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	For Assurance
	Report Summary; detailing any action required

	The purpose of this report is to provide the Group with an overview of patient safety incidents that triggered the Duty of Candour during 2025/2026

	Key Issues

	· Top 3 themes representing the main patient safety risks where the Duty has been triggered relate to:
- accident/injury
- treatment/procedure complications
- assessment/investigation/diagnosis relating to the diagnostic pathway (rather than treatment delivery itself) 
· Full compliance with statutory requirements not achieved:
- 83% compliance with “in person” notifications (closed incidents)
- 67% compliance with “written” notifications (closed incidents)
- 76% compliance with final written response (closed incidents)
· Inconsistency in the interpretation and application of harm severity definitions
· Sustainability of delivery of statutory requirements within existing workforce models

Key areas of focus for the coming year include: 
· Strengthen timeliness and consistency of application of the Duty with additional training and awareness sessions delivered across clinical and operational teams 
· Enhance quality of communication and documentation
· Embed learning and demonstrable improvement from Duty of Candour cases 
· Continued alignment with the wider Duty of Quality and patient safety agenda  

An addendum Duty of Candour report will be shared at the Quality and Safety Group in November 2026 when Primary Care Contractors will prepare a report in respected of the health care they provide under a contractual or any other arrangement, with the Health Board. 

	Decision / Action required
	No

	Recommendations

	Members are asked to:
· Consider the current position regarding patient safety incidents that triggered the Duty of Candour
· Receive the information relating to themes that triggered the Duty of Candour 



                          
Duty of Candour Annual Report 2025/2026

1. INTRODUCTION
The Duty of Candour was introduced through the Health and Social Care (Quality and Engagement) (Wales) Act 2020 and came into force in April 2023. The duty requires NHS organisations in Wales to be open and honest about the care and treatment patients receive. Under the duty, NHS Bodies are required to report annually on compliance with the duty and publish their reports

2. BACKGROUND
Even when the Health Board does everything possible to provide safe and effective care, patients may sometimes experience harm. The Duty of Candour is in place to ensure openness and transparency when this happens.

Where the care provided has resulted in moderate harm, severe harm or death, the Health Board must inform the patient, or the person acting on their behalf, that harm has occurred.  Being open and honest when things go wrong helps to build trust and confidence, supports learning and improvement, and demonstrates the Health Board's commitment to providing high-quality care.

What is meant by moderate or severe harm?

• Moderate harm is when the NHS treatment the patient has received has caused or contributed to causing them harm, leading to further 
[image: ]treatment. At this stage, harm can be serious, but not permanent. For example, a patient is given medicine that they are allergic to, even though it is written in their notes as an allergy. The patient gets a reaction because of the medicine. They need to stay in hospital for 4 or more days before they recover. 
• Severe harm is serious harm which has caused or contributed to the patient suffering a permanent disability or loss of function. For example, a patient is given medicine they are allergic to, even though it is written in their notes as an allergy. This may lead to brain damage or other permanent organ damage. 
• Death is where a patient has died which was caused or contributed to, by their NHS care and treatment. For example, a patient is given medicine they are allergic to, even though it is written in their notes as an allergy. This leads to their death.


Health Board’s approach to the Duty of Candour 
During the reporting period, a dedicated Duty of Candour SharePoint site has been maintained, providing staff with access to a wide range of locally and nationally developed resources, including training, guidance materials, templates, and instructional videos. These resources have supported service groups in embedding the requirements of the Duty of Candour into routine practice. The health board have clear procedural guidance and standardised templates to support staff in meeting statutory requirements. 

Ongoing advice and support are available through Service Group Quality and Safety teams and the Corporate Patient Feedback team, helping services to address any challenges and respond to emerging queries. Training and awareness sessions have continued throughout the year, delivered across clinical and operational teams to support a consistent application and to strengthen staff awareness of the Duty of Candour across the Health Board.

Collectively, these activities have contributed to building organisational understanding of the Duty of Candour and supporting its effective implementation across clinical and non-clinical services.

Challenges and Learning
The Duty of Candour continues to present organisational challenges. The organisation has worked hard to ensure a consistent approach to assessing and validating incident severity, thereby supporting accurate identification of cases meeting the statutory Duty of Candour threshold. Considerable effort is ongoing to maintain robust governance arrangements, including clarifying roles, responsibilities, and reporting processes across services. 

Workforce capacity has remained a key challenge in supporting the effective process requirements of delivering the Duty across the Health Board. The requirements associated with Duty of Candour processes, including incident review, engagement with patients and families, documentation, governance oversight, and reporting, have placed additional demands on clinical, managerial, and governance staff alongside existing operational pressures. Competing priorities, workforce vacancies, and capacity constraints within some services have at times affected the timeliness of Duty of Candour activities and the availability of staff to undertake training and support the process requirements. 

Despite these challenges, services have continued to demonstrate a strong commitment to meeting their statutory responsibilities, with ongoing support from Service Group Quality and Safety Teams and the Corporate Patient Feedback Team helping to strengthen understanding, promote compliance, and embed Duty of Candour principles within routine practice.

Recording Duty of Candour Information in Datix Cymru
Over the data period, a review of Duty of Candour reporting within Datix Cymru identified opportunities to enhance system functionality. Subsequent system developments have improved the recording, monitoring, and reporting of Candour cases, strengthening organisational oversight and supporting compliance with statutory requirements.

These challenges have provided valuable learning opportunities and have informed a programme of continuous improvement aimed at strengthening the Health Board's Candour arrangements.

Performance
During the reporting year 2025-26, the Duty of Candour has come into effect in respect of the provision of health care by the Health Board on 166 occasions (excluding primary care which the Regulations state must be reported to the Health Board annually by the end of September).

Table 1 below demonstrates month on month whereby the Duty was triggered. Average number of times triggered per month – 13.8



Table 2 below indicates the proportion of incidents by the level of harm considered after the ‘Managers Interim Harm Assessment’



Review of Duty of Candour cases during 2025/26 identified that incidents categorised as moderate harm represented the largest proportion of triggers. Audit and case review activity have highlighted some inconsistency in the interpretation and application of harm severity definitions, particularly in cases whereby reviewers were uncertain of the appropriate grading or where the perceived seriousness of an event influenced the harm assessment.

Service Groups operate a review panel process for significant patient safety events, reported as moderate or above.  These panels are convened as soon as possible (usually within 7-working days) of an incident occurring. The panel assesses incidents against established criteria, including Serious Incidents, Never Events, and Duty of Candour thresholds, and agree the appropriate reporting and investigation proportionality. This process supports timely oversight, consistent decision-making, and the effective implementation of the Duty across the organisation.

The Health Board recognises the importance of robust and consistent harm assessment in ensuring compliance with the Duty of Candour legislation and supporting accurate organisational reporting. In response, targeted training and guidance has been developed to reinforce the application of nationally agreed harm definitions and strengthen decision-making during incident review processes. 

Following national agreement, wording used within Datix Cymru has been amended which supports this review process and provides improved consistency across services, enhancing the quality of governance and assurance arrangements.




Compliance with the Duty of Candour Process
The Duty of Candour legislation mandates that once triggered, the Health Board must inform the patient or person acting on their behalf that harm may have been caused via an “in person” notification and followed up with a written notification within 5-working days of the in-person notification. The patient or person acting on their behalf should also be informed of the outcome of an investigation unless they stipulate that they do not wish to be informed.

Datix Cymru concerns management system is used by the Health Board to record when the “in-person” and written notifications are completed and when any final response of an investigation is shared with patient or person acting on their behalf. 

Of the 166 occasions where Duty of Candour was triggered, 104 records have been closed, and of the closed incident records: 

• 87 “in person” notifications are recorded as completed (84%)
• 70 written notifications are recorded as completed (67%)
• 79 final responses sent (76%)

It is recognised that some Duty of Candour activities may have been completed but not fully recorded on Datix Cymru, resulting in under-reporting of compliance activity. The Health Board acknowledges that improvements are required in this area and is undertaking work to strengthen recording processes, enhance oversight, and provide additional staff training to support accurate and consistent reporting.

Data quality and validation work undertaken for the reporting period identified 96 patient safety incidents graded as moderate harm or above are awaiting an ‘Interim Managers Assessment of Harm’. As these reviews are necessary to confirm both the severity of harm and any Duty of Candour requirements, the number of Duty of Candour cases reported within this annual report may not fully reflect all eligible incidents for the period.

It is recognised this as an area requiring improvement and has escalated the matter through governance frameworks (Patient Safety and Compliance Group). Actions are being implemented to improve the timeliness of management reviews, strengthen oversight arrangements, and enhance the accuracy and completeness of Duty of Candour reporting.





Circumstance in which the duty came into effect 
The top 3 classification of incidents where the Duty of Candour was triggered are: 

1 - Accident, Injury
In-patient falls and physical injury incidents represent the largest category (25%) and are particularly common in:
· Acute Medicine
· Rehabilitation services
· Older Persons' services
· Mental Health wards

2 - Treatment, Procedure
The second largest theme reflects harm associated with direct clinical care and procedures (21%). Many categories relate to:
· Surgical complications
· VTE events (DVT/PE)
· Delays in treatment
· Incorrect or inappropriate care
· Procedural injury

3 - Assessment, Investigation, Diagnosis
The next largest theme relates to issues in the diagnostic pathway rather than treatment delivery itself (17%). The common categories include:
· Delayed diagnosis
· Missed diagnosis
· Reporting errors
· Failure to act on test results
· Inadequate clinical assessment

The number of healthcare acquired pressure damage / moisture damage incidents where the Duty has been triggered accounts for 14% of the total. 

It is worth noting that Duty of Candour is triggered where harm may have been caused and further investigation in these cases could lead to a conclusion that harm was unavoidable.

Learning from Incidents 
The Health Board continues to implement learning from Duty of Candour incidents through strengthened clinical governance, staff education, policy review, enhanced oversight of patient safety risks, and targeted quality improvement initiatives designed to reduce the likelihood of similar incidents occurring in the future.  Examples of this include the Pressure Ulcer Prevention and Interventions Service meetings with a goal to reduce healthcare acquired pressure damage by 30% across inpatient and community settings.  

The learning arising from falls-related cases demonstrates that preventable patient harm is most associated with shortcomings in risk assessment, supervision, implementation of preventative measures, and post-fall management. Continued focus on strengthening these core components of falls prevention will support safer patient care, reduce avoidable harm, and minimise future redress and claims activity.
 
Encouragingly, investigations have enabled the Health Board to identify systemic themes rather than isolated individual errors. The recurring nature of the learning provides a clear focus for quality improvement initiatives, workforce education, enhanced compliance monitoring, and targeted assurance activity in high-risk areas.  

A Learning from Experience and Improvement Group will soon be introduced to bring together learning from complaints, incidents, concerns, claims, patient feedback, safeguarding, mortality reviews, audits and external reviews. The group will support quality governance by identifying themes, driving improvement actions, and sharing learning across the organisation to improve patient safety and enhance patient experience.  Learning will be triangulated to provide a comprehensive understanding of risks and to support targeted improvement and share good practice to inform key learning and improvements 

3. GOVERNANCE AND RISK ISSUES
While the Health Board has established robust governance arrangements to support Duty of Candour compliance, significant risks remain regarding the sustainability of delivery within existing resources. Ongoing workforce and capacity pressures within Service Group Quality and Safety teams present risks to statutory compliance, timely investigation of incidents, organisational learning, workforce wellbeing and wider patient safety assurance activities. Continued monitoring of these risks and consideration of sustainable resourcing arrangements will be essential to maintain compliance and support the Health Board's commitment to openness, learning and continuous improvement.

4. OPEN AUDIT RECOMMENDATIONS 
There are no open audit recommendations relating to the Duty of Candour. 

5. FINANCIAL IMPLICATIONS
No additional funding was provided at the time of implementation. Service Groups were asked to consider existing budgets.   

6. LEARNING

The following areas of learning and recommendation have been identified through the annual review of the Duty of Candour.

Strengthen Workforce Capacity and Resourcing
Undertake a review of the resources required to deliver the statutory Duty of Candour responsibilities across the Health Board and develop a sustainable workforce model to address increasing demand, reduce backlogs and minimise risks associated with capacity pressures. This should include consideration of dedicated governance and administrative support within service groups. 
Enhance Compliance Monitoring
Encourage use of the Health Board-wide performance dashboard to monitor timeliness of initial notifications, timeliness of written notifications, improved investigation completion rates, manage outstanding Duty of Candour cases, final response compliance.  
Improve Timely Identification and Escalation of Cases
Strengthen arrangements to ensure all incidents meeting the Duty of Candour threshold are identified promptly and escalated to Duty of Candour leads. Learning from cases where "DOC Lead not informed" or notifications were delayed should be incorporated into local governance processes. 
Strengthen Organisational Learning
Develop a structured process for thematic review of Duty of Candour incidents, with particular focus on:
· Diagnostic delays and missed diagnoses.
· Falls and patient injury
· Pressure ulcer prevention
· Medication errors
· Communication failures
Learning should be shared through governance meetings, patient safety forums and staff education programmes. 
Reduce Investigation Backlogs
Service Groups should develop recovery plans for outstanding investigations and overdue responses, with clear milestones and executive oversight to ensure Duty of Candour requirements are met within expected timescales.

Expand Education and Awareness
Continue and enhance Duty of Candour awareness training, ensuring managers, investigators and clinical staff understand:
· Statutory responsibilities
· Timeframe requirements
· Documentation standards
· Effective communication with patients and families
· Consider the introduction of mandatory refresher training for key staff groups 
Protect Wider Quality and Safety Functions
Ensure that delivery of Duty of Candour responsibilities does not adversely impact other critical quality and safety programmes. Regular review of governance workload, risks and priorities should be undertaken to maintain appropriate oversight of patient safety risks and quality improvement activity. 
Strengthen Assurance Regarding Patient Safety Themes
Target improvement work towards the most frequently occurring Duty of Candour themes identified during 2025/26
7: RECOMMENDATIONS
Members are asked to:
· Consider the current position regarding patient safety incidents that triggered the Duty of Candour.
· Receive the information relating to themes that triggered the Duty of Candour.













	Governance and Assurance

	Strategic Objectives

	Strategic Objectives
(please choose which is impacted)
	People of Swansea Bay live healthier, fairer and more prosperous lives
	☒
	
	Care is high quality, safe, efficient and delivers the best possible outcomes for people in partnerships  
	☒
	
	Care is delivered in partnership with our communities in safe and appropriate setting, supported by innovation
	☒
	
	The health board is a great place to work where staff feel valued and work together towards a common goal
	☒
	
	The health board is a resilient, sustainable and responsible organisation
	☒
	Health and Care Standards

	Standards (please choose which applies)
	Safe Care
	☒
	
	Timely Care
	☒
	
	Effective Care
	☒
	
	Efficient Care
	☒
	
	Equitable care
	☒
	
	Person-centred Care
	☒
	
	Staff and Resources
	☒
	Enablers (please choose which applies)
	Whole Systems Approach
	☒
	
	Leadership
	☒
	
	Workforce
	☒
	
	Culture
	☒
	
	Information 
	☒
	
	Learning, Improvement and Research
	☒
	Quality, Safety and Patient Experience

	Provides oversight and assurance relating to patient safety events which have triggered the Duty of Candour; enables the identification of organisational and/or system risks; informs learning and action, including the development of patient safety alerts and notices, policies and improvement programmes, national priorities, outcome measures or service change.

	Financial Implications

	None

	Legal Implications (including equality and diversity assessment)

	The Health Board is required to manage incidents locally according to the National Health Service (Concerns, Complaints and Redress Arrangements) (Wales) (Amendment) Regulations 2023 and 2025.

	Staffing Implications

	As discussed in report 

	Long Term Implications (including the impact of the Well-being of Future Generations (Wales) Act 2015)

	Learning from patient safety concerns enables the health board to adopt a long-term thematic approach to improving the safety of our care for current and future patients

	Report History

	Annual Reporting 

	Appendices

	Nil 




Table 1 - Incidents by Month - Month SBU First Became Aware Doc Triggered 

45748	45778	45809	45839	45870	45901	45931	45962	45992	46023	46054	46082	9	11	13	11	9	9	18	14	8	6	16	10	


Table 2 - Level of harm considered after managers interim harm assessment (of those incidents that triggered Duty of Candour)

Moderate	45748	45778	45809	45839	45870	45901	45931	45962	45992	46023	46054	46082	9	11	13	11	9	9	18	14	8	6	16	10	Severe	45748	45778	45809	45839	45870	45901	45931	45962	45992	46023	46054	46082	0	1	2	3	1	0	2	2	2	2	0	0	Catastrophic/Death	45748	45778	45809	45839	45870	45901	45931	45962	45992	46023	46054	46082	0	0	5	2	1	0	0	2	2	0	3	2	
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Figure 9: Duty of Candour, HEIW,
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