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Section 1 
Introduction to Policy 

1.0 Introduction 
 

The reporting of incidents and near-misses is a key element in the governance 
of the organisation. Having a system that enables the capture and analysis of 
incident information is the cornerstone to effective risk management and can 
assist in the learning of lessons, prevention of harm and improvement of quality 
care. Incident reporting presents an important opportunity to learn from past 
events and ensure steps are taken to minimise recurrences. 

 
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. 

 
University Hospitals of Derby and Burton NHS Foundation Trust is required by 
the NHS Derby and Derbyshire Clinical Commissioning Group to adopt  the  
requirements of NHSI Policy ‘Patient Safety Incident Response Framework’ 
(March 2020) which the Trust is a pilot site for the NHS until April 2022 when it 
is expected that this will be rolled out across the NHS. 
 

If an incident or Patient Safety Incident occurs in Private Patients, this will be 
managed as per this policy, regardless if the care is NHS funded or not. 

 
1.1 Purpose and Outcomes 

This policy sets out the Trust systems processes and expectations in relation 
to incident reporting and learning to include the: 

 Process for reporting all incidents involving staff, patients and others. 

 Process for reporting to external agencies. 

 Process for investigating incidents according to level of risk. 

 Process for involving and communicating with internal and external 
stakeholders to share safety lessons. 

 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. 

 Training requirements for staff. 
 

Compliance with this policy will ensure that incidents are systematically 
identified, recorded, reported to management and appropriately investigated 
resulting in learning and thus improving safety for future patients, staff and 
visitors. 
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1.2 Definitions Used 
 

Being Open The Trust has an open and transparent culture and this refers to the 
process for communicating adverse events with patients and their carers, 
staff and visitors, regardless of the level of harm 

Commissioner The Clinical Commissioning Groups (CCGs) who undertake the 
commissioning function 

Duty of Candour There is a statutory and a professional obligation to undertake Duty of 
Candour when a patient suffers moderate harm or more. 
This means patients/their family must be informed of what has 
happened, apologise that something has happened to them, investigate 
where necessary and follow up with a written apology. 

HSE Health and Safety Executive 

Incident: An event or circumstance which could have resulted, or did result in 
unnecessary damage, loss or harm such as physical or mental injury 
to a patient, staff, visitors or members of the public. 

Never Events Never Events are incidents that are wholly preventable, as guidance or 
safety recommendations that provide strong systemic protective barriers 
are available at a national level and should have been implemented by 
all healthcare providers. Click here for full list of Never Events 

NPSA National Patient Safety Agency (now NHS Improvement but much of 
the terminology used is from the NPSA) 

Patient Safety 

Incident 

Investigation (PSII) 

An unexpected patient safety incident which signifies an extreme level 
of risk for patients, families and carers, staff or organisations, and 
where the potential for new learning and improvement is so great 
(within or across a healthcare service/pathway) that it warrants the use 
of extra resources to mount a comprehensive PSII response. 
Locally-predefined patient safety incidents requiring investigation 
The NHSI Strategic Executive Information System (STEIS) will be used 
as notification and communication of Patient Safety Incident 
Investigations  

Patient Safety 

Review (PSR) 

Locally-predefined patient safety incidents requiring review 
Different review techniques can be adopted, depending on the 
intended aim and required outcome. 

RIDDOR: Reporting of Injuries, Diseases and Dangerous Occurrences 
Regulations 

 

 

1.3 Key Responsibilities/Duties 
 

1.3.1 Trust Requirements 
 

All patient safety incidents, including near misses, no or low harm incidents, must 
be reported onto Datix, which is then uploaded into the National Reporting and 
Learning System by the Corporate Clinical Governance and Risk Team. Incidents 
must be reported on Datix within 12 hours of recognition of the incident. 

 
The primary responsibility of the trust in relation to incidents is to the people who 
are affected and/or their families/carers.  
 
The Trust has a robust governance process, with Executive oversight, in place, to 
identify and manage incidents, ensuring that any identified risks are mitigated, 
lessons are learned and action plans implemented in a timely manner. 

 
In addition to an Executive Lead identified to manage PSIRF, the Trust is required 

https://www.england.nhs.uk/wp-content/uploads/2020/11/2018-Never-Events-List-updated-February-2021.pdf
https://www.england.nhs.uk/patientsafety/wp-content/uploads/sites/32/2015/04/never-evnts-pol-framwrk-apr2.pdf
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to nominate an appropriate senior member of staff to be the main contact with the 
Commissioner. This is the Head of Clinical Governance and Risk. In their 
absence, including out of hours, a suitable deputy will be available (e.g. Director 
on call). 

 
An audit trail must be maintained so that this information can be provided on a 
‘need to know’ basis when required. 
 

1.3.2 Clinical Commissioning Group 
Commissioners will receive notification of Patient Safety Incident Investigations via 
the National Reporting and Learning System (NRLS) and report PSII on STEIS.  It 
is the responsibility of the Trust to close the incident on STEIS once the systematic 
analysis review has been completed and the Investigation Report/Action Plan has 
been internally agreed and STEIS is updated. 
 
The Commissioner will be involved in participating in the Trust thematical reviews 
from the Patient Safety Incident Investigations completed and support the learning 
and service improvement discussions.   

 
1.3.3 NHS Improvement 

NHSI maintains oversight and surveillance within NHS-funded care and ensures 
that CCGs have systems in place to appropriately manage the care they 
commission. They are responsible for reviewing trends, analysing quality and 
identifying issues of concern. 

 

NHSI are responsible for the decision making process in relation to homicides 
committed by mental health patients. 

 
1.3.4 Care Quality Commission (CQC) 

The CQC has a role in encouraging improvement and may use the details of 
incident reports, investigations and action plans to monitor an organisation’s 
compliance with essential standards of quality and safety, to assess risks to quality 
and to respond accordingly. 
 

1.3.5 The Chief Executive 
The Chief Executive will identify an Executive Lead and delegate responsibility for the 
management of incidents. 

 

1.3.6 The Executive Chief Nurse and the Executive Medical Director 
 Ensures that the organisation has processes that support an appropriate 

response to patient safety incidents (including contribution to cross-
system/multi-agency reviews and/or investigation where required).  

 Ensures that processes for preparing for and responding to patient safety 
incidents are reviewed as part of the overarching governance arrangements.  

 Ensures that the executive and non-executive team can access relevant 
information about the organisation’s preparation for and response to patient 
safety incidents, including the impact of changes following incidents.  

 Oversees development and review of the organisation’s PSIRP.  
 Agrees sufficient resources to support the delivery of the PSIRP (including 

support for those affected, such as named contacts for staff, patients, families 
and carers where required). 

 Ensures that the Duty of Candour is upheld.  
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 Ensures that the organisation complies with the national PSIRF standards.  
 Establishes procedures for agreeing patient safety investigation reports in line 

with the national PSIRF standards.  
 Develops professional development plans to ensure that staff have the 

training, skills and experience relevant to their roles in patient safety incident 
management.  

 Provides leadership, advice and support in complex/high profile cases.  
 Liaises with external bodies/supports the chief executive as a spokesperson 

for the organisation as required.  
 

1.3.7 Divisional Nurse Directors/Head of Midwifery/Divisional Medical 
Directors/Divisional Director/ Director of AHPs and HCS 

Are responsible for ensuring the Divisional structure supports the systems for 
identifying, recording, reporting to management, appropriately investigating and 
learning from incidents.  

 
1.3.8 The Head of Clinical Governance and Risk 

Is responsible for ensuring the functioning of the corporate systems detailed within 
this policy in support of the identifying, recording and reporting of incidents through 
the Trust Datix incident management software system, which also includes 
management of the process supporting the escalation of incidents thought the 
Trust Patient Safety Incident Response Plan (PSIRP), in line with the Patient 
Safety Incident Review Framework (PSIRF).  Is the Senior Manager who will be the 
main contact with the Commissioner with regards to PSII reportable incidents. In 
their absence, including out of hours, a suitable deputy will be available (e.g. 
Director on call when out of hours). 
 
Is responsible for ensuring incidents are escalated and reported in a timely and 
appropriate manner and in conjunction with the Corporate and Divisional Clinical 
Governance Facilitators, will have corporate responsibility for ensuring the Trust 
meets all national and local requirements around clinical risk management, to 
ensure that adequate systems and processes are in place for the continuous 
effective management of clinical risk 

 
1.3.9 Senior Information Risk Owner (SIRO) 

Is responsible for ownership of information risk across the Trust and for ensuring 
the Board is adequately briefed on information security risks and incidents. 

 
1.3.10 Clinical Governance Facilitators 

Are responsible for ensuring that incidents are systematically identified, recorded, 
reported to management, appropriately investigated and that learning occurs and 
feedback is given at Business Unit/Divisional level. They or their nominated deputy 
will act as Chair at appropriate Divisional/Business Unit incident review and 
learning meetings. 

 
1.3.11 Departmental Managers or Nominated Deputies (Review of Incident and 

Final Approval) 

Are responsible for ensuring staff report incidents, categorising incidents in 
accordance with this policy, investigating and escalating incidents where necessary 
according to the incident categorisation and providing robust quality feedback to 
reporting staff. 
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1.3.12 The Corporate Clinical Governance and Risk Team 
Undertake the Corporate collation and analysis of incidents, liaise with external and 
internal stakeholders where necessary, generate trust wide trend reports of incident 
types/themes for the required meetings 

 
1.3.13 Health and Safety Manager 

The Health and Safety Manager is responsible for ensuring RIDDOR reportable 
incidents are reported to the Health and Safety Executive (HSE).  The Health and 
Safety Manager may be called to assist staff and managers following an 
accident/incident. 

 
1.3.14 Trust Staff 

All staff are responsible for reporting incidents in accordance with this policy and 
requesting quality feedback. This includes: 

Students & Trainees 
Visitors 
Agency staff & Contractors 
Volunteers 

 

1.3.15 Quality Improvement Group (QIG) 
Will receive assurance and escalation reports from the Learning Review Group and 
Quality Review Group 

 
1.3.16 Quality Review Group (QRG) 

To direct the Trust’s response to the management of all areas of risk and to ensure 
that all elements of the Trust Policy For The Management Of Risk are addressed and 
receive risks that are 15 and above (extreme), and consider for escalation.  Consider 
any related factors that span a number of risks in terms of the combined impact, and 
identify / investigate any underlying systemic issues.  This includes the management 
of risk in relation to the achievement of the Trust’s corporate objectives and the Board 
Assurance Framework. 
 
Receive regular reports from the divisions summarising their identified risks actions 
assigned and monitoring of improvements through Internal Audit Reports and any 
External Visits. 
 
To direct the Trust’s internal compliance framework which includes the mechanisms 
used to monitor compliance with the regulatory framework used by the Care Quality 
Commission (CQC). 
 
Monitor compliance with CQC compliance standards.  Receive exception reports 
where non-compliance with CQC regulations and standards is identified from 
whatever source such as internal or external inspections or assessments and 
consider the risk impact of such non-compliance. 

 
1.3.17 Learning Review Group (LRG) 

To receive and review learning reports in relation to incidents, inquests, claims, 
complaints and other clinical risk issues, review and endorse proposed actions and 
consider if organisational learning / sharing is required. 
 
To analyse a quarterly triangulation of themes and trends data report in order to 
identify priorities for improvement work and monitor progress of the projects using 
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LifeQI software. 
 

1.3.18 Virtual Incident Quality Assurance Group (VIQAG) 
A forum to demonstrate assurance of in-depth, thorough investigations, ensuring 
that processes are reviewed, that action plans are succinct and effective and that 
plans are in place for  findings to be shared appropriately 

 

1.3.19 Business Unit Governance Meetings 
The meeting will monitor themes and trends from incidents, claims and complaints.  
Discus and review all trends and decide if Service Improvement Plan are required.  
Ensure outcomes from themes are feedback to the Divisional Governance & Risk 
Meetings 

 
1.3.20 Divisional Governance Meetings 

Trends from incidents and investigations/reviews are escalated to the Divisional 
Governance/Risk Groups.  Following review of themes, these meetings will also 
review for related risk assessments and update the risk register. 

 

 
1.3.21 Infection Prevention & Control Committee (IPCC) 

The IPCC is a sub-committee of the Quality and Performance Committee. The 
IPCC meets on a monthly basis and oversees all Infection prevention and control 
issues in the Trust and receive root cause analysis investigation findings and 
disseminate the learning across the Trust. 

 
 

Section 2 
Incident Reporting and Management 
2. Incident Reporting, Investigation, Review and Learning 

 

“People make errors, which lead to accidents. Accidents lead to deaths. The standard 
solution is to blame the people involved. If we find out who made the errors and punish 
them, we solve the problem, right? Wrong. The problem is seldom the fault of an 
individual; it is the fault of the system. Change the people without changing the system 
and the problems will continue.” 

Don Norman 
Author, the Design of Everyday Things 

 

An open and just culture is one in which incidents and failures are openly and honestly 
discussed by staff, patients and families, creating an environment where the causes of 
incidents can be established and lessons can be widely learned. The Trust has a ‘just 
culture’, this means that learning and accountability are balanced and the focus of 
incident reporting and investigation is on learning and sharing the learning across the 
Trust to increase patient safety and staff wellbeing. 

 
2.1 What is an Incident & what should be reported? 

All staff must report any adverse incident which has the potential to produce 
unexpected or unwanted effects, or any incident which has a consequence or a 
learning point.   

 

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 
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realised in time and measures being taken to prevent harm occurring. These are 
often referred to as near misses or no harm incidents. 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 near miss or no harm is caused 
therefore these incidents can provide a wealth of learning information. 

 
All incidents should be reported as soon as possible, but within 12 hours.  An incident is 
described as: 

Any clinical or non-clinical adverse event or near miss which did cause or potentially 
could have caused harm.  An adverse event may involve a member of staff, a patient, 
visitor or member of the public, or no-one at all. 

 
 

2.2 What to do when an Incident occurs  
Some incidents will require prompt and specific action to deal with the problem. This 
may include the following: 

 Ensure the patient is safe – medical assistance may be required 

 Ensure that patients, staff, visitors and others, are protected from the risk if required 

 Member of staff to report the incident via the incident reporting system (Datix) 

 Comply with ‘Being Open’ and, if appropriate, the Duty of Candour requirements 

 Notifying senior members of staff on duty 

 If equipment / machinery is involved, removing it from service (marking it clearly 

‘out of order’) and arrange its repair or removal – make note of the model number 

to ensure it can be traced and fixed. 
 Recording the action taken in the patient’s care records. Records might not be at 

hand, but they should be found and either tracked or made secure. 
 If necessary, request that all those who observed what happened prepare a 

witness statement as soon after the event as possible. 
 

 Incidents resulting in unexpected death or serious injury must always be 
reported immediately to a senior member of staff (usually to include Line 
Manager and named or on-call Consultant as appropriate) 

 
2.3 Incident Reporting System – Datix 

An electronic incident form must be accurately completed and 
submitted for all incidents via the Datix electronic incident 
reporting system. 
Datix is accessed via the Neti Quick Links page.   
 
If patient related incident, patient details must be recorded on 
the incident form. Should the intranet not be available, paper 
forms will need to be completed and delivered to the Corporate 

Clinical Governance and Risk Team within 2 working days where the incident forms 
will be populated onto DATIX on the day of receipt. 

 
2.4 What happens next 
The identified manager and senior staff in the location or clinical area receive a 
notification that an incident has occurred. Some specific incidents are also sent to 
specialist areas e.g Tissue Viability. 
 
 
NB: Please ensure the incident is reported for the area where the incident 
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occurred, rather than where the patient (or you) is currently based e.g you and that 
patient are currently on Ward X, however you are reporting an incident that 
occurred on Ward Y – The senior staff on ward Y need to manage the incident 
 
Being Reviewed for the location where the incident occurred will log in to the 
Datix system. They will review the details, filling in any further detail, including the 
level of harm to the patient (see below).  
 
If the actual impact/harm is moderate or above, Duty of Candour will need to be 
applied in accordance with CQC Regulation 20 and Health & Social Care Act 
(2008, 2014 regulations). 
 
Datix ‘Being Reviewed’ is required to review the accuracy of the incident that was 
reported in regards to the actual impact, categories.  The outcome to the patient 
and ensure all the information is correctly populated as well as quality feedback 
being provided to the reporter of the incident, identifying actions that have been 
undertaken to mitigate the incident reoccurring.  
 
The reviewer of the incident may need to discuss the incident with the staff 
involved, and/or the patient, in order to obtain all the details and evaluate the need 
for escalation if necessary. 
 
If the patient has suffered 4 severe harm or above the incident will require 
escalation to the Divisional Clinical Governance Team. This will be discussed and 
escalated, if necessary, to the Corporate Clinical Governance and Risk team for 
discussion if further review/investigation is required. 
 

For incidents which do not reach moderate harm or above, should carry out an 
investigation of a scale and scope which is proportionate to the incident to ensure 
that resources are effectively used and conducted to identify: 

 The cause of the incident

 Whether the incident can be prevented from occurring again

 Whether the actions taken were suitable and sufficient to manage the incident 

effectively
 Any post incident actions, including further management, learning and changes to 

systems and practices which may prevent or mitigate a future occurrence.
 Ensure quality feedback of the above information is provided to the reporter of the 

incident 
 

The review/investigation should be based upon the Systematic Analysis Approach 
process, and may range from simple fact finding to a full investigation. 
 

 

Awaiting Final Approval / Final Approval 

Matrons, Departmental Managers will review all of the above and if all the 
information is correct and they believe the actions and learning are appropriate, 
this can be ‘Finally Approved’/closed, unless the incident is undergoing further 
review, Patient Safety Review (PSR) or Patient Safety Incident Investigation (PSII) 
– the incident must be remain ‘Being Reviewed’ until the review/report has been 
approved through the Divisional Clinical Governance teams. There must be 
information/evidence uploaded to the Datix system to support the incident being 
Finally Approved. 
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Expert advice (usually by consulting more senior staff or specialist e.g. Infection 
Control, Tissue Viability, Back Care Advisor, Health and Safety Manager, etc) 
should be sought when necessary and wherever practicable a consensus view 
should be arrived at by two    or more persons with relevant knowledge. 
 
For additional advice/support consult your Divisional Clinical Governance Team for 
patient related incidents and the Health and Safety Manager for staff related 
incidents 
 
Rejection of Incidents 
If the Matrons/Department managers feel that an incident should be rejected, this 
should be discussed with the Divisional Clinical Governance Team for the 
Division/Business Unit, with a rationale why this decision and action is being 
undertaken. 
 
Incidents can only be rejected by the Divisional Clinical Governance team or the 
Corporate Clinical Governance and Risk Team 

 

2.5 Levels of harm 
Patient Related Incidents: NPSA Levels of Harm 

The levels of harm used for patient safety incident are defined by the National 
Patient Safety Agency (NPSA) and the Trust uses these definitions for patient and 
non-patient related incidents. 

 
 NPSA Definition - Actual Impact 

 
Non-Patient related incidents 
(e.g staff related incidents)  

0 – Near Miss Any situation that had the 
potential to cause harm but was 
prevented, resulting in no harm.  

Any situation that had the potential to 
cause harm but was prevented, 
resulting in no harm. 
 

1 – No Harm A situation where an incident 
occurred but no harm caused. 
 

Minimal injury requiring no/minimal 
intervention or treatment. 
No time off work 
 

2 – Low Harm Any unexpected or unintended 
incident which required extra 
observation or minor treatment 
and caused minimal harm, to 
one or more persons. 
 

Minor injury or illness, requiring minor 
intervention 
Requiring time off work for >3 days 
Increase in length of hospital stay by 
1-3 days 

3 – Moderate 
Harm 

Any unexpected or unintended 
incident which resulted in further 
treatment, possible surgical 
intervention, cancelling of 
treatment, or transfer to another 
area and which caused short 
term harm, to one or more 
persons. 
 

Moderate injury requiring professional 
intervention 
Requiring time off work for 4-14 days 
Increase in length of hospital stay by 
4-15 days 
RIDDOR/agency reportable incident 
An event which impacts on a small 
number of patients 
 

4 – Severe 
Harm 

Any unexpected or unintended 
incident which caused 
permanent or long term harm, to 
one or more persons. 

Major injury leading to long-term 
incapacity/disability 
Requiring time off work for >14 days 
Increase in length of hospital stay by 
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 >15 days 
Mismanagement of patient care with 
long-term effects 
 

5 - Death Any unexpected or unintended 
incident which caused the death 
of one or more persons. 
 

Incident leading to death 
Multiple permanent injuries or 
irreversible health effects 
An event which impacts on a large 
number of patients 
 

 
 

2.6 Incident Management including Timescales 
Incidents should be recorded as soon as practicable, but within 12 hours of the 
incident occurring or staff becoming aware of it. 

 
The completion of the investigation and closure of the incident with Final Approval 
on the incident reporting system (Datix) should take no longer than 10 working 
days. 
 
The 10 day closure target can be extended if: 

 The incident investigation is complex 
 The incident is subject to a Patient Safety Review or Patient Safety 

Incident Investigation 
 An internal or external investigation is underway 
 The incident is under the control of the Police or Coroner 
 Another statutory body has control of the incident investigation 

 

 

 

Incident Management 

Incident 
Occurs 

Who What When 

Incident form 
completed and 
submitted on 
Datix 

Any member of 
staff inc students, 
volunteers, 
contractors etc 

Report the incident, factual 
details, not opinions 

As soon as possible 

after the incident, but 
within 12 hours 
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Review of the 
incident 
 

Sister/Senior 
Sister/Manager 

Complete the local review, 
ensure accuracy of the level 
of harm/actual impact, 
management action taken 
including where the patient 
is now. 
 
Duty of Candour if 
appropriate. 
 
Escalate the incident to the 
Divisional Clinical 
Governance teams or actual 
impact/harm is 4 severe or 
above or meets the 
PSR/PSII local or National 
priority 
 
Ensure outcome and quality 
feedback is populated on 
Datix to support learning 
within the organisation. 

Escalation to occur within 
48 hours for PSR/PSII 
incidents. 
 
 
 
Review of the Incident by 
the Sister/Department 
Manager should be 
achieved within 5 working 
days 
 
 
 
 

Final Approval Matron/Service 
Manager/CGF 

Ensure the accuracy of the 
review undertaken by the 
‘reviewer of the incident’ and 
support any learning 
required. 
 
Ensure appropriate outcome 
of the review populated to 
Datix and quality feedback 
and learning provided to the 
reporter of the incident 
 
Ensure there is evidence is 
provided/attached to support 
the closure of the incident.  
 

 
Incident should have Final 
Approval (closed)   within 
10 days of the incident 
occurring/reported on 
Datix unless PSR/PSII 
investigation 

 

 

 
2.7 Levels of Review 
Reviews should be focused on learning and improvement. They should not attribute 
blame or liability for the causation of safety issues. Everyone who is involved should 
have the opportunity to contribute to the review.  Patients and families must have the 
opportunity to ask questions which will need to be included in the review. 

 
Templates for PSR/PSII are available on Neti, from your Divisional Clinical Governance 
Teams. 
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Local Investigation 
(to be completed on Datix) 

Patient 
Safety 
Review 

Patient Safety 
Incident 

Investigation 

External 

 The cause of the incident 
 

 Whether the incident can be prevented 
from occurring again 
 

 The action taken to manage the incident 
 

 Whether the actions taken were suitable 
and sufficient to manage the incident 
effectively 

 
 Any post incident actions, including further 

management, learning and changes to 
systems and practices which may prevent 
or mitigate a future occurrence. 

 
 
Please see link for the PSIRF and UHDB 
Patient Safety Response Plan, click here 
 
 
If an incident occurs that involves multiple 
organisations then the provider who 
identifies the occurrence should co-
ordinate the investigation. 
 
If there is a dispute over which 
organisation should lead the investigation 
the final decision should be made by the 
commissioner. 
 
 

 

2.8  Human Factors in Incident Investigation in Healthcare 
Human factors is the science of understanding human performance within a 
given system. Translated into a healthcare context, human factors has been 
defined as: 

“Enhancing clinical performance through an understanding of the effects of 
teamwork, tasks, equipment, workspace, culture, organization on human 
behaviour and abilities, and application of that knowledge in clinical settings.” 

 

Developing healthcare systems that are founded on human factors principles 
can positively impact on safety by: 

 Reduction of harm through better design of healthcare systems and 

equipment 
 Understanding why healthcare staff make errors and how ‘systems 
factors’ threaten patient safety 

 Improving the safety culture of teams and organisations 

 Enhancing teamwork and improving communication between healthcare 

staff. 
 Improving how we learn when things go wrong by improving current 
approaches to incident investigation 
 Predicting ‘what could go wrong’ in the design of new hospitals and 
healthcare processes, for example, through the application of cognitive task  
analysis, prospective risk assessment tools, workload assessments etc 
 
Although it may be difficult to quantify, complex system issues such as the 
influence of culture, non-technical skills and behaviours of senior staff should be 
considered in the investigation process. Consider the following: 

 Cognition and Workload 

 Distractions 

 The physical environment 

 Teamwork 

https://neti.uhdb.nhs.uk/download.cfm?doc=docm93jijm4n18750.docx&ver=44340
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 Policy & process 

 Products or Devices used 

 
 

2.9 Duty Of Candour & Being Open 
Communication with Patients/Families/Carers: 
The principles of honesty, openness and transparency must be applied. Being open 
when things go wrong is key to the partnership between patients and those who 
provide their care. Openness about what happened and discussing patient safety 
incidents promptly, fully and compassionately can help patients cope better with the 
after-effects. 
 
When a patient has been harmed (moderate, severe or death), Duty of Candour 
becomes a legal and professional obligation. Patients, families / carers must be 
informed of the incident and investigation.  
 
Patient/families/carer should be given the opportunity to express any concerns and 
questions which should then be reflected in the terms of reference. Evidence should 
be gathered from patients, families / carers if appropriate. They should be given 
access to any findings of the investigation and have the opportunity to respond / 
comment. 
 
Senior staff from the Business Unit involved in the early communication with the 
patient, family or carers will inform them that the outcome of the review will be offered 
to them. They will be informed that the report/review is anonymised in order to assist 
in the appropriate dissemination of learning and to maintain confidentiality. It will be 
required to establish the appropriate arrangements for the sharing of the report and 
this may require a further meeting. 
 
The standards of CQC regulation 20, can be found here 
 
The Trust Policy for Duty of Candour can be found on Neti (click here)  
 
2.9.1  Communication with Staff: 

All staff should receive feedback on incidents they have reported.   It is the 
responsibility of the line manager (or their nominated deputy) to provide feedback to 
the person who reported the incident, thanking them for highlighting the issue, and 
informing them of the action(s) taken following the event. This process is automated 
through Datix when incidents are closed. If reporters of incidents are unsure/require 
further information regarding the incident, this should be discussed with their line 
manager. 
 
2.9.2  Media involvement following an incident : 
It is the responsibility of the Governance and Risk team to inform the Communications 
Manager in the event of a serious incident. All media enquiries received by individual 
members of staff must be referred to the Communications team who will respond on 
behalf of the Trust. The Trust will not notify the media before staff, patients, relatives or 
the public have been informed. If necessary, staff should refer to the Trust’s 
Communications Strategy. 

 
2.10 Quality Critique of PSR and PSII reports 

The Incident Virtual Quality Assurance Group (VIQAG) is responsible for ensuring 

https://www.cqc.org.uk/guidance-providers/regulations-enforcement/regulation-20-duty-candour
https://derby.koha-ptfs.co.uk/cgi-bin/koha/tracklinks.pl?uri=http://derby.koha-ptfs.co.uk/cgi-bin/koha/opac-retrieve-file.pl?id=7c709f377e226cf0005a31bebed55229;biblionumber=1791
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that PSR and PSII reports are and safety action improvement plans are accurate 
and fit for purpose.  

 
2.11 Safety Action Improvement Plans 

 
PSR and PSII reports will sometimes include a Safety Actions and Safety 
Recommendations, as identified through the Patient Safety Incident Response 
Framework. 
 
All Safety Actions/Recommendations are the responsibility of the area where the 
incident occurred to implement and monitor, coordinated by the Accountable 
Officer.  Exceptions to this would be where the changes required the involvement 
of more than one division. This will be clear from the allocation of responsibilities 
within the action plan. 
 
Each recommendation determined by a review should have a corresponding action 
with a clear deadline and responsible person allocated.   The nominated leads, as 
indicated through the action plan, will be requested to deliver their safety action(s) 
within the timescales agreed within the Safety Action/Recommendation.   
 
Action plan status will be monitored through the monthly Quality Review Group 
meeting with actions identified by the Division as appropriate.  All completed 
evidence on each safety Action/Recommendation needs to be attached to Datix 
before the Safety Action/Recommendation can be reviewed for assurance and 
closed. 
 
It is the responsibility of the divisional management team to ensure that learning 
from all incidents and themes are shared with appropriate staff groups, and that 
recommendations following such incidents are acted on. 
 
Safety Action Improvement Plan from Never Events are monitored via the Learning 
Review Group and the Divisional Governance teams are required to provide audit 
reports and other evidence of actions being completed and embedded, all attached 
to Datix.  

 

2.12 Analysis of Incident Themes and Learning 
 

Incident data will form part of the Trust’s aggregated analysis of risk management 
information. Aggregated analysis involves the collation and analysis of information 
from different sources such as:  
 Incidents  
 Complaints and PALs  
 Claims  
 Inquests  
 Patient surveys and other feedback  
 Mortality reviews 

 
Divisional thematical analysis from the above data will be produced and reported 
quarterly to the Learning Review Group from each of the Divisional management 
teams, providing their learning, update on Task and Finish groups and their 
Patient Safety Improvement Plans. 
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Learning: Learning from a patient safety incident should be a collaborative, 
decentralised and reflective process that draws on experience, knowledge and evidence 
from a variety of sources.  

 Organisational learning can be demonstrated by sustainable changes and 

improvements in process, policy, systems and procedures relating to patient safety.  

 Individual learning can be demonstrated by sustainable changes and improvements 
in behaviour, beliefs, and attitudes and knowledge of workers at the front line of 
service delivery.  

 
Disseminating learning: There are a number of ways in which learning from an incident 
or complaint might be disseminated within the Trust to improve patient safety and reduce 
the risk of recurrence. Examples of communication methods might include but are not 
limited to:  

 Presentations and discussion at staff/team meetings.  
 E-bulletins and newsletters.  

 Trust intranet site.  

 Trust public web site.  

 Public board papers.  

 Patient safety notice boards.  

 E-mail/internal alert mechanisms.  

 Incorporation into risk management, incident reporting and investigation 
training i.e. using case studies.  

 Performance management review meetings.  

 Board and sub-board (Divisional/Business Unit/departmental) governance 
and assurance mechanisms.  

 Quality reporting arrangements.  

 Local conferences, seminars and workshops.  

 Periodic serious incident and incident summary reports.  

 Educational meetings.  
 
Action plans should describe the ways in which learning from the individual incident will 
be disseminated. Audits will be conducted to strength test the learning/changes required 
from the themes to ensure improvements are being maintained using a Quality 
Improvement methodology. 
 
2.13 Risk Assessments 
Following a PSII/PSR, as with all incidents and near misses, all related risk assessments 
must be reviewed by the Division’s Governance Group and the Risk Register updated 
accordingly. 
 
2.14 Training Requirements for Staff 

Information is provided to all staff on Trust Induction and information is available on the 
Datix home page and guidance on reporting. 

 
Training is available on Systematic Analysis Methodology via the learning hub for staff 
leading on investigations 
 
 
 
 
2.15 Externally Reportable Incidents 
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Certain incidents require reporting to external agencies in addition to the 
Commissioning Organisation, detail of such incidents and responsibilities for 
reporting are included in Patient Safety Incident Response Plan 

 

Section 3 – Specialist Requirement (not included within PSIRF) 
 

3.1 Information Governance Breaches 

All IG breaches are reported on Datix.  The IG Team assess the breach and decide 
if it requires reporting on the Data Security & Protection Toolkit (DSPT).  The Trust 
is required to report serious IG breaches using the DSPT.  The breach must be 
reported within 72 hours of being discovered. 
 
There is no simple definition to describe a serious IG breach but the following can 
be used as a guide: 
 This type of incident will typically breach one of the principles of the Data 

Protection Act 2018 and/or the Common Law of Confidentiality. 
 This includes unlawful disclosure or misuse of confidential data, recording 

or sharing of inaccurate data, information security breaches and 
inappropriate invasion of people’s privacy. 

 Personal data breaches which could lead to identity fraud or have other 
significant impact on individuals. 

 Applies irrespective of the media involved and includes both electronic 
media and paper records. 

 When lost data is protected eg.by appropriate encryption, so that no 
individuals data can be accessed, then there is no data breach. 

 When the data is protected but there is a risk of individuals being identified 
then this remains and incident and should be reported. The sensitivity 
factors within the IG Incident Reporting Tool will reflect that the risk is low. 

 A Cyber-related incident is anything that could (or has) compromised 
information assets within Cyberspace which could include (refer to guidance 
for further definitions): 

 Denial of Service attacks 

 Phishing emails 

 Social Media Disclosures 

 Web site defacement 

 Malicious Internal damage 

 Spoof website 

 Cyber Bullying 
 

The ‘Guide to the notification of data security and protection incidents’ at Appendix ? 
(attached) sets out when an incident is reportable on the DSPT and the grading of 
breaches.   The guide states that any incident must be graded according to the 
significance of the breach and the likelihood of those serious consequences 
occurring.  
 
The incident must be graded according to the impact on the individual or groups of 
individuals and not the organisation. Incidents are reviewed by the Data Protection 
Officer, Caldicott Guardian or the Senior Information Risk Owner when determining 
what the significance and likelihood a data breach will be.   
 

Please cross reference to the Trust Policy & Procedure For Information Governance 

https://neti.uhdb.nhs.uk/download.cfm?doc=docm93jijm4n18750.docx&ver=44340
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for further information by clicking here 
 

3.2 Pressure Ulcers 
A pressure ulcer is localized injury to the skin and/or underlying tissue usually over a bony 
prominence, as a result of pressure, or pressure in combination with shear (NPUAP- 
EPUAP, 2014): http://www.epuap.org/wp-content/uploads/2016/10/quick-reference-guide- 
digital-npuap-epuap-pppia-jan2016.pdf 
 
 Lapse in care 

Care was not delivered according the prevention plan or there was a lapse in process ie. 
Risk assessments etc. not completed according to policy. The level of these lapses are 
RAG rated and scored based on omissions in care or process see attached 
 
 Moisture lesions 
Redness or partial thickness skin loss involving the epidermis, dermis or both caused by 
excessive moisture to the skin from urine, faeces or sweat. These lesions are not usually 
associated with a bony prominence. They can be seen alongside a pressure ulcer of any 
grade. 
 
 Suspected Deep tissue Injury (SDTI)  
Purple or maroon localized area of discoloured intact skin or blood-filled blister due to 
damage of underlying soft tissue from pressure and/or shear. The area may be preceded 
by tissue that is painful, firm, mushy, boggy, warmer, or cooler as compared to adjacent 
tissue. Deep tissue injury may be difficult to detect in individuals with dark skin tones. 
Evolution may include a thin blister over a dark wound bed. The wound may further 
evolve and become covered by thin eschar. Evolution may be rapid exposing additional 
layers of tissue even with optimal treatment. (NPUAP/EPUAP, 2014). 

 
SDTI’s must be reported and monitored internally weekly. Should the SDTI develop into a 
grade 3 pressure ulcer it will then be reported and care reviewed 

 
 Skin changes at life’s end (SCALE) 
Physiological changes that occur as a result of the dying process (days to weeks) may 
affect the skin and soft tissues and may manifest as observable (objective) changes in 
skin colour, turgor, or integrity, or as subjective  symptoms such as localized pain. These 
changes can be unavoidable and may occur with the application of appropriate 
interventions that meet or exceed the standard of care. Skin changes at life’s end are a 
reflection of compromised skin (reduced soft tissue perfusion, decreased tolerance to 
external insults, and impaired removal of metabolic wastes. (SCALE Expert Panel, 2009): 

http://www.epuap.org/wp-content/uploads/2012/07/SCALE-Final-Version-2009.pdf 

 
See Trust Pressure Ulcer Policy on Neti for further details. 
 

 
 

3.3 Healthcare Associated Infections 
NHS organisations are required to report all Meticillin Resistant Staphylococcus Aureus 
(MRSA) blood stream infections, Clostridium difficile infections, Meticillin Sensitive 
Staphylococcus Aureus (MSSA), Klebsiella, Pseudomonas Aeruginosa, and Escherichia 
coli (E. coli) blood stream infections to Public Health England, via the data capture system.  
The Infection Prevention & Control Team (IPCT) report all positive results on behalf of the 
Trust.  
 

https://derby.koha-ptfs.co.uk/cgi-bin/koha/tracklinks.pl?uri=http://derby.koha-ptfs.co.uk/cgi-bin/koha/opac-retrieve-file.pl?id=9104ded4cfc3f4e3d9ac3a8758e4b0c6;biblionumber=1863
http://www.epuap.org/wp-content/uploads/2016/10/quick-reference-guide-digital-npuap-epuap-pppia-jan2016.pdf
http://www.epuap.org/wp-content/uploads/2016/10/quick-reference-guide-digital-npuap-epuap-pppia-jan2016.pdf
http://www.epuap.org/wp-content/uploads/2012/07/SCALE-Final-Version-2009.pdf
https://derby.koha-ptfs.co.uk/cgi-bin/koha/opac-detail.pl?biblionumber=1900&amp;query_desc=kw%2Cwrdl%3A%20pressure%20ulcer
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All mandatory reported infections identified as hospital onset will be reported via the Datix 
system by the clinical teams. The IPCT will refer all relevant infections not attributed to 
UHDB to the relevant CCG / community infection prevention and control team for 
investigation. 
 
A structured judgement review (SJR) will be undertaken by a multi-disciplinary team and 
the infection prevention and control team. The SJR will decide if there were any lapses in 
the patients care, identify good practice and learning. 
 
Please see the Infection Prevention and Control Policy to review the HCAI investigation 
process, click here 
 
 

Section 4 – Monitoring Compliance and Effectiveness 
 

The table below outlines the Trust’s monitoring arrangements for this policy document. The 
Trust reserves the right to commission additional work or change the monitoring 
arrangements to meet organisational needs 

 

Monitoring 
Requirement : 

All PSR and PSII will be 
completed within the 
required agreed 
timescale identified with 
the patient/family 

All PSR and PSII action 
plans will be completed 
within the required 
agreed timescales 
identified within the Datix 
system 

Review of themes and 
trends 

Monitoring 
Method: 

This is monitored at the 
monthly reports to the 
QRG meeting from 
Divisions 

This is monitored at the 
monthly reports to the 
QRG meeting from 
Divisions 

Analysis of learning from 
incidents including 
PSR/PSII to be 
incorporated in the report 
provided by each of the 
Divisions 

Report Prepared 
by: 

Divisional Governance 
Team/DND/DMD 

Divisional Governance 
Team/DND/DMD 

Divisional Governance 
Team/DND/DMD 

Monitoring 
Report 

presented to: 

Quality Review Group Quality Review Group Learning Review Group 

Frequency of 
Report 

Monthly Monthly Quarterly 

 

 

 

 

 

 

 

 

https://derby.koha-ptfs.co.uk/cgi-bin/koha/tracklinks.pl?uri=http://derby.koha-ptfs.co.uk/cgi-bin/koha/opac-retrieve-file.pl?id=0fb2d6c053515694973cf3b88da2b250;biblionumber=1869
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Section 5 - Appendices 

APPENDIX 1 
PRESSURE ULCER RAG RATING 

RAG Rating Definition Incident Action 
Required 

Trust Wide Action 
Required, for multiple 

incidents. 

Red  
Scrore  
 
<30 on the TV 
check list 
Or more than 3 
Level 1 lapses  
 

There have been 3 
lapses in care, or 
moderate lapses in 
process or 
communication which 
directly or indirectly 
effected pressure areas 
management. 
 

Safeguarding 
referral Evidence 
of learning 
required.  
 
LOOP 
 
Followed up in TV 
Meeting  
 

Com’s plan for DND’s, 
Matron’s, CGF’s, Senior 
Sisters involved  
Improvement project if 
trend noted. 
 
Standing agenda item at 
PUIG for feedback 

Amber  
Score  
 
31-45 on TV 
check list 
Less than 3 
level 1 lapses  

There have been less 
than 3 lapses in care or 
moderate lapses in 
process which directly 
or indirectly effected 
pressure area 

Evidence of 
learning required.  
 
LOOP 
 
Followed up in TV 
Meeting   

Com’s plan for DND’s, 
Matron’s, CGF’s, Senior 
Sisters involved. 
 
Improvement project if 
trend noted.  
 
Standing agenda item at 
PUIG for feedback 

Green 
Score  
 
46-58 on TV 
check list 
No level 1 
lapses  

There have been no 
lapses in care and none 
or minor lapses in 
process, which didn’t 
affect pressure ulcer 
management  

Monitor trend via 
TV Meeting  

If trend noted, review of 
best practice and 
improvement work if 
change required or 
possible.  
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