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	[bookmark: _Toc40278327] Introduction

	1.1
	The Duty of Candour came into effect for all non-NHS bodies registered with CQC (including all General Practices) from 1 April 2015. This is Regulation 20 of the Health and Social Care Act 2008 (Regulated Activities) Regulations 2014 which sets out Fundamental Standards. It aims to ensure that providers are open and transparent with people who use services and other ‘relevant persons’ (people acting lawfully on their behalf) in general in relation to care and treatment.


	1.2
	It also sets out some specific requirements that providers must follow when things go wrong with care and treatment, including informing people about the incident, providing reasonable support, providing truthful information and an apology when things go wrong.


	1.3
	NHS Providers must promote a culture that encourages candour, openness and honesty at all levels. This should be an integral part of a culture of safety that supports organisational and personal learning. There should also be a commitment to being open and transparent at board or partnership level.


	1.4
	Clinicians have an ethical duty of candour to inform patients about mistakes, for example the General Medical Council states in the Good Medical Practice guide the following (55):

You must be open and honest with patients if things go wrong. If a patient under your care has suffered harm or distress, you should: 
a. Put matters right (if that is possible), 	
b. Offer an apology, 
c. Explain fully and promptly what has happened and the likely short-term and long-term eaffects,
d. Follow- up in writing, providing a written record of the incident, the apology and any updates on enquiries.

The Nursing and Midwifery Council (NMC) exists to safeguard the health and wellbeing of the public by ensuring nurses and midwives consistently deliver high quality healthcare. The structure of the revised Code (2015) clearly outlines the responsibilities of all nurses and midwives in relation to public and patient safety. UK nurses and midwives must be open and candid with all patients about all aspects of care and treatment, including when any mistakes or harm have taken place.



	[bookmark: _Toc40278328]Purpose

	2.1
	The approach to Duty of Candour should be present in the culture in which an organisation operates rather than it being perceived as a one-off event.

Honesty and openness of what happened and discussion with patients or service users, their families and carers; promptly, fully and compassionately, can help patients or service users cope better with any after-effects. Being listened to and understood and in return being provided with the opportunity for open and honest discussions with suitably qualified staff is more likely to provide an understanding of why and how patient safety incidents occur.

	2.12
	The purpose of this policy therefore is to ensure that all staff understand their responsibilities under Regulation 20 - Duty of Candour and the importance of being open, honest and transparent if a notifiable safety incident occurs.


	2.3
	The Duty of Candour process involves:
· Acknowledging, apologising and explaining when things go wrong in a timely manner of the harm being reported

· Conducting a thorough investigation. The findings of which are shared with patients and/or families or carers, highlighting the lessons that have been learned in order to prevent the incident (or a similar event) recurring.

· Providing support to the patient, and/or their families and carers to cope with the physical and psychological consequences of what happened.

· Satisfaction that communication with the patient, and/or their families and carers has been handled in the most appropriate way.

· Improving the understanding from the perspective of the patient, and/or their families or carers.

· The knowledge that lessons learned from incidents will help prevent them happening again.

· Acknowledging the Standards of Professional Practice are maintained and shared and that the needs of the patient, and/or families and carers are always at the centre of what we do.

· The initial Duty of Candour/Saying Sorry meeting and discussion with the patient, their families and carers, should occur as soon as possible after recognition the incident.

· There may be patients and families who have requirements under the accessible information standard, such as those who do not speak or read English, for which CRGPA must ensure appropriate support is sought to adhere to the policy. Where required, CRGPA recommends the use of Language Line and Independent Mental Capacity Advocate to take into account language barriers and patient needs.



	[bookmark: _Toc40278329]Scope

	3.1
	This policy applies to those members of staff that are directly employed by Coventry & Rugby GP Alliance and for whom Coventry & Rugby GP Alliance has legal responsibility. For those staff covered by a letter of authority / honorary contract or work experience this policy is also applicable whilst undertaking duties on behalf of Coventry & Rugby GP Alliance or working on Coventry & Rugby GP Alliance premises and forms part of their arrangements with Coventry & Rugby GP Alliance. 



	[bookmark: _Toc40278330]Definitions

	4.1
	Coventry & Rugby GP Alliance has adopted the National Patient Safety Agency and the National Reporting Learning System definitions for harm as follows:
  
· Moderate: Any patient safety incident that resulted in a moderate increase in treatment and which caused significant but no permanent harm, to one or more persons receiving NHS funded care.

· Severe: Any patient safety incident that appears to have resulted in a permanent harm to one or more persons receiving NHS funded care.

· Death: Any patient safety incident that directly resulted in the death of one or more persons receiving NHS funded care.



	4.2
	Duty of Candour: The legal terminology used to describe the statutory requirements of Regulation 20

Saying Sorry: To remove the legalistic terminology associated with the application of the statutory requirements of Duty of Candour and in accordance with the principles of being open, CRGPA has chosen to adopt the term Saying Sorry internally.

Saying Sorry refers to: conducting an initial discussion with the patient and/or family, Carer, following the identification of the incident where there has been moderate harm, severe harm or where it is suspected that a death has occurred as a result of a patient safety incident and sharing of the final investigation.

Nominated individual to deliver Saying Sorry/Duty of Candour: is determined on a case by case basis. This will be the senior clinician in charge of the patient for the episode of care in which the incident happened.




	[bookmark: _Toc40278331]Roles and Responsibilities

	[bookmark: _Toc40278332]5.1      CRGPA Board 

	
	CRGPA Board has overall accountability for the quality and standards of care delivered by CRGPA including compliance with this policy. 

	[bookmark: _Toc40278333]5.2      Chief Executive

	
	Their responsibilities in respect of Duty of Candour are:
  
· To ensure this policy is implemented across the organisation.

· To ensure an organisational-wide programme of training and awareness is available to support its implementation.

· To monitor compliance and ensure that any serious concerns regarding the
policy and practice are brought to the attention of the Board.


	[bookmark: _Toc40278334]5.3      Team Leads/Managers/Heads of Service

	
	Team Leads/Managers/Heads of Service are responsible for:

· Ensuring the Duty of Candour is implemented in the spirit it is intended.
· Ensuring that the initial notification to the patient, service user, families or carers is undertaken by the appropriate staff (Nominated Lead).
· Address non-compliance via the appropriate management route.
· Ensure that all staff are aware of and adhere to this policy.


	[bookmark: _Toc40278335]5.4       All CRGPA staff (including Bank/Contracted/Temporary Staff)

	
	All staff may be involved in the Saying Sorry/Duty of Candour process and should familiarise themselves with this policy and ensure it is fully implemented.




	[bookmark: _Toc40278336]Process

	6.1
	Incident Detection or Recognition 
A patient safety event may be identified by: - 
· A member of staff at the time of the incident, either self-reported or through colleagues 
· A member of staff retrospectively when an unexpected outcome is detected 
· A service user and/or carer who expresses concern or dissatisfaction with care or treatment either at the time of the incident or subsequently 
· Incident detection systems such as incident reporting or medical records review
· Incident, complaint or claim investigation 
· Detection by others including service users, visitors or non-clinical staff 

As soon as a patient safety incident is identified (in line with the definitions above), the priority is prompt clinical care to prevent further harm.

Complete an Incident Form on Datix

Where additional subsequent treatment is required, this should occur, whenever reasonably practicable, after a discussion with the service user and with informed consent.


	6.2
	The Iincident and Accident Reporting Policy reporting process should then be implemented., alongside the Being Open policy, adhering to the principles of acknowledgement and apology. See Being Open Checklist (Appendix 1) and Duty of Candour flowchart (Appendix 2). 

	6.3
	A patient safety incident may have occurred in an organisation other than the one in which it is identified. The individual who first identifies the possibility of an earlier patient safety incident should notify the Safety Team who will contact the organisation where the incident occurred and establish whether:
· The patient safety incident has already been recognised 
· The process of Being Open has commenced 
· Incident investigation and analysis is underway


	6.4
	The Being Open process and the investigation and analysis of a patient safety event should ordinarily occur in the healthcare organisation where the incident occurred. 


	6.5
	Initiating the Being Open Process 
When an incident which has resulted in moderate or severe harm or death has
occurred, key personnel, including the Chief Nurse/Medical Directors should hold an Initial Management Review (IMR) (appendix 1). This involves meeting as soon as possible after the event to establish the facts, assessing the incident to determine the level of immediate response and identifying who will be responsible for discussion with the patient and/or their carers


	6.6
	A checklist has been prepared to assist teams from the point when an incident to
which the policy may apply is identified and this appears at Appendix 2.

	6.67
	This initial Being Open discussion with the person should occur as soon as possible after recognition of the patient safety incident. Factors to consider when timing this discussion include: - 
· Clinical condition of the patient 
· Availability of key staff 
· Availability of the patient’s family and/or carers 
· Availability of any required support (e.g., an independent advocate)
· The person’s preference in relation to timing and location


	6.78
	The person identified to lead the Being Open process should: - 
· Ideally, be known to, and trusted by, the patient and/or their carers 
· Have a good grasp of the facts relevant to the incident 
· Have sufficient experience and expertise in relation to the type of patient safety
· Incident to be credible to patients, carers and colleagues 
· Be willing and able to offer an apology, reassurance and feedback 
· Ideally, be able to provide continued support and information 
· Be culturally aware and informed about the specific needs of the person

If for any reason it becomes apparent during the initial discussion that the person would prefer to speak to a different healthcare professional, the person’s wishes should be respected where possible.


	6.89
	Conducting the Being Open Process 
Depending on the issue, the initial Being Open discussion is the first part of an
ongoing communication process.

The offer of practical and emotional support should be made to the person and/or their carers. This may involve getting help from third parties such as charities and voluntary organisations as well as offering more direct assistance. Information about the patient and the incident should not ordinarily be disclosed to third parties without consent.


	
6.910
	Documentation of the Being Open Process 
There should be documentation within the health record of the discussion with the patient, to include: 

· The time, place, date, as well as the name and relationships of all attendees at any relevant meetings 
· Any plans for providing further information to the person and/or their carers 
· Any offers of assistance and the person’s and/or carer’s response 
· Any questions raised by the person and/or carers or their representatives, and the responses given 

The incident report, copies of the relevant clinical information and record of the investigation process should be filed and retained as an incident record.


	6.101
	Completing the Being Open Process 
There is a requirement that on completion of the incident investigation,
within 10 operational days following sign off of the investigation by CRGPA a copy of the investigation report should be provided to the Relevant Person. 

For the purposes of a CRGPA SIRI investigation, sign off will be by the Safety and Quality Committee members prior to the submission of the completed report to the Commissioners.

It is expected that in most cases there will be a complete discussion of the findings of the investigation and analysis. In some cases, information may be withheld or restricted, for example, where communicating information will adversely affect the health of the patient; where investigations are pending coronial processes; or where specific legal requirements preclude disclosure for specific purposes. In these cases the patient will be informed of the reasons for the restrictions.
 
Any recommendations for systems improvements and changes implemented should be monitored for effectiveness in preventing a recurrence. Effective communication with staff should occur to ensure that recommended changes are fully implemented. This will also help to increase awareness of patient safety issues and the value of being open.



	[bookmark: _Toc40278337]Consultation

	7.1
	CRGPA Staff will have the opportunity to comment on any drafts and/or amendments to this policy via CRPGA Staff Zone following presentation at Policy Review Group.



	[bookmark: _Toc40278338]Implementation

	8.1
	This Policy will be available to all persons working for CRGPA.  An electronic copy will be available on CRGPA Policy Portal.  

	8.2
	This policy will be implemented through application of the policy in practice.



	[bookmark: _Toc40278339]Training and Support 

	9.1
	All employees will be offered relevant training commensurate with their duties and responsibilities. Employees requiring support should speak to their line manager in the first instance. Support may also be obtained through Human Resources.



	[bookmark: _Toc40278340]Review 

	10.1
	This policy will be reviewed every three years by the Policy lead and in accordance with the following on an as and when required basis:

· Legislatives changes
· Good practice guidelines
· Case Law
· Significant incidents reported
· New vulnerabilities identified
· Changes to organisational infrastructure
· Changes in practice



	[bookmark: _Toc40278341]Monitoring and Compliance

	11.1
	Monitoring and review of legislative changes and national/local developments which may impact on the content of this policy will be the responsibility of the Policy author and/or Policy Owner.

Where any changes are required the Policy Author and/or Owner will be required to amend the policy and arrange for its presentation at the next available Policy Review Group for review and ratification. 

Compliance with this policy will be reviewed annually, on the anniversary of the policy ratification date.



	[bookmark: _Toc40278342]Version Control

	
	
	Version
	Date
	Author
(name and Designation)
	Comments

	V1.0
	21/02/2022
	Pat Marson, Non-Executive Director
	Created

	V1.1
	08/08/2023
	Sarah Weir-Smith, Chief Nursing and Clinical Operations Officer
	

	V1.2
	June 2026
	Sarah Forsyth, CNO/COO
	Reviewed and updated






	[bookmark: _Toc40278343]Equality Impact Assessment

	13.1
	As part of its development, this procedural document and its impact on staff, patients and the public has been reviewed in line with Coventry & Rugby GP Alliance’s Equality Duties.  The purpose of the assessment is to identify and if possible, remove any disproportionate adverse impact on employees, patients and the public on the grounds of the protected characteristics under the Equality Act.



	[bookmark: _Toc424980679]	
	Yes/No
	Comments

	1.
	Does the document affect one group more or less favourably than another based on:-

	
	Race
	No
	

	
	Religion/Religious Belief
	No
	

	
	Gender 
	No
	

	
	Gender Reassignment
	No
	

	
	Sexual Orientation
	No
	

	
	Age
	No
	

	
	Any Form of Disability, impairment or mental health problems
	No
	

	
	Marriage and civil partnership
	No 
	

	
	Pregnancy/Maternity
	
	

	2.
	Is there any evidence that any groups are affected differently?
	No
	

	3.
	If any potential discrimination has been identified, are there any valid, legal or justifiable reasons?
	NA
	

	4.
	Could the document have a negative impact?
	No
	

	
	If so, can the impact be avoided/reduced?
	NA
	

	
	If not, what alternative is there to achieving the document without the negative impact?
	NA
	

	5.
	Name and Designation of 3 staff members who have contributed to or considered this assessment 
	
	Pat Marson, Non-Executive Director
Sarah Weir-Smith, Chief Nurse
Kay Fawcett, Chief NurseSarah Forsyth, CNO/COO 

	6.
	Date of Assessment
	
	06/09/2023



	13.2
	 Any potential discriminatory impact which has been identified must be referred back to the author of the document for consideration of additional actions to reduce or remove the potential discriminatory impact.
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Appendix 1- Internal Report

	Incident/Siri Reference No:
	


	Names of Staff reviewing Report:

	

	Date of Review:

	



	Part 1: Is an Initial Duty of Candour Discussion required? 

	This decision will usually be made at IMR – if required this must take place with patient/carers within 10 working days of the incident being notified, with confirmation in writing. Decision to be documented by IMR Chair in the IMR report). 
Answer the following 3 questions to determine if the duty of candour applies:

	Has a patient sustained ACTUAL HARM? 

	Yes  /  No

	Was the ACTUAL HARM moderate/severe/death (see definitions below)? 

	Yes  /  No

	Did the ACTUAL HARM occur because of a patient safety incident? 

	Yes  /  No



	If the answer to any of a. – c. is NO the duty of candour does NOT apply. 
This fact should be documented within the IMR report, the investigation report (if one is prepared) and on safeguard and no further action (ie disclosure of report) is required. However, usual practice in feeding back investigation outcomes should still be followed. 



	If all the answers to a. – c. are YES the duty of candour applies (ie initial discussion and disclosure of investigation report within specified time limits) 



	Part 2 – for the investigating officer: 

	If the family has said they would like a copy of the investigation report this should be disclosed within 10 working days (ie 2 weeks) of the report being provided to commissioners by Safety and Quality. 

NB to ensure the patient/family is appropriately supported it is preferable to try to provide face to face feedback of the contents of the report, as well as providing a copy electronically/by post. 

To ensure the report complies with standards around confidentiality and consent, the following points should be considered by the investigating officers (with input from relevant clinicians as appropriate) before the report is disclosed: 




	Does the report contain information which is likely to cause serious harm or a deterioration in the patient’s physical or mental health or condition or of any other individual? 

	Yes  /  No

	Does the report contain information which is likely to cause serious harm or a deterioration in the physical or mental health or condition of any other individual? 

	Yes  /  No

	Does the report contain information which would identify an individual other than the patient/client who has not given permission for information to be released (this may include healthcare professionals unless consent has been given as part of the investigation process)? 

	Yes  /  No

	For a child (under 16 years of age), a patient who is incapable of managing their own affairs, or a patient who has since died: 
Does the report contain information which the patient gave in the expectation that it would not be disclosed, or information obtained as a result of any examination or investigation to which the patient consented in the expectation that information would not be disclosed? 
	Yes  /  No




[bookmark: _Toc27064344][image: ]Appendix 2 – Being Open/Duty of Candour Flowchart
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