is done via the NRLS 
upload by the Patient Safety Team. This can include the following: 

▪ Certain deaths of people using the service 

▪ Allegations of abuse 

▪ Events that stop or may stop the service from running safely 
and properly 

▪ Serious injuries to people who use the service. 

• Radiation incidents: 

▪ Ionising Radiation (Medical Exposure) Regulations incidents. 



Incident Management Policy V3.1 
Page 37 of 70 

▪ Ionising Radiation Regulations incidents 

▪ Environmental Permitting Regulations (EPR) incidents. 

▪ Responsibility for reporting radiation incidents lies with the 
Trust’s Radiation Protection Advisor. 

• Medicines & Healthcare products Regulatory Agency (MHRA): 

▪ Any incident involving a medical device that has, or could have, 
caused harm to a patient or the user of the device should be 
reported to the MHRA. 

▪ The Director of Medical Physics is responsible for ensuring the 
reporting of any relevant medical device incidents to the MHRA, 
which he may delegate to the Medical Device Safety Officer 
(MDSO) or Deputy MDSO. 

▪ The responsibility to ensure that all relevant medication 
incidents are reported to the MHRA lies with the Chief 
Pharmacist. 

• Human Tissue Authority (HTA): 

Certain incidents related to the storage and use of human 
tissue and organs should be reported to the HTA. For example: 

▪ Serious incident in the mortuary (or other areas where tissue is 
taken from the deceased such as the Emergency Department, 
Paediatrics, Maternity and the Intensive Care Unit.) 

▪ Serious adverse event or reaction occurring in the human 
application or organ donation and transplantation sector. 

• Health and Social Care Information Centre (HSCIC): 

▪ Certain types of information governance and cyber security 
incidents must be reported to the HSCIC. 

• NHS Protect: 

▪ Certain incidents relating to fraud, corruption and security 
(including violence and aggression) should be reported to NHS 
Protect. 

• Reporting of Injuries, Diseases and Dangerous Occurrences (RIDDOR): 

No member of the Trust should undertake external reporting to 
enforcement authorities without first consulting with the Health & 
Safety Team. In the event of any direct contact from an enforcement 
officer to a ward, department or individual the Health and Safety 
Manager should be notified immediately to ensure that the appropriate 
support, assistance and information are provided. 

 

 



Incident Management Policy V3.1 
Page 38 of 70 

• Health Protection Agency (HPA): 

Outbreaks, notifiable Incidents of communicable diseases and 
other health protection incidents (whether related to failures of 
healthcare or not) are reportable to the HPA. 

• National Screening Programmes: 

As per national priorities, incidents involving screening 
programmes need to be referred to the local Screening Quality 
Assurance Team. and Public Health England (PHE) screening and 
immunisation team in association with the commissioner of the 
service. (https://www.gov.uk/government/publications/managing-
safety-incidents-in-nhs- screening-programmes). 

• The Police: 

Certain types of incidents (actual or suspected) should be reported to 
the Police. For example: 

▪ Theft 

▪ Fraud 

▪ Abuse 

▪ Suspected arson 

▪ Terrorism and chemical, biological, radiological or nuclear 
incidents 

▪ Unexpected patient deaths or serious harm in which there is a 
suspicion of malicious intent (See the DH guidance: In support 
of the memorandum of understanding – investigating patient 
safety incidents involving unexpected death or serious harm, 
published in 2006 and available on the DH website). 

6.12. Actions Arising from Patient Safety Reviews and 
Investigations 

6.12.1. All reports will include an action plan which will link to the causative 
factors and recommendations identified during the investigation. The 
action plan should be designed and agreed by the care group(s) with 
responsibility for delivery.  

6.12.2. The IRLG will routinely review outstanding actions and receive exception 
reports from the Care Group Governance Leads from Care Groups. The 
Care Group Governance Leads are in turn responsible for working 
through open actions in the Care Groups with the senior management 
teams to ensure the timely closure of actions and dissemination of 
learning through local governance processes. 

6.12.3. The Patient Safety Team will undertake quarterly spot checks of 
implemented action plans, and report findings to the IRLG and which will 
advise the QAC and thereby the Board of Directors. 

https://www.gov.uk/government/publications/managing-safety-incidents-in-nhs-screening-programmes
https://www.gov.uk/government/publications/managing-safety-incidents-in-nhs-screening-programmes
https://www.gov.uk/government/publications/managing-safety-incidents-in-nhs-screening-programmes
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6.12.4. Where application of the NHS England Just Culture guide has 
highlighted individual support or intervention, this must be addressed 
within the care group under the direction of the People and 
Organisational Development (POD) partner.  For further guidance see 
section 6.18 

6.13. Analysis of Incident, Complaint, Claim and other Patient 
Feedback 

6.13.1. The Patient Safety Team will produce a lessons learnt newsletter setting 
out key themes, trends and learning from investigations. This will give 
information on key learning and topics of interest, highlighting key 
information staff need to be aware of. This newsletter will be 
disseminated through the Care Groups by the Governance Leads, 
posted on the Trust Intranet and emailed to all staff. 

6.13.2. Quarterly aggregated trend reports will be produced for the IRLG and 
Care Groups setting out both quantitative and qualitative analysis of 
complaints, claims, and incidents. The report will include: 

▪ a quantitative summary of complaints, claims and incidents 
identifying trends where possible 

▪ summary analysis and lessons for learning. 

6.14. Specific Child Protection and unexpected child death 
guidance  

6.14.1.  Any child protection incident or unexpected death that occurred whilst 
the patient was under the direct care of the Trust that fits the definition of 
a PSII will be declared as such and the correct route for investigation 
(external or internal) will be determined. 

6.14.2. An incident or unexpected child death that is identified by Trust staff but 
did not take place whilst the child was directly or solely under the care of 
the Trust will be considered as a possible PSII. A multi-agency review 
will take place led by the Trust Child Safeguarding Named professionals 
and the KCCG Designated child protection professionals (See Child 
Safeguarding Serious Incident Flowchart and the Adult Safeguarding 
published arrangements on the intranet). 

6.15. External Reviews 

6.15.1. Depending on the circumstance and requirements of national priorities 
within PSIRF, RCHT may commission external reviews of incidents. This 
is to ensure that the correct level of experience and objectivity is applied 
in these specific circumstances. The findings of these external reviews 
will be received by IRLG and next steps agreed there. 

6.15.2. Healthcare Safety Investigation Branch (HSIB): as part of the refreshed 
National Maternity Safety Strategy published in 2017, HSIB undertake 
investigations of maternity incidents that meet an agreed specific criteria. 
It is still the care group’s responsibility to complete section one of the 



Incident Management Policy V3.1 
Page 40 of 70 

Patient Safety Review Summary to identify any learning and actions 
arising from the incident. The Patient Safety Midwife at the Trust notifies 
the family of the HSIB investigation verbally and this is followed up by 
letter. The Patient Safety Midwife also reports the incident to HSIB and 
stays in regular contact with HSIB for updates. Once the draft report is 
ready, it is released to the Trust for factual accuracy checking, the Care 
Group undertakes this. The Care Group should share the report with the 
Patient Safety Team at this stage. HSIB are responsible for staying in 
contact with the family in terms of updates on when they can expect to 
receive the report and also for sharing the final report with the family. 
Once signed off, the Care Group should send the report to the Patient 
Safety Team who will follow the process for investigation closure and 
submit to the KCCG. The final report is shared with IRLG to disseminate 
learning and ensure monitoring of progress takes place. 

6.16. Multi-agency investigations 

Wherever it is indicated, this Trust will work with other agencies to ensure 
that a comprehensive investigation is undertaken. Undertaking one joint 
multi-agency investigation encourages organisations to learn together and 
also to understand things from a different perspective. It is the right thing for 
the patient and/or their family. Kernow CCG (KCCG) has a role in 
identifying when more than one organisation may be involved and 
highlighting this to the relevant organisations and is also the facilitator for 
round table discussions in these circumstances. This organisation will 
allocate an Investigating Officer (IO) who will contribute from the Trust’s 
perspective and is also responsible for sharing any learning from the 
investigation with this Trust. The Deputy Director of Integrated Governance 
will work with the Trust’s IO and KCCG to ensure a comprehensive 
investigation is undertaken. 

6.17. Contingency plans in the event of the failure of Datix 

In the event of the loss of Datix, the following actions will be put in place: 

• The Patient Safety Team will inform the Care Group Governance Teams 
and issue an all users email alert 

• In the event of an incident, reporters will continue to record incidents via 
an electronic form or paper based system to rch-
tr.Datix.Enquiries@nhs.net  

• The reporter should complete the full incident report on Datix once 
available or liaise with the Patient Safety Team to complete any missing 
information. 

6.18. Just Culture 

6.18.1.  Incident reporting, investigation and learning will not be effective in an 
organisation that does not respond to incidents using the principles and 
practices of a Just Culture. 

 

mailto:rch-tr.Datix.Enquiries@nhs.net
mailto:rch-tr.Datix.Enquiries@nhs.net


Incident Management Policy V3.1 
Page 41 of 70 

6.18.2. Traditionally culture in healthcare has held individuals accountable and 
culpable for all errors or mishaps that befall patients under their care 
(often referred to as the ‘blame & shame’ culture). This approach 
resulted in investigations that failed to identify effective organisational 
learning. The outcome of these investigations was to unjustly punish the 
staff involved but ignore the situation in which the incident occurred. 
Therefore, incidents were repeated. 

6.18.3. In opposition to this, a Just Culture is one that: 

▪ Recognises that individual practitioners should not be held 
accountable for system failings over which they have no control 

▪ Recognises that many errors represent predictable interactions 
between human operators and systems in which they work 

▪ Recognises that competent professionals make mistakes 
(Human Error) Human Error – inadvertently doing other than 
what should have been done; slip, lapse or mistake. The 
response to an error will be to console and learn. 

▪ Acknowledges that even competent professionals will develop 
unhealthy norms e.g. Shortcuts and ‘routine rule violations’ (At 
Risk Behaviour) 

At Risk Behaviour - behavioural choice that increases risk where risk 
is not recognised or is mistakenly believed to be justified. The 
response to risky behaviour will be to coach and learn. 

▪ Has a zero tolerance for Reckless Behaviour 

Reckless Behaviour - behavioural choice to consciously disregard a 
substantial and unjustifiable risk. The response to reckless behaviour 
will be dealt with under the appropriate policy. 

The NHS England ‘Just Culture’ guide may be used to support 
conversations with managers and the staff member involved. The 
guide asks four questions which should ‘clarify whether there truly is 
something specific about an individual that needs support or 
management versus whether the issue is wider. Action singling out 
an individual is rarely appropriate;  most patient safety issues have 
deeper causes and require wider action. The actions of staff involved 
in an incident should not automatically be examined using this just 
culture guide, but it can be useful if the investigation of an incident 
begins to suggest a concern about an individual action’ (NHS 
England, 2021).  

6.19. Supporting Staff 

6.19.1. In applying systems thinking, it is often the case that latent failures are 
inherent in the ways of working. Staff involved in adverse events have an 
important role in identifying how systems and processes can be 
improved to prevent the possibility of harm from occurring. 

https://www.england.nhs.uk/wp-content/uploads/2021/02/NHS_0932_JC_Poster_A3.pdf
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6.19.2. Involvement in an incident that resulted in harm to a patient can have 
profound consequences on those staff members involved who may 
experience a range of reactions from stress to depression to shame and 
guilt. The high personal and professional standards of most clinicians 
and other NHS staff may make them particularly vulnerable to these 
experiences. During or immediately after an incident has occurred it may 
be necessary to provide support for all staff involved. 

6.19.3. The Trust’s Supporting Staff Involved in an Incident, Compliant or Claim 
policy describes the support systems that are in place for staff involved 
in an adverse event. 

6.19.4. In the Patient Safety Incident Investigation Resource Pack sent to 
Investigating Officers (by the Patient Safety Team), there is additional 
information about providing support to Junior Doctors. If a Junior Doctor 
is involved, the Investigating Officer should inform the Post Graduate 
Team to facilitate support from the Educational Supervisor if required. 

6.19.5. The IO pack contains analysis tools, templates for interviewing and 
taking statements and contains the different templates that should be 
used when investigating e.g. concise template. 

7. Dissemination and Implementation 

7.1. This policy and associated procedures /guidance will be disseminated and 
implemented by the Patient Safety Team. It will be stored on the Trust’s 
electronic Documents Library that is accessible to all staff. 

7.2. All staff will receive training on incident reporting via their line management at 
local induction and through periodic risk updates. Training on incident reporting 
and Datix is also available from the Patient Safety Team. 

7.3. Staff leading investigations will receive training in systems-based methodology. 
Training is facilitated by the Patient Safety Team as required. A record of staff 
trained to lead investigations is held by the Patient Safety Team. 
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8. Monitoring compliance and effectiveness  

Information 
Category 

Detail of process and methodology for monitoring 
compliance 

Element to be 
monitored 

1. 20 day timeframe for investigating and closing 
incidents on Datix 

2. 48 hours/ 2 working days timeframe for completing 
section one of patient safety reviews. 

3. 30 working day timeframe for full patient safety 
reviews 

4. 30-90 day timeframe for PSIIs 

Implementation of action plans arising from PSIIs 

Lead Deputy Director of Integrated Governance 

Tool Reports compiled by the Patient Safety Team 

Frequency Monthly 

Reporting 
arrangements 

The reports will be presented at IRLG and QAC. 

This Committee will read and interrogate the reports to identify 
deficiencies in the system and act upon them. 

Acting on 
recommendations 
and Lead(s) 

Recommendations arising from identified deficiencies will be 
acted on by the Care Group Management Teams as part of their 
governance processes. 

Change in practice 
and lessons to be 
shared 

Required changes to practice will be identified and actioned 
within an identified timeframe. A lead member of the team will 
be identified to take each change forward where appropriate. 

Lessons will be shared with all the relevant stakeholders 

9. Updating and Review 

This policy will be reviewed and updated every 3 years or in accordance with any 
legislative or statutory developments as they occur. 

10. Equality and Diversity 

10.1. This document complies with the Royal Cornwall Hospitals NHS Trust service 
Equality and Diversity statement which can be found in the 'Equality, Inclusion & 
Human Rights Policy' or the Equality and Diversity website. 

10.2. The Initial Equality Impact Assessment Screening Form is at Appendix 2. 

  

http://www.rcht.nhs.uk/GET/d10268876
http://www.rcht.nhs.uk/GET/d10268876
http://intranet-rcht.cornwall.nhs.uk/shelf/equality-and-diversity/
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Appendix 1. Governance Information 

Information Category Detailed Information 

Document Title: Incident Management Policy V3.1 

This document replaces (exact 
title of previous version): 

Incident Management Policy V3.0 

Date Issued/Approved: May 2022 

Date Valid From: June 2022 

Date Valid To: 18 March 2025 

Directorate / Department 
responsible (author/owner): 

Patient Safety Team 

Contact details: 01872 252279 

Brief summary of contents: 

The document describes the policy and procedures 
for the reporting and management of incidents 
including the patient safety incident response 
framework 

Suggested Keywords: 
Incident reporting; Patient Safety Incident Response 
framework; Never Events; Patient Safety Review; 
Just culture, PSIRF 

Target Audience: 

RCHT:  Yes 

CFT: No 

KCCG:  No 

Executive Director responsible 
for Policy: 

Director of Integrated Governance 

Approval route for consultation 
and ratification: 

Incident Review and Learning Group 

General Manager confirming 
approval processes: 

Deputy Director of Integrated Governance 

Name of Governance Lead 
confirming approval by 
specialty and care group 
management meetings: 

Not required 

Links to key external standards: 

Patient Safety Incident Response Framework 
(PSIRF) 

Never Events List 
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Information Category Detailed Information 

Related Documents: 

Being Open and Duty of Candour Policy 

Supporting Staff Involved in an Incident, Compliant 
or Claim Policy 

Reporting of injuries, Diseases and Dangerous 
Occurrences (RIDDOR) Policy & Guidance 

Freedom to Speak Up: Raising Concerns Policy 

Training Need Identified? 
Yes, training associated with PSIRF is outlined on 
the patient safety intranet page. 

Publication Location (refer to 
Policy on Policies – Approvals 
and Ratification): 

Internet & Intranet 

Document Library Folder/Sub 
Folder: 

Clinical /Patient Safety & Clinical Effectiveness 

Version Control Table  

Date 
Version 
Number 

Summary of Changes Changes Made by 

April 2016 V1.0 

New policy (amalgamation of the 
Incident Reporting & Management 
Policy and Procedure and the Serious 
Incident Policy). 

 

March 2018 V 2.0 
Revised to align with changed internal 
escalation and management processes. 

John Taylor Associate 
Director of Clinical 
Governance 

6th April 
2018 

V 2.1 
Revised to respond to consultation 
request. 

John Taylor Associate 
Director of Clinical 
Governance 

9th April 
2019 

V 2.2 
Revised to align with changed internal 
escalation and management processes 

Aoife Cavanagh 
Associate Director of 
Clinical Governance 

12th March 
2021 

V2.3 
Updated with correct job titles and 
governance routes. Sections 
reorganised to improve flow. 

Rishenda Tisdale 
Deputy Director of 
Integrated 
Governance 

29th 
November 
2021 

V3.0 

Revised to reflect PSIRF 
implementation as an early adopter. 
Accessibility changes made and patient 
safety email address updated. 

Naomi Burden 
Patient Safety 
Specialist & Lead for 
Safety Culture 

13th May 
2022 

V3.1 
Sign off for patient safety review section 
2 updated to reflect executive oversight. 

Naomi Burden 
Patient Safety 
Specialist & Lead for 
Safety Culture 
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All or part of this document can be released under the Freedom of Information Act 

2000 

This document is to be retained for 10 years from the date of expiry. 

This document is only valid on the day of printing 

Controlled Document 

This document has been created following the Royal Cornwall Hospitals NHS Trust 

Policy for the Development and Management of Knowledge, Procedural and Web 

Documents (The Policy on Policies). It should not be altered in any way without the 

express permission of the author or their Line Manager. 
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Appendix 2. Equality Impact Assessment 

Section 1: Equality Impact Assessment (EIA) Form  

The EIA process allows the Trust to identify where a policy or service may have a negative 
impact on an individual or particular group of people. 

For guidance please refer to the Equality Impact Assessment Policy (available from the 
document library) or contact the Equality, Diversity & Inclusion Team rcht.inclusion@nhs.net  
 

Information Category Detailed Information 

Name of the strategy / policy / proposal / 
service function to be assessed: 

Incident Management Policy V3.1 

Directorate and service area: Patient Safety & Clinical Effectiveness 

Is this a new or existing Policy? Existing 

Name of individual completing EIA 
(Should be completed by an individual with 
a good understanding of the Service/Policy): 

Naomi Burden Patient Safety Specialist & 
Lead for Safety Culture 

Contact details: 01872 252279 

 

Information Category Detailed Information 

1. Policy Aim - Who is the 
Policy aimed at? 

(The Policy is the 
Strategy, Policy, 
Proposal or Service 
Change to be assessed) 

To ensure the Trust meets best practice and legal 
requirements for the reporting and management of incidents 
and Serious Incidents. 

2. Policy Objectives 
To ensure effective management of and learning from 
reported incidents 

3. Policy Intended 
Outcomes 

All incidents will be reported 
All reported incidents will be managed effectively 

Actions identified as a result of incident investigations will be 
effectively implemented 

4. How will you measure 
each outcome? 

A reduction in the number of incidents causing significant 
harm to patients or staff. 

5. Who is intended to 
benefit from the policy? 

All patients and staff 

mailto:rcht.inclusion@nhs.net
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Information Category Detailed Information 

6a. Who did you consult 
with? 

(Please select Yes or No 
for each category) 

• Workforce:  Yes 

• Patients/ visitors: No 

• Local groups/ system partners: No 

• External organisations: No 

• Other: No 

6b. Please list the 
individuals/groups who 
have been consulted 
about this policy. 

Please record specific names of individuals/ groups: 

Incident Review and Learning Group 

6c. What was the outcome 
of the consultation?  

Agreed 

6d. Have you used any of 
the following to assist 
your assessment? 

National or local statistics, audits, activity reports, 
process maps, complaints, staff or patient surveys: 

No 

 

7. The Impact 
Following consultation with key groups, has a negative impact been identified for any 
protected characteristic? Please note that a rationale is required for each one. 
 
Where a negative impact is identified without rationale, the key groups will need to be 
consulted again. 

 

Protected Characteristic (Yes or No) Rationale 

Age No  

Sex (male or female)  No  

Gender reassignment 
(Transgender, non-binary, 
gender fluid etc.) 

No  

Race No  

Disability (e.g. physical or 
cognitive impairment, mental 
health, long term conditions 
etc.) 

No  

Religion or belief No  

Marriage and civil 
partnership 

No  
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Protected Characteristic (Yes or No) Rationale 

Pregnancy and maternity No  

Sexual orientation (e.g. gay, 
straight, bisexual, lesbian etc.) 

No  

A robust rationale must be in place for all protected characteristics. If a negative 
impact has been identified, please complete section 2. If no negative impact has been 
identified and if this is not a major service change, you can end the assessment here. 

I am confident that section 2 of this EIA does not need completing as there are no 
highlighted risks of negative impact occurring because of this policy. 

Name of person confirming result of initial impact assessment:  
Naomi Burden, Patient Safety specialist and lead for safety culture 

If a negative impact has been identified above OR this is a major service change, 
you will need to complete section 2 of the EIA form available here: 
Section 2. Full Equality Analysis 
 

  

http://doclibrary-rcht-intranet.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/ChiefExecutive/Templates/Section2FullEqualityAnalysis.docx
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Appendix 3. Core List of Never Events (Never Events List, NHS 
Improvement, 2018, updated 2020). 

 
The list of defined Never Events is available at:  
 
2018-Never-Events-List-updated-February-2021.pdf (england.nhs.uk) 
 

https://www.england.nhs.uk/wp-content/uploads/2020/11/2018-Never-Events-List-updated-February-2021.pdf
https://www.england.nhs.uk/wp-content/uploads/2020/11/2018-Never-Events-List-updated-February-2021.pdf
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Appendix 4a. Incident Reporting – What should be reported? 

An incident is defined as: 

Any event that gives (or may give) rise to personal injury or to property loss or damage.  
This covers a broad range of events, some examples of which are given below. 

Incidents not only cover events where harm has been caused but also those where a 
hazard is identified but no harm has occurred, either due to luck or an error being realised in 
time and measures being taken to prevent harm occurring.  These are often referred to as 
near misses.  These are reported in the same way as incidents resulting in harm as it is 
expected that for every incident where harm occurs there will be many where no harm is 
caused, therefore, these incidents can provide a wealth of learning information. 

Any incident identified retrospectively through either audit or mortality reviews will also be 
reported. 

Clinical Incidents / Near Misses 

• Delays to treatment / care 

• Failure to obtain valid consent 

• Inadequate observations / checks undertaken 

• Medical device failure / availability 

• Mislabelled samples / incorrect results 

• Significant or unexpected complications of a clinical procedure / treatment 

• Hospitalisation of patients undergoing research trials 

• Unexpected death* 

• Blood Transfusion Incidents 

*Incidents resulting in unexpected death or serious injury must always be reported 
immediately to a senior member of staff (on call manager and name or on call 
Consultant as appropriate). 

Medication Errors / Near Misses 

• Prescription error 

• Administration error 

• Omission 

• Inadequate storage 

• Missing drugs 

• Adverse Reaction 
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Personal Accidents / Near Misses 

• Slips, trips and falls 

• Needlestick / inoculation injuries (including bits / scratches) 

• Back injury / Musculo-skeletal injuries 

Occupational Health / Near Misses 

• Occupational acquired infection 

• Occupational dermatitis 

Infection Control / Near Misses 

• Infection control outbreaks 

• Infection control status not handed over 

• Transfer of patients with infections (C Difficile) 

• Hospital acquired wound infections 

Violence, Abuse, Harassment / Near Misses 

• Verbal abuse 

• Physical assault 

• Racial / sexual harassment or any other equality related 

• Threatening behaviour 

*All incidents involving an actual assault must be reported to both Security and the 
Police 

• Security Incidents / Near Misses 

• Absconded / missing patients 

• Theft / damage to Trust or personal property (including fraud)* 

• Unsecured premises / windows 

• Suspicious persons 

 

*All incidents involving theft must be reported to both Security and the Police 
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Documentation / Near Misses 

• Inadequate / incomplete health records 

• Misfiled documentation 

• Delay in obtaining documentation 

• Illegible / incorrect documentation 

Information Governance / Data Security / Near Misses 

• Loss / theft inadequately protected electronic data ie laptop, unencrypted data stick 

• Loss / theft of confidential paper documents 

• Unauthorised access or disclosure of confidential information 

• Integrity of data is compromised 

Capacity Issues 

• Bed shortages 

• Staff shortages 

• Inadequate access to equipment 
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Appendix 4b. Incident Reporting – What should be reported? 

HIV RELATED 

• HAART stopped temporarily 

▪ Due to patient non-attendance 

▪ Processing problems within department or pharmacy 

• Very late HIV diagnosis/ missed opportunity to diagnose 

• CD4, viral load or other results not acted on in a timely fashion 

• Problems with continuity of care related to sealed envelopes with adverse effect to 
patient 
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Appendix 4c: Incident Reporting – What should be reported? 
Gynaecology 

 

Clinical Incident Organisational Incident 

Damage to structures (e.g. ureter, bowel, 
vessel)  
Delayed or missed diagnosis (e.g. ectopic 
pregnancy)  
Delayed treatment (e.g. lack of resources, 
lack of equipment, lack of staff) 
Anaesthetic complications 
Venous thromboembolism 
Failed procedures (e.g. termination, 
sterilisation) Unplanned intensive care 
admission 
Omission of planned procedures (e.g. failure 
to insert a planned IUCD at H&C) 
Unexpected operative blood loss > 
500 ml  
Unplanned blood transfusion 
Medication error 
Moderate/severe ovarian hyperstimulation 
(assisted conception) 
Procedure performed without consent (e.g. 
removal of ovaries at hysterectomy) 
Pressure Ulcers (Hospital 
Acquired)  
Unplanned return to theatre 
Unplanned return to hospital within 
30 days  
Accidents at work including sharps 
incident  
Death of patient 
Delay following call for 
assistance  
Retained swab / instrument 
Communication breakdown / 
failure  
Equipment faulty or not 
available  
Wrong site surgery 
Inpatient attempted suicide 
Wrong route administration of chemotherapy  
Misplaced naso or orogastric tube not 
detected prior to use 
Other 

Discharge letter not completed before 
discharge  
Cancelled / postponed treatment (e.g. 
theatre delayed / postponed) 
Conflict over case management  
Potential service user complaint  
Deviation of local protocol 
Bed management issues 
Patient notes -(unavailable / wrong / 
incomplete / temporary folder) 
Potential service user complaint  
Slips, trips & falls 
Unexpected elective admission 
Theft 
Threatening / abusive 
behaviour  
Other 
 
DATIX - end of life trigger list 
Unless we report certain 
incidents/events we do not have the 
evidence needed to prompt service 
developments and investment. If the 
following occurs then ensure it is 
recorded on Datix: 
1. More than a one hour delay 
between the decision to use a syringe 
driver and the start of the syringe driver 
for symptom relief 
2. If a dying patient is unable to be 
nursed in a side room (unless it is 
documented that a side room was 
declined by the patient and/or their 
loved ones and state reason) 
3. Patient died in ED due to lack of 
inpatient bed 4.If the preferred place 
of dying was not achieved 5.Failure to 
achieve rapid discharge 
.And all other incidents that you would 
currently report relating to end of life 
care 
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Appendix 4d: Incident Reporting – What should be reported? Maternity 

Maternal: 

• Undiagnosed Breech at Term / In Labour 

• Prolonged second stage : 3hrs for a primip >2 hrs for a multip 

• Blood loss >1000mls 

• Unsuccessful instrumental delivery 

• Use of two different instruments for delivery 

• Return to theatre 

• Cord prolapse 

• Eclamptic Fit / Maternal Collapse / DIC 

• Surgical trauma to bladder or other organs 

• ITU Admission 

• Re-suturing of Perineal Trauma 

• APH requiring resuscitation 

• Anaesthetic complications 

• Pressure sore / skin trauma 

• Third and Forth Degree Tears 

• Failed assisted delivery in room 

• DVT / Pulmonary Embolism 

• Ruptured Uterus 

• Shoulder Dystocia 

• Untreated Strep B 

• Septic Shock / Significant maternal infection 

• Maternal Death 

• Maternal Readmission 

• Any positive results missed as a result of failure within the Antenatal Screening Programme 
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Fetal / Neonatal: 

• Misinterpretation of CTG 

• Significant Infections 

• Apgars <6 at 5 minutes 

• Abnormal Cord PH <7 

• Birth injury 

• Unexpected stillbirth 

• Unexpected Fetal Abnormality 

• Neonatal Seizures 

• Neonatal Death 

• Unexpected admission of a baby to NNU 

• Undetected Fetal Growth restriction at Term 

• Readmission of Baby 

• Missed Safeguarding Incident 

• Concealed Pregnancy 

• Inutero transfer out 

• Any undetected congenital / chromosomal abnormality that should have been detected 
through screening programmes 

• Any avoidable repeat of a newborn blood spot 

Community: 

• BBA Born before arrival 

• Emergency transfer in from the Community 

Maternity Staffing Red Flags: 

• Unable to provide 1:1 care in established labour 

• No breast feeding support given in the 1-2hrs 

• Maternal / Fetal IV Antibiotics not given within the correct timeframe 

• Missed or delayed care eg delay of 60 mins or more suturing 

• Missed Medication during admission 
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• Delay of more than 30 mins in providing pain relief 

• Delay of 30 mins or more between presentation and Triage 

• Full Clinical Examination not carried out when presenting 

Labour 

• Delay of 2 or more hours between admission for Induction and beginning of the process 

• Delayed recognition of and action on abnormal vital signs 

• No staff breaks 

Service / Other: 

• Verbal complaint 

• Drug / Medication Error 

• Equipment failure / unavailability 

• Interpersonal conflict over case management 

• Protocol Violation 

• Slips / Trips and falls 

• Compromised staffing levels impacting on safe levels of care 

• Delivery Suit Coordinator being non-supernumerary 

• Delay in treatment impacting on patient care 

• Any delay in a test arriving in the lab that has an impact on patient care 

• Lack of capacity impacting upon patient care 

• Escalation Policy Evoked 

• Infant at risk of abduction 

• Unavailability of Heath Records 
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Appendix 5. Workflows 
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Appendix 6. Sharing draft Patient Safety Incident Investigation and Patient 
Safety Review reports with patients/NoK 

 If a report is not approved by either care groups or IRLG, the Lead PSII Investigator will review. 
For changes where major changes are required the draft report must be reshared with the family. 
Where minor changes are required, these can be resubmitted directly to IRLG. 
**Approval at IRLG includes NHS Kernow as part of their assurance processes 
 

Investigation Process: IO contacts Patient/NoK 
to discuss the investigation / review 

Does the Patient 
/ NoKwant to see 

the DRAFT 
report? 

NO YES IO informs patient 
safety team / 
Lead PSII 
Investigator 

IO arranges to 
share DRAFT 
report with 
patient/ NoK 
following Lead 
PSII Investigator 
quality assurance. 

Patient safety 
team update datix 
system 

DRAFT report shared with 
family by IO & any 
amendments made 

Report submitted to IRLG 
for approval following (note 
NHS Kernow attend this 
meeting 

Letter sent to patient/ NoK 
to confirm conversation and 
decision with contact details 
should their preference 
change. 

IO informs patient safety 
team / Lead PSII 
Investigator 

Lead PSII Investigator 
undertakes quality assurance 
and amendments made 

Final report shared 
with patient/ NoK as 

per preferences. 

Approval 
given?** 

YES 

NO* 

Care Group approval 
sought. 

Approval 
given? 

NO* 

Executive 
approval 

YES 

YES NO* 
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Appendix 7. Quality assurance and Approval 

 

Patient safety team add to agenda 
for IRLG 

Draft PSR / PSII report shared with care groups for 
action plan to be developed and action plan owner 

identified. Part 1 of report removed? 

Care group approved and finalised report 
returned to author for submitting to IRLG 

via patient safety team  

Patient safety team upload 
actions to datix system. 

Author presents the Patient safety 
review / PSII for approval at IRLG 

Lead PSII 
Investigator 
undertakes 
quality 
assurance and 
amendments 
made 
 

Action plan owner updates actions as required 

Patient Safety 
Review approved 

Patient Safety 
Incident Investigation 

approved 

Executive sign off 

Approval 
Decision 

Initial report quality assured by the 
Lead Patient Safety Incident 

Investigator 

YES 

NO 
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Appendix 8. NRLS – Definitions of harm  

No Harm 

Incident prevented – any patient safety incident that had the potential to cause harm but was 
prevented, and no harm was caused to patients receiving NHS funded care. 

Incident not prevented – any patient safety incident that occurred but no harm was caused to 
patients receiving NHS fund care. 

Minor injury or illness, first aid treatment needed 

Any patient safety incident that required extra observation or minor treatment* and caused 
minimal harm to one or more patients receiving NHS funded care. 

*Minor treatment is defined as first aid, additional therapy, or additional medication.  It does 
not include any extra stay in hospital or any extra time as an outpatient, or continued 
treatment over and above the treatment already planned; nor does it include a return to 
surgery or readmission. 

Moderate injury / RIDDOR / Agency Reportable 

Any patient safety incident that resulted in a moderate increase in treatment* and that caused 
significant but not permanent harm to one or more patients receiving NHS funded care. 

*Moderate increase in treatment is defined as an unexpected return to surgery, an unplanned 
readmission, a prolonged episode of care, extra time in hospital or as an outpatient, 
cancelling of treatment, or transfer to another area such as intensive care as a result of the 
incident. T 

Major injuries or long term incapacity 

Any patient safety incident that appears to have resulted in permanent harm* to one or more 
patients receiving NHS funded care. 

*Permanent harm directly related to the incident and not related to the natural course of the 
patient’s illness or underlying condition and is defined as permanent lessening of bodily 
functions, sensory, motor, physiological or intellectual, including removal of the wrong limb or 
organ or brain damage. 

Death 

Any patient safety incident that directly resulted in the death* of one or more patients 
receiving NHS funded care. 

*This excludes deaths which occur as a natural progression of disease. 
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Appendix 9. Duty of Candour (DoC) and Being Open Processes 

(Note – where this flow chart states patient this means patient, family or carer, whomever is the 
point of contact)  

In
v
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s

ti
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a
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n
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l 
L

e
a

d
 

As soon as possible after an incident has been identified, assess harm, and give any required 
clinical care to prevent further harm 

 

Report incident on Datix and to the person in charge 

As soon as possible after an incident has been identified, assess harm, and give any 
required clinical care to prevent further harm 

  

Level of 
harm 

moderate, 
severe or 

death 
 

YES NO 

Provide support to 
patient and any 
staff affected by the 
incident. Begin the 
DoC process 

Commence 
Being Open 
process as per 
agreed Care 
Group process 

Decide on the most appropriate person to lead on Duty of Candour – this would usually 
be the Lead Clinician in charge of the patient’s care and treatment 

Give apology and have face to face discussion of consequences of the incident with 
patient. Provide all known facts and identify next steps for keeping informed. Document 
discussion in patient notes. Follow up with written letter of apology including details of all 
information provided in previous conversation and all concerns discussed 

Appoint Investigation Officer (IO) appointed 
 

Talk to patient, apologise again and provide details of the process. Ask how the patient would 
like to be involved and outline the further enquiries to be made. Provide contact details and 
give approximate date of investigation conclusion. Notify patient that once complete you will be 
in touch again to go through the findings. 

Provide update on known facts at regular intervals and respond to queries 

If agreed, share findings of the investigation with the patient together with the lessons 
learned and actions taken or to be taken. Discuss any necessary continuation of care. 
Send a covering letter with further apology and opportunity to ask further questions. 

Ensure all communication and written correspondence is appropriately recorded in 
patient records and Datix 
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Appendix 10. Patient Safety Incident Investigation Prompting 
Tool 

Checklist for Patient Safety Team 

Element Response Detail 

Patient Safety Review Part 1 completed Y/N  

Decision from Executive Review Group 
(ERG) confirmed 

Y/N  

Datix updated Y/N  

PSII to be reported on STEIS Y/N STEIS number 

Investigation folder created Y/N file path 

Duty of candour letter obtained Y/N 
Save copy to 
folder 

Copy of PSII report template saved in 
folder 

Y/N Add details to date 

Terms of reference agreed with ERG Y/N 
Write on PSII 
report 

Patient Safety Investigation coordinator 
confirmed 

Y/N name 

Investigating Officer confirmed Y/N name 

Patient Safety Investigating Ambassador 
confirmed 

Y/N 
name 

Patient Safety Specialist confirmed as 
required 

Y/N 
name 

Subject matter experts identified 
Y/N 

name 

Clinical specialist(s) to act as advisor(s) 
confirmed 

Y/N 
name 

Confirm with Patient experience team if 
complaint raised 

Y/N 
name 

Point of contact for the patient confirmed 
as per PSR section 1. 

Y/N 
Response 

Confirm with legal team if claim 
raised/Coroner’s Inquest 

Y/N 
Response 

Staff directly involved confirmed and 
updated on datix 

Y/N People involved 
section 

Point of contact for staff confirmed 
Y/N 

name 

Outline meeting schedule for the 
investigation 

Y/N 
Dates 
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Patient / Family Plan – Guide for IO’s. 

Named contact for the patient/ family  

Duty of candour letter used to confirm understanding thus 
far. 

 

Approach to patient/ family agreed with clinical team  

Date by which IO contact to meet with the patient/ family  

Being Open Conversation with patient/ family  

Introductory call made to patient/ family to arrange a further 
conversation: 

 

Date further contact agreed:  

Patient/ family questions confirmed or added to terms of 
reference on PSII report template: 

 

We have asked the family how they wish to patient to be 
referred to in the report, gaining their informed consent to 
use names or if no preference or consent, ‘the patient’ will be 
used. 

 

Agreed dates of further contact:  

Method of contact:  

Any individual requirements?  

Important dates to be aware of  

Process explained  

Consent to be part of PSII given  

IO contact details shared  

Sign posted to support organisations  

Record of meeting recorded in datix as evidence  

Summary letter sent  

Summary letter uploaded to datix  
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Colleagues Involved Plan – Guide for IO’s. 

Named contact for the colleagues directly involved  

Contact line manager(s) to understand 
conversations thus far and agree approach 

 

Date by which IO contact to meet with the 
colleagues directly involved 

 

Introductory call made to colleagues to arrange a 
further conversation: 

 

Date further contact agreed:  

Colleague questions confirmed or added to terms of 
reference on PSII report template: 

 

Agreed dates of further contact:  

Method of contact:  

Any individual requirements?  

Important dates to be aware of  

Process explained and next steps  

IO contact details shared  

Sign posted to support such as mental health first 
aid, occupational health 

 

Record of contacts recorded in datix as evidence  
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Appendix 11: Patient Safety Reviews 

What? 

A patient safety review is undertaken when an incident occurs which is confirmed as 
resulting in moderate or severe harm, or where there is a high level of concern. 

It is not appropriate for: 

• A death or never event which is investigated via the patient safety incident 
investigation methodology. 

• A low or no harm event which should be fact checked and managed within the 
speciality. 

Why? 

The outcome of a patient safety review is to understand the facts of what happened, 
what was expected to happen, and ensure that measures are taken to make 
improvements from what we have learnt. The patient safety review will be undertaken to 
a standard that it can: 

• Ensure immediate risks to safety are managed 

• Understand what happened during this event 

• Incorporate and answer questions from the patient/ family 

• Identify what changes may be needed and create an action plan 

• Satisfy requirements of being open/duty of candour 

• Provide a basis to respond to any arising concerns from external parties such as 
the CQC, MHRA or other stakeholder. 

When? 

A patient safety review is commenced as soon as the harm grading of the incident is 
confirmed as moderate or severe. We expect the incident grading to occur within 48 
hours of the incident being reported. 

How? 

An incident with a moderate or severe rating should be flagged to the Care Group 
governance lead either by the clinical team or by the patient safety team. Section one of 
the patient safety review should be completed within 48 hours of the incident report and 
is the determinate for a patient safety review. 

The patient safety review is not a full investigation and will not be as far reaching. The 
methodology is designed to assess and appraise the incident to understand what, if any, 
improvements are required and ensure learning is quickly shared. 
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Although a Patient Safety Review can be undertaken by a patient safety incident 
investigating officer, it does not require this depth of knowledge in patient safety 
science. The tool that will always be used as part of a patient safety review is a concise 
incident timeline.  

Other tools we anticipate being used at for this level of review are: 

• Case note review 

• Round table discussion 

• Hot debriefing  

• After action review 

• Safety huddle 

Prompts to consider  

• Context to give situational awareness 

• Consider the care plan in place including any risk assessments? 

• Was care delivered as expected? 

• Rationale as to the care delivered vs expected including patient condition, staffing 
factors, tools and technology, and organisational influences. 

• Steps taken to manage immediate safety concerns 

• What do we know so far and how have we shared with information? 

Ownership 

The patient safety review is owned at care group level.  

The clinical service team will: 

• Take immediate safety actions to manage or prevent discomfort, injury, or threat 
to life or damage to equipment or the environment. 

• Ensure incidents are reported on Datix within 24 hours of the event and harm 
level confirmed. 

• For incidents resulting in moderate, severe harm or death section 1 of the patient 
safety review summary should be completed within 48 hours/ 2 working days of 
the event. 

• Instigate and complete Being Open or duty of candour requirements, which 
includes a named contact for patients/families. 

• Ensure the colleagues involved are supported and informed of the process. 

The care group triumvirate will: 

• Ensure the harm level is confirmed within 24 hours of the incident, 
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• Instigate the review process by nominating a colleague to undertake the patient 
safety review. 

• Section one of the patient safety review should be submitted to exec huddle 
within 48 hours of the incident occurring. 

• Ensure duty of candour requirements are completed. 

• Ensure further review or investigation processes are within timescale. 

• Approve the Patient Safety Review Summary. 

• Ensure submission of the Patient Safety Review Summary to IRLG. 

• Completion of identified actions. 

• Share learning  

The person conducting the review will: 

• Complete a concise incident timeline using patient records, staff accounts and the 
patient/family account. 

• Select (with support from the patient safety team as required) the appropriate 
approach likely to be a review methodology such as case note, AAR, round table, 
safety huddle or hot debrief. 

• Consult with subject matter experts and enabling services as required. 

• Link with the service regarding duty of candour completion, to enable preparation 
for the conversation with the patient/ family. 

• Complete the patient safety review form for approval by the Care Group 
Triumvirate. 

• Attend IRLG to present summary. 

Subject Matter Experts/ Enabling Services will: 

• Provide expert advice, regarding the patient pathway and care delivered to the 
person conducting the review to consider what should have happened vs what 
did happen. 

• Identify any internal or external parties which may use the review to inform their 
judgement (e.g. Section 42 enquiries, MHRA, yellow card, pressure ulcer external 
reporting). 

• Help formulate the points to be considered &/or questions the review may need to 
answer. 

• Consider and advise on the adequacy of training, tools/technologies and policies. 

• Consider and advise on the impact of environment, wider organisational and 
external factors which may have affected the care delivered. 
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• Link with improvement plans (e.g. avoidable harm) to support advancing patient 
safety in the organisation. 

• Take a lead in implementing recommendations (e.g., if training or a policy needs 
to be reviewed). 

The patient safety team will: 

• Review all incident reports to highlight moderate and severe incidents which may 
need further review the Care Group. 

• Liaise with the care group to confirm Patient Safety Review instigated and record 
on Datix. 

• Inform Executive Quality and Safety Review Group (meets weekly) that patient 
safety review has commenced, acting as a check that PSII is not indicated. 

• Support the review process and track progress. 

• Track duty of candour to ensure completed and requirements met. 

• Facilitate submission to IRLG, updating on Datix including completion of actions. 

Executive Quality and Safety Review Group (meets weekly) will: 

• Review and validate the decision of patient safety review. This is a safety net to 
ensure the national priorities under PSIRF are considered and, where identified, a 
PSII is instigated. 

• Will link with IRLG to identify trends and patterns to highlight areas of risk which 
may need a separate patient safety process. 

Incident Review Learning Group (meets weekly) will: 

• Monitor progress of patient safety reviews. 

• Look to identify trends and patterns to highlight areas of risk which may need a 
separate patient safety process. These should be flagged to Executive Quality 
and Safety Review Group. 

• Agree and approve reports prior to executive sign off, and that actions meet the 
needs within the recommendations. 
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