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Effective communication is an important part
of your health care and your health care and
your dlinician should keep you informed of any
issues that occur during your treatment.

Every day the NHS safely treats more than one
million people. However, occasionally things
do go wrong, for example; a doctor may
accidently give someone the wrong type of
medicine or dosage.

Being Open about these mistakes allows us to
actimmediately and helps you and your family
to cope better. Ifwe make a mistake whilst
treating you, your family or someone you care
for, we will apologise as soon as we are aware
of the error, explain what went wrong and tell
youwhat we are going to do to make sure the
same problem does not happen again.

How does it work?

The clinician involved in your treatment will
arrange to meet with you and discuss what
wentwrong. You can choose where you would
like this meeting to take place. If youwould
prefer to meet away from the hospital or clinic
please let us know.

Although itis usually your doctor or nurse that
attends the meeting, you can choose who you
would like to be there. You can also bring a
friend or relative with you for support.

What can | expect at this meeting?

During the meeting someone will:
Say sorry for what happened

« Give you astep by step explanation of
what wentwrong and, if possible why.

« Tell you what they are going t do to stop
the problem happening again

« Try and answer any questions you may
have.

Sometimes it takes  lttle time to thoroughly
investigate a problem. So it’s possible that at
the first meeting we will not be able to tell
you exactly what went wrong. However, we
will keep up to date with how the
investigation is progressing.

How will | be kept informed?

Following the meeting we will send you a let-
ter of apology, which will also explain, if pos-
sible, why things went wrong with your treat-
ment. If this information is not available, we
willlet you know how your case i being in-
vestigated and when you can expect more
details.

This letter, or subsequent information, will
also tell you what the Trust is doing to stop
the problem happening again and give you
details of our counselling support services

What happens if | need further
treatment as a result of the mistake?

If you require further treatment, we will
explain what you need and discuss the
options available to you.

If we are able to provide the treatment for
you andyou are happy for us to do so, we
will make all the necessary arrangements.
However, if we do not provide the treatment
thatyou need or you would like to be treated
atanother hospital, clinic or surgery we will
organise this for you.

How will | benefi

Discussing the incident with you as soon as it
happened, can help to limit your anxiety.

Although you may feel anxious about
discussingwhat has happened with the
people who have been treating you, patients
in similar situations have said that they coped
much better once they received an apology
and an explanation of whatwent wrong.

In addition to this, sharing your experience
can help us to stop the same mistake
happening to someone else.
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5.1
Duty of Candour (Being Open)

The Trust strives to ensure equality of opportunity for all, both as a major employer and as a provider of health care. This procedural document has been equality impact assessed to ensure fairness and consistency for all those covered by it regardless of their individual differences and the results are shown in Appendix F.
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Executive Summary

Following the Francis Enquiry into the failings at Mid Staffordshire, The Department of Health introduced a contractual Duty of Candour on NHS organisations and a statutory duty came into force in November 2014. The duty largely builds on the existing National Patient Safety (NPSA) Being Open Framework supplemented by a Patient Safety Alert issued in November 2009 but it outlines deadlines for verbal and written communication with patients. The statutory duty is now enshrined in a joint professional statement from the General Medical Council (GMC) and Nursing & Midwfiery Council (NMC). Further guidance has also been issued from the Royal College of Radiologists. This policy is based on the updated framework and aims to give clear guidance to staff who have been involved in patient safety incidents so that they communicate with patients, relatives and/or carers effectively. The Trust believes that, if a patient is harmed as a result of a mistake or error in their care, they, their family or those who care for them, should receive an apology, be kept fully informed as to what has happened, have their questions answered and know what is being done in response. This is defined as Being open and this policy sets out the commitment by the Trust to patients to: 
• 
apologise for the harm caused; 

• 
explain, openly and honestly, what has gone wrong; 

• 
describe what we are doing in response to the mistake; 

• 
offer support and counselling services that might be able to help; 

•
provide the name of a person to speak to; 

•
give updates on the results of any investigation.

The above paragraph and bullet points are taken from the National Patient Safety Agency’s patient charter ‘Being open with our patients’ (September 2005). St George’s University Hospitals NHS Foundation Trust (the Trust) is committed to this charter in all its activities and interfaces with patients. The following chart is a summary of the overall process for Being Open.
The Duty of Candour statutory and contractual requirements mandate us to implement being open discussions for all patients who have suffered moderate, severe harm or death as a result of an incident (see section 4).These need to be clearly documented in letters and our records. Our commissioners are able to impose financial sanctions where this is not carried out. This policy also sets out the documentation required so that evidence can be provided to commissioners.
Summary
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Timeline for Moderate Incidents or Above

1.
Immediate action

· Incident identified and reported on the Trust’s adverse incident reporting system (Datix) 

2.
Action 

· A verbal apology must be provided as soon as feasible, at least within 10 days of incident detection.
· The verbal communication should be followed up by a letter, including an apology, acknowledgement and explanation of the facts known so far (sample letter Appendix D). The letter must be sent within 10 days of the initial conversation. Both initial conversation and written follow-up should be recorded on the Trust’s Adverse Incident Reporting System (Datix) and within patients health records. 

· If the patient/ family decline a written response this should be recorded in the records. 

· Contact throughout the investigation should be negotiated with the patient / family.
3.
Within 60 days for Serious Incidents (SIs) and on Completion of Investigations for other incidents

A final step by step explanation must be given and documented with an apology, for example if this is an SI then the final report is shared with a covering letter.

· 1.
Introduction
The Statutory Duty of Candour became law as part of regulations from The Health & Social Care Act enacted in 2014. This outlined the process by which an organisation must acknowledge, apologise and explain when something goes wrong to the individual concerned. They also are required to investigate and learn lessons where possible while providing support to those involved.

In March 2015 the Care Quality Commission issued Regulation 20: Duty of Candour, which gives providers information on how they can comply with the law.
The GMC and NMC issued a joint professional statement which outlines the responsibilities of medical and nursing staff to be open and honest with patients, or those close to them, if something goes wrong.
The Duty of Candour requirements are now also included in the standard NHS contract (See section 4)

All of these new requirements build on the NPSA supporting information to their Patient Safety Alert on Being Open (NPSA, 2009). 
The benefits of Being open are widely recognised and supported by policy makers, within the Department of Health, the National Health Service Litigation Authority (NHSLA), Medical Defence Union (MDU) and the Medical Protection Society (MPS). It is also enshrined in the NHS Constitution for England (2013):
“when mistakes happen or if you are harmed while receiving health care you receive an appropriate explanation and apology, delivered with sensitivity and recognition of the trauma you have experienced, and know that lessons will be learned to help avoid a similar incident occurring again” 
Fear of legal action may be preventing some healthcare professionals from being open with patients, but the MDU, MPS, NHSLA and Welsh Risk Pool have all issued guidance to reassure healthcare professionals that they are not admitting liability if they apologise when something has gone wrong with their treatment of a patient.”
The Trust welcomes the policy direction outlined above. The Trust supports and promotes a culture of openness, which entails apologising and explaining what happened to patients who have been harmed as a result of their healthcare treatment. It ensures that communication is open, honest and occurs as soon as possible following an incident or complaint between healthcare organisations, healthcare teams and patients, their families and/or their carers.

2.
Purpose

The primary purpose of this policy is to ensure that when an unintended or unexpected incident occurs led to harm for one or more patients there is open communication between all parties, patients, their families and carers, they feel supported and an appropriate apology is issued in line with the 10 principles of Being open (Appendix B) and that this is clearly documented in the records and /or in communications with the patient and /or family.
In addition, the purpose of this policy, is to provide clear information to staff on what they do when they are involved and the support available to them to cope with the consequences of the event and to foster a fair and open culture for reporting in accordance with the principles set out in the Trust Risk Management Policy and the NPSA ‘Being Open’ Framework.

This policy is designed to ensure that the Trust meets its obligations to patients, relatives and the public by being open and honest about any mistakes involving the way the Trust cares for and treats patients.   
The desired aims and outcomes of this policy are:

· To improve the patient experience and satisfaction with the Trust 

· To ensure that patients and/or their carers receive a meaningful apology when things go wrong
· To ensure patients and/or their carers are further supported
· To ensure that staff feel supported in apologising and explaining to patients and/or their carers 

· To ensure that the Trust will learn lessons to prevent similar harm for occurring to someone else.
Seven steps to patient safety (NPSA, 2003) explains the importance of organisational commitment to improving patient safety. This commitment is required throughout the whole of the organisation, from the board through to clinical and non-clinical staff.  Board and senior managers must ensure Being Open principles are embedded in the organisation and demonstrate the core values and culture of the organisation.
3.
Definitions 

In respect of this policy the following definitions apply:

Patient Safety Incident - is defined by the NPSA as any unintended or unexpected incident which could have or did lead to harm for one or more patients receiving NHS care

Complaint: an expression of dissatisfaction by a patient or their representative which the patient or representative wishes to be investigated under the NHS complaints procedure
Concern: an expression of dissatisfaction by a patient or their representative which the patient or representative does not wish to be investigated under the NHS complaints procedure

Claim: a claim is defined as any allegation or demand for compensation made against

the Trust following an adverse incident that results in:

· Personal injury to patients, staff or third parties

· Damage/ loss to patient, staff or third parties
Being Open - means apologising and explaining what happened to patients and/or their relatives/carers if any harm is caused during an episode of care or treatment, or following the identification of concerns, either formally or informally, regarding any aspect of their care.
Duty of Candour- means that an organisation has a duty disclose material facts. In the context of healthcare the approach to disclosure should be in line with “being open” requirements. 
Representative – a relative, carer, advocate or other individual nominated by the patient or, in the case of the patient being deceased, their next of kin, to act on their behalf. (This does not include lawyers, etc, acting in an official capacity).

Healthcare professionals – staff working for the Trust

Root Cause Analysis (RCA) – a systematic process whereby the factors that contributed to an incident are identified. As an investigation technique for patient safety incidents, it looks beyond the individual concerned and seeks to understand the underlying causes and environmental context in which an incident happened.
4.
Scope

This policy applies to all staff (temporary or permanent) working in all the locations registered by the Trust with the Care Quality Commission (CQC), to provide its regulated activities.  This also includes volunteers, contractors, students and/or trainees. The CQC summary of regulation 20 is included as Appendix A.
The technical guidance included in standard contract (NHS England, 2013) and the statutory requirements (Nov. 2014) state that the duty of candour applies to all patient safety incidents that result in moderate harm, severe harm or death. It will not apply to low/no harm incidents to avoid excessive burdens but these incidents should still be reported to the patient if appropriate. This policy endorses this approach to being open. With lower level incidents where there is no or low harm, the Trust’s incident reporting process should still be followed and actions taken to prevent similar occurrences. 
In cases which could involve the Coroner, the Coroner may request the case is not discussed with other parties until the facts have been considered. However this should not preclude a verbal and written apology or expression of regret where appropriate.  

5.
Roles and Responsibilities 
5.1.
Trust Board

The Trust has executive and non executive leads responsible for ensuring Being Open principles are embedded within the Trust and link to the organisation’s values and culture. 
5.2.
Committee Structure

The following Committees have a role in the Being Open Processes:

The Quality Committee is a sub-committee of the Trust Board and is the committee responsible for the strategic management of clinical and non-clinical risks. The Committee will be responsible for ensuring the Trust promotes a culture of openness to improving patient safety.
· The Patient Safety and Quality Board is an Executive Committee and has responsibility for receiving reports and monitoring that communication has happened between the Trust and the patient / their relative / carers for all relevant patient safety incidents. 
· The Risk Management Committee is an executive committee and has responsibility for receiving reports and monitoring that communication has happened between the Trust and the patient / their relative / carer for all non-clinical incidents. 

· Divisional Governance and Risk Committees are in place to ensure that the relevant policies are fully implemented within clinical services and that monitoring demonstrates compliance.
5.3 
The Chief Executive Officer

The Chief Executive Officer has ultimate responsibility for ensuring that there a culture of openness and support for both patients and staff when a patient safety incident occurs in the Trust. 

In conjunction with the Trust Board, the Chief Executive is responsible for actively championing the Duty of Candour process by promoting an open and fair culture that fosters peer support and discourages the attribution of blame. He/ she will also ensure that the non- Executive Director leading for quality issues is able to challenge our approach to being open.
5.4
Director of Quality Governance
The Chief Nurse and DIPC has delegated responsibility for the implementation of the Being Open Policy as the Executive Lead. This will entail close cooperation with Divisional Chairs and Divisional Directors of Nursing and Governance to ensure that there is an effective dialogue and apology given on behalf of the Trust to any patient affected by a relevant patient safety incident. 

The Director of Quality Governance is responsible for ensuring that the Being Open Process is embedded in the Risk Management Policy and related policies leading on the implementation of this policy by ensuring that all clinical staff are aware of the requirement and process of Being Open. The Medical Director is also responsible for ensuring policy is adhered to throughout the investigation of patient safety incidents. 
5.5
Head of Governance 

The Head of Governance is responsible for ensuring that there is a trust wide process for implementation and support for Duty of Candour. As members of the Serious Incident Declaration Meeting they will also be responsible for using divisional data to determine the effectiveness of the approach.

The Risk team should also be available to give advice and support to divisional leads and managers with regard to any relevant incidents. Where in the process of an investigation it becomes clear that the incident happened in another team or organisation one of them will ensure that the issue is flagged up to the appropriate team or organisation. They will also ensure that feedback is provided for commissioners to demonstrate compliance with the Duty of Candour.
5.6
Senior Managers/Matrons/Consultants/ Team Leaders and Case Managers
Following the discovery of an incident, it is the responsibility of the Senior Manager on Duty to enter into communication with the patient, their relative or carer. At this stage further advice may be gained from the Head of Governance, the Divisional Chairs, Divisional Directors of Nursing or the Trust Risk Manager. The healthcare professionals involved in the patient clinical care may require emotional support and advice and managers are to ensure that the necessary are provided along with feedback on the final outcome. Clear records should be kept to document the content of these conversations. 
5.7
Divisional Directors of Nursing and Governance (DDNG)/ Divisional Chairs 

The DDNGs and Divisional Chairs will ensure implementation and monitoring of this policy within their divisions and identify any areas that require further compliance. If it becomes clear during the course of an investigation that the incident has not occurred within their department, they will notify the Risk Manager who will follow up to ensure investigation elsewhere.

They will also ensure that action plans are implemented within their services.
5.8
All Trust staff
All staff working within the Trust will be expected to adhere to this policy. All staff have a responsibility for ensuring that patient incidents are acknowledged and reported as soon as they are identified. In cases where the patient and/or carers inform staff when something untoward has happened, it must be taken seriously from the outset. Any concerns should be treated with compassion and understanding by all staff.
6.
Principles of Being Open 

Being Open is governed by ten Key Principles (see Appendix B). These provide a framework to ensure a proactive approach to ‘Being Open’ in order to enable to the Trust to learn from patient safety incidents. 
Being open involves:

· Acknowledging, apologising and explaining in a timely manner when patients have experienced harm, or have expressed concerns about their care

· Patients’ right to expect openness and honesty in their healthcare based on factual information

· Provision of support to patient and staff to cope with the physical and psychological consequences of what happened

· Conducting a thorough investigation into the incident and reassuring patients and / or their carers that lessons learned will help prevent the incident recurring

· Developing action plans and recommendations to prevent recurrence of incidents and improve services
· Satisfaction that communication with patients and/or their carers following a patient safety incident has been handled in the most appropriate way.

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

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

· Having a good professional reputation for handling a difficult situation well and earning respect among peers and colleagues.

· Applying the principles of this Being Open policy to communicate to patients / carers is more likely to lead to forgiveness and understanding of medical errors if they are discussed fully in a timely and thoughtful manner. 
· By Being Open, staff can decrease the trauma felt by patients following a patient safety incident.
· Sharing lessons both within the Trust and with other organisations.
Saying sorry is not an admission of liability and it is the right thing to do. Staff may feel cautious about apologising for things that go wrong as they worry that they might say the wrong things, make the situation worse and may automatically be blamed for the mistake. However, patients and their families can cope better if staff are open about mistakes. 

It is also essential that any information given is based solely on the facts known at that time. Staff must explain that new information may emerge as an incident investigation is undertaken, and that patients, their families/carers will be kept up-to-date with the progress of an investigation. Patients, their families/carers must have a single contact person who is responsible for any questions or requests they may have. They should receive clear, unambiguous information which is free from jargon.
6.1
Fair and Open Culture

A clinical or non-clinical error, accident or incident, however serious, is rarely caused wilfully.  It is not, in itself, evidence of carelessness, neglect or a failure to carry out a duty of care.  Errors are often caused by a number of factors including, process problems, human error, individual behaviour and lack of knowledge or skills.  Learning from such incidents can only take place when they are reported and investigated in a positive, open and structured way.  

Determining safe practice is an important part of successful risk management.  Moving away from punishing errors to learning from them will promote a fair and open culture and safe practice throughout the organisation.  This will enable the organisation to identify trends and take positive action to prevent the error or adverse incident from happening again.

To promote a fair and open culture and encourage the reporting of incidents, the organisation will take a non-punitive approach to those incidents it investigates.  Staff remain accountable to users, carers, the organisation and their professional bodies for their actions, but a non-punitive approach means that action (under disciplinary or capability procedures) will not be taken against a member of staff for reporting an incident, except in rare circumstances such as:
· Professional or gross personal misconduct

· Repeated breaches of acceptable behaviour or protocol

· An incident that results in a police investigation.
Openness when things go wrong is fundamental to the partnership between patients and those who provide their care. The initial ‘Being Open’ discussion must occur as soon as possible after the acknowledgement of the patient safety incident.  All communication with the patient / carer should be documented in the patient’s notes and must be a true reflection of what was said to the patient /carer. 
6.2
Effective communication with patients and /or their carer: 

· Should begin at the start of their care 

· Should continue throughout their time in the Trust

· Should be no different when a patient safety incident occurs

· Should be open and honest about what happened, noting that discussing patient safety incidents promptly, fully and compassionately can help patients: 

- Cope better with the after-effects 

- Can help prevent events becoming formal complaints, claims and litigation avoiding distress and possibly incurrence of extra costs through litigation and further treatment

- 
Establishes partnership between patients and those who provide their care 

A patient leaflet is included as Appendix B and can be used as a method of explaining the process to a patient or relative.
7.
The Being Open process
The Being Open Process has been summarised in Section 1 of this document.  Each stage of the process will now be outlined in more detail:
7.1
Stage 1: Incident Detection and Recognition

The Being Open process begins with the recognition that a patient has suffered moderate harm, severe harm, or death, as a result of an incident. (A full definition of moderate incidents is included in Appendix C). This occurrence may be identified by:

· a member of staff at the time of the incident

· a member of staff retrospectively when an unexpected outcome is detected

· a patient and/or their carers who expresses concern or dissatisfaction with the patient’s healthcare either at the time of the incident or retrospectively

· incident detection systems such as incident reporting or medical records review

· other sources such as detection by other patients, visitors or non-clinical staff

Notification and Documentation - As soon as a patient safety incident is identified, the top priority is prompt and appropriate clinical care and prevention of further harm. Where additional treatment is required this should occur whenever reasonably practicable with appropriate consent. The Adverse Incident Reporting Policy and Procedure should be implemented. This would include:
· Informing senior/line management 

· Completing an incident form and an entry in the patient notes
· Immediate rapid response review (within 48 hours)
· Clear documentation of all of the above in the patient record

Where it becomes clear that a patient safety incident may have happened elsewhere, the Risk Manager or deputy should be informed so that he/she can liaise with the relevant organisation or team for follow up there.  
7.2
Stage 2
Preliminary team discussion
There should be a preliminary team meeting with multidisciplinary input led by the consultant or most senior clinician involved in the care of the patient. The meeting should aim to:
· establish basic facts  and assess the response required based on the level of harm
· agree responsibilities for individuals

· identify who will be able to communicate with the patient, family or carer on a consistent basis. This will normally be the most senior person responsible for the patient’s care. They should also have good communication skills, have received training in communication of patient incidents, be aware of the facts and any cultural requirements. In exceptional cases a substitute may be identified such as someone with a patient safety, risk or governance brief.
· Identify support for the communication lead by at least one other member of staff. This could be the Divisional Director of Nursing & Governance, Matron, Medical Director or Risk Manager

· Consider use of advocates where necessary

· Identify support for the healthcare staff involved. Junior staff may wish to be involved in a discussion but should not be expected to lead. 
· The patient must be informed that a suspected or actual patient safety incident has occurred as soon as possible but at least within 10 working days of the incident being reported. The initial discussion should be verbal and face to face unless the patient cannot be contacted or declined. The discussion must be accompanied by the offer of a written notification, which should be sent no later than 10 days after the initial conversation. This should be documented in the patient health records and on the Trust’s adverse incident reporting system (Datix).
NB Members of staff involved in any error may wish to be present but this should be based individually and also on patient or family wishes. In cases where the healthcare professional who has made an error wishes to attend the discussion to apologise personally, they should feel supported by their colleagues throughout the meeting. Alternatively a personal letter may be given to the patient or family if a meeting is not acceptable to one of the parties. 

The meeting should take place as soon as practically possible based on the condition of the patient and the availability of staff.
7.3
Stage 3
The initial Duty of Candour discussion

The initial Being Open discussion is the first part of an ongoing communication process with the patient, family or carer. There should be repeated opportunities for the patient and/or carer to obtain information about the incident. The following is an outline for the content of the first Being Open discussion, subject to patient and family preferences:
An expression of genuine sympathy

Details of the investigation process

Facts that have been established by the multidisciplinary team

An invitation for the patient or family to share their understanding of events

An explanation short and long term effects of the harm

An explanation of what will happen next

An offer of emotional support

Where relevant, family and carers may be referred to the Coroner for more information. 

If for any reason it becomes clear during the initial discussion that the patient would prefer to speak to a different healthcare professional, the patient’s wishes should be respected. A substitute, with whom the patient is satisfied, should be provided.
It is essential that the following does not occur during the “Being Open” initial discussion:

· Speculation

· Attribution of blame

· Denial of responsibility

· Provision of conflicting information from different individuals

7.4 Stage 4
 Follow up discussion
Further meetings may be needed depending on the circumstances and complexity of the incident. These meetings should:

· Occur as soon as possible

· Be carried out at a convenient location which may be the patient’s home

· Provide the most up to date factual information with the patient and/or family 
· Be formally documented

· Not speculate or attribute blame

· Offer the patient/family the opportunity to ask questions  and contribute to the process

· Offer the patient/ family the opportunity to discuss with another professional

· Consider whether to ask the  patient or family if they are satisfied with the investigation

· Offer contact details in case the patient /family needs to communicate at a later date.

· Ideally be held in a quiet room away from the place of the incident. 
After any formal investigation or meeting a letter should be sent to the patients and /or their representative with an apology for any shortcomings, a chronology of the event, details of the patient’s/representative’s concerns and complaints, a summary of contributing factors and information on what is to be done to avoid recurrence. A template letter is attached for use at Appendix D.
7.5
Stage 5
Process completion 
7.5.1
Communication with the patient and/or their carers

After completion of the incident investigation, feedback must be simple to understand and must take the form most acceptable to the patient. The feedback communicated to the patient must be recorded in the patient’s notes. Whatever method is used for the feedback, the communication is to include:
· The chronology of clinical and other relevant facts

· Details of the patient’s and/or their carers concerns and complaints
· A repeated apology for the harm suffered and any shortcomings in the delivery of care that led to the patient safety incident

· A summary of the factors that contributed to the incident

· Information on what has been and will be done to avoid recurrence of the incident and how these improvements will be monitored
In most cases there will be a complete discussion of the findings of the investigation and analysis but 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

· Where specific legal requirements preclude disclosure for specific purposes

In these cases the patient must be informed of the reasons for the restrictions.

All patients and their relatives who are affected by an incident which is being investigated need to be made aware of their right to pursue any issues they have about the incident via the NHS complaints procedure if they wish. This does not replace the incident investigation but takes place alongside it. 
7.5.2
 Continuity of Care

When a patient has been harmed during the course of treatment and requires further therapeutic management or rehabilitation, they must be informed of the ongoing clinical care plan. 

Patients are to be reassured of their continued treatment as required by their clinical needs, even in circumstances where there is a dispute between them and the healthcare team. 

They should also be informed that they have the right to continue their treatment elsewhere if they have lost confidence in the healthcare team involved in the patient safety incident.
7.5.3
Communication with the General Practitioner 
When the patient leaves the care of the Trust, a discharge letter should also be forwarded to the GP or appropriate community care service including summary details of the incident and outcome. The clinical team might also consider including the GP in one of the follow-up discussions, either at discharge or at a later stage.
7.5.3 Communication with the Clinical Commissioning Group (CCG)
Regular reports will be provided for the CCG to demonstrate the extent to which the trust has met the contractual requirements for Duty of Candour. 

Exception reports will also be provided and will include those cases where has not been deemed appropriate to have a being open discussion and a clear rationale for this will be explained in the report. For example:

· When a patient has died but has no next of kin

· When a serious incident has not caused harm such as “near miss” serious incidents and discussion is deemed to cause more harm than good

· When a patient does not give consent for sharing information with relatives and does not want a discussion themselves

Exceptions will also include incidents that are graded as moderate but not relevant for being open discussions:

· Incidents related to staff rather than patients

· Where investigation has shown that the incident was not attributable to the service for example obstetric incidents such as third degree tears or post partum haemorrhage where investigation demonstrates that mothers had been managed according to guidelines.

· Other situations agreed by both the Trust and commissioners in which it is deemed unreasonable to have being open discussions.
8.
Feedback and Communication of changes to staff

The results of Duty of Candour/Being Open discussions with patients and/or carers must be fed back by the Matron or Ward Manager to the staff to indicate the lessons learnt and actions taken to prevent reoccurrence. These should be included in the full incident report so that monitoring of the actions can be completed.
9.
Documentation

A full record of the incident should be recorded in the patient’s medical record and an incident form should be completed as soon as possible in line with the Trust’s Adverse Incident Reporting Policy. The Duty of Candour conversation and follow-up letter must also be documented on the Trust’s adverse incident reporting system (Datix).
There should be documentation of:

· the time, place, date, as well as the name and relationships of all attendees

· the plan for providing further information to the patient and/or their carers
· details of any apology given
· offers of assistance and the patient’s and/or carer’s response

· questions raised by the family and/or carers or their representatives and the answers given

· plans for follow-up as discussed

· progress notes relating to the clinical situation and an accurate summary of all the points explained to the patient and/or their carers

· copies of letters sent to patients, carers and the GP for patient safety incidents not occurring within primary care

· copies of any statements taken in relation to the patient safety incident

· a copy of the incident report

· Feedback to staff

· Communication with PCT/GP
Within any final report of a serious incident the section titled Duty of Candour (Being open) should be completed.
10.
Patients who do not agree with the information provided 
When a patient and/or their carers do not agree with the information provided whether it is due to breakdown in communication, interpretation of the events, bereavement and/ or any other issues, immediately follow the guidelines below:

· Inform the  line manager 

· Offer the patient and /or their carers another contact person within the team directly involved in the patient case and with whom they may feel more comfortable

· Ensure information regarding access to support services are provided 

· Ensure the patient and /or their carers are fully aware of the Trust complaint procedures 

· Consider use of a mutually agreed mediator

· Write a complete list of points that the patient and /or their carers disagree with and reassure them you would follow up on these issues and give timely feed to them 

· Provide this list to the team involve with the Being Open process

11.
Training 
The following training plan is designed to ensure that all staff who are likely to be involved in the Being Open process are aware of requirements and know where to obtain further information if required. Those staff who are trained will be required to give support / mentorship to those involved in Being Open discussions. 
	Course 
	Relevant Staff Groups
	Duration
	Frequency

	Root Cause Analysis Training
	Those involved in incident investigations
	Short section within course
	Once

	Duty of Candour Bitesize
	All staff groups 
	30 minutes –
	Once

Provided by risk team and AMD for Governance on request

	Trust on-line induction ( supported by provision of CARE folder inserts and leaflet for staff at induction
	All staff on induction
	Part of on-line induction
	once

	Manager’s induction 
	Managers
	30 mins ( as part of Risk Management module
	Once


	Element to be monitored – NHSLA & KPIs
	Lead role
	Methodology to be used for monitoring
	Frequency
	Reporting  arrangements
	Acting on  recommendations and leads
	Change in practice and lessons to be shared

	Compliance with commissioning requirements for Duty of Candour
	Head of Governance DDNGs
	Duty of Candour Compliance Report  
	Monthly
	Patient Safety & Quality Board
	SI Panels , Consultants Matron, Ward Manger, Divisional Director of Nursing & Governance
	Required changes to practice will be identified and actioned within a specific time frame. A lead member of the team will be identified to take each change forward where appropriate. Lessons will be shared with all relevant stakeholders

	Process for encouraging open communication
	Training & Development
	Training attendance figures for each of the training approaches outlined above. 

Slides/ screenshots of  training to demonstrate inclusion of communication issues
	Annual
	Patient Safety & Quality Board
	SI Panels , Consultants Matron, Ward Manger, Divisional Director of Nursing & Governance
	Required changes to practice will be identified and actioned within a specific time frame. A lead member of the team will be identified to take each change forward where appropriate. Lessons will be shared with all relevant stakeholders

	Documentation within patient records of meetings about incident to include relevant information e.g. apology
	 Risk Team
	Sample of patient records involved in moderate and severe SIs
	Annual
	Patient Safety & Quality Board
	Consultants, Matron, Ward Manger, Divisional Director of Nursing & Governance
	Required changes to practice will be identified and actioned within a specific time frame. A lead member of the team will be identified to take each change forward where appropriate. Lessons will be shared with all relevant stakeholders


12.     Monitoring effectiveness and compliance 

13.
Related Trust Policies 

· Org.2.6: Complaints and Concerns Policy and Procedures. 

· Org.2.7: Adverse Incident Reporting

· Org.2.1: Risk Management Policy
· Org.2.17: Supporting staff at difficult times
· Org  2.10 : Serious Incident Policy & Procedure    
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Appendix A: Regulation 20

Regulation 20: Duty of candour

 (1) Registered persons must act in an open and transparent way with relevant persons in relation to care and treatment provided to service users in carrying on a regulated activity.

(2) As soon as reasonably practicable after becoming aware that a notifiable safety incident has occurred a registered person must—

(a) notify the relevant person that the incident has occurred in accordance with paragraph (3), and

(b) provide reasonable support to the relevant person in relation to the incident, including when giving such notification.

(3) The notification to be given under paragraph (2)(a) must—

(a) be given in person by one or more representatives of the registered person,

(b) provide an account, which to the best of the registered person’s knowledge is true, of all the facts the registered person knows about the incident as at the date of the notification,

(c) advise the relevant person what further enquiries into the incident the registered person believes are appropriate,

(d) include an apology, and

(e) be recorded in a written record which is kept securely by the registered person.

(4) The notification given under paragraph (2)(a) must be followed by a written notification given or sent to the relevant person containing—

(a) the information provided under paragraph (3)(b),

(b) details of any enquiries to be undertaken in accordance with paragraph (3)(c),

(c) the results of any further enquiries into the incident, and

(d) an apology.

(5) But if the relevant person cannot be contacted in person or declines to speak to the representative of the registered person —

(a) paragraphs (2) to (4) are not to apply, and

(b) a written record is to be kept of attempts to contact or to speak to the relevant person.

(6) The registered provider must keep a copy of all correspondence with the relevant person under paragraph (4).

(7) In this regulation—

“apology” means an expression of sorrow or regret in respect of a notifiable safety incident;

“moderate harm” means—

(a) harm that requires a moderate increase in treatment, and

(b) significant, but not permanent, harm; “moderate increase in treatment” means an unplanned return to surgery, an unplanned re-admission, a prolonged episode of care, extra time in hospital or as an outpatient, cancelling of treatment, or transfer to another treatment area (such as intensive care);

“notifiable safety incident” has the meaning given in paragraphs (8) and (9);

“prolonged psychological harm” means psychological harm which a service user has experienced, or is likely to experience, for a continuous period of at least 28 days;

“prolonged pain” means pain which a service user has experienced, or is likely to experience, for a continuous period of at least 28 days;

“relevant person” means the service user or, in the following circumstances, a person lawfully acting on their behalf—

(a) on the death of the service user,

(b) where the service user is under 16 and not competent to make a decision in relation to their care or treatment, or

(c) where the service user is 16 or over and lacks capacity in relation to the matter;

“severe harm” means a permanent lessening of bodily, sensory, motor, physiologic or intellectual functions, including removal of the wrong limb or organ or brain damage, that is related directly to the incident and not related to the natural course of the service user’s illness or underlying condition.

(8) In relation to a health service body, “notifiable safety incident” means any unintended or unexpected incident that occurred in respect of a service user during the provision of a regulated activity that, in the reasonable opinion of a health care professional, could result in, or appears to have resulted in—

(a) the death of the service user, where the death relates directly to the incident rather than to the natural course of the service user’s illness or underlying condition, or

(b) severe harm, moderate harm or prolonged psychological harm to the service user.

(9) In relation to a registered person who is not a health service body, “notifiable safety incident” means any unintended or unexpected incident that occurred in respect of a service user during the provision of a regulated activity that, in the reasonable opinion of a health care professional—

(a) appears to have resulted in—

(i.) the death of the service user, where the death relates directly to the incident rather than to the natural course of the service user’s illness or underlying condition,

(ii.) an impairment of the sensory, motor or intellectual functions of the service user which has lasted, or is likely to last, for a continuous period of at least 28 days,

(iii.) changes to the structure of the service user’s body,

(iv.) the service user experiencing prolonged pain or prolonged psychological harm, or

(v.) the shortening of the life expectancy of the service user; or

(b) requires treatment by a health care professional in order to prevent—

(i.) the death of the service user, or

(ii.) any injury to the service user which, if left untreated, would lead to one or more of the outcomes mentioned in sub-paragraph (a)

Appendix B
Ten Principles of Being Open

1. Principle of acknowledgement

All patient safety incidents should be acknowledged and reported as soon as they are identified in line with the Adverse Incident Reporting Policy. In cases where the patient and/or their carers inform healthcare staff when something untoward has happened, it must be taken seriously from the outset. Any concerns should be treated with compassion and understanding by all healthcare staff. Denial of a patient’s concerns will make future open and honest communication more difficult.
2. Principle of truthfulness, timeliness and clarity of communication

Information about a patient safety incident must be given to patients and/or their carers in a truthful and open manner by an appropriately nominated person. Patients want a step-by-step explanation of what happened, that considers their individual needs and is delivered openly. Communication should also be timely: patients and/or their carers should be provided with information about what happened as soon as practicable. It is also essential that any information given is based solely on the facts known at the time. Healthcare staff involved in the “Being Open Process” should explain that new information may emerge as an incident investigation is undertaken, and patients and/or their carers should be kept up-to-date with the progress of an investigation.

Patients and/or their carers should receive clear, unambiguous information and be given a single point of contact for any questions or requests they may have. They should not receive conflicting information from different members of staff. Medical jargon, which they may not understand, should be avoided.

3. Principle of apology

Patients and/or their carers should receive a sincere expression of sorrow or regret for the harm that has resulted from a patient safety incident. This should be in the form of an appropriately worded apology, as early as possible.

Both verbal and written apologies should be given. The decision on which staff member should give the apology should consider seniority, relationship to the patient, and experience and expertise in the type of patient safety incident that has occurred.

Verbal apologies are essential because they allow face-to-face contact between the patient and/or their carers and the healthcare team. This should be given as soon as staff is aware an incident has occurred. It is important not to delay for any reason, including: setting up a more formal multidisciplinary Being Open discussion with the patient and/or their carers, fear and apprehension, or lack of staff availability. Delays are likely to increase the patient’s and/or their carer’s sense of anxiety, anger or frustration. 

A written apology, which clearly states St George’s University Hospitals NHS Foundation Trustis sorry for the suffering and distress resulting from the incident, must also be given. An apology is not an admission of liability.

4. Principle of recognising patient and carer expectations

Patients and/or their carers can reasonably expect to be fully informed of the issues surrounding a patient safety incident and its consequences in a face-to-face meeting. They should be treated sympathetically, with respect and consideration. Confidentiality must be maintained at all times. Patients and/or their carers should also be provided with support in a manner appropriate to their needs. This involves consideration of special circumstances that can include a patient requiring additional support, such as an independent patient advocate or a translator.

When appropriate, information on accessing the Patient Advisory and Liaison Service (PALS) and other relevant support groups should be given to the patient as soon as it is possible. 
5. Principle of professional support

The St George’s University Hospitals NHS Foundation Trust Open and Fair culture creates an environment in which all staff, whether directly employed or independent contractors, are encouraged to report patient safety incidents. Managers should ensure that staff feels supported throughout the incident investigation process as they too may have been traumatised by being involved. They should not be unfairly exposed to punitive disciplinary action, increased medico-legal risk or any threat to their registration.
To ensure a robust and consistent approach to incident investigation, the NPSA’s Incident Decision Tree (IDT) (see NPSA website) can be used as an aid to improve the consistency of decision making about whether human error or systems failures contributed to an incident. The system has been designed for use by anyone who has the authority to exclude a member of staff from work following a patient safety incident (including medical and nursing directors, chief executives and human resources staff). More details can be found in Seven Steps to Patient Safety and on the NPSA website: www.npsa.nhs.uk

Where there is reason for St George’s University Hospitals NHS Foundation Trust to believe that a member of staff has committed a punitive or criminal act the Trust will take steps to preserve its position, and advise the member(s) of staff at an early stage to enable them to obtain separate legal advice and/or representation. Staff will also be encouraged to seek support from relevant professional bodies such as the General Medical Council, Royal Colleges, the Medical Protection Society, the Medical Defence Union and the Nursing and Midwifery Council. 
6. Principle of risk management and systems improvement

Root cause analysis (RCA) should be used to uncover the underlying causes of a patient safety incident. Investigations should focus on improving systems of care, which will then be reviewed for their effectiveness.  This policy should be read in conjunction with the Trust’s Risk Management Policy, Adverse Incident Reporting Policy and the Serious Incident Policy.

7. Principle of multidisciplinary responsibility

This policy applies to all staff that has key roles in the patient’s care. Most healthcare provision involves multidisciplinary teams and communication with patients and/or their carers following an incident that led to harm, should reflect this. This will ensure that the Being Open process is consistent with the philosophy that incidents usually result from systems failures and rarely from the actions of an individual. 

8. Principle of clinical governance

Being Open has the support of patient safety and quality improvement processes through the clinical governance framework, in which patient safety incidents are investigated and analysed, to find out what can be done to prevent their recurrence. It also involves a system of accountability through the Chief Executive to the Board to ensure these changes are implemented and their effectiveness reviewed. The findings are disseminated to staff so that they can learn from patient safety incidents through manager’s feeding back locally.

Continuous training and audit will be developed. Training will be included in Trust Induction and MAST training programs to enable the Trust to learn from the patient’s and staff experience of Being Open and to monitor the implementation and effects of changes in practice following a patient safety incident.

9. Principle of confidentiality

Full respect should be given to the patient’s and/or their carers and staff’s privacy and confidentiality. Details of a patient safety incident should at all times be considered confidential. The consent of the individual concerned should be sought prior to disclosing information beyond the clinicians involved in treating the patient. Where this is not practicable or an individual refuses to consent to the disclosure, disclosure may still be lawful if justified in the public interest or where those investigating the incident have statutory powers for obtaining information. 

Communications with parties outside of the clinical team should also be on a strictly need-to-know basis and, where practicable, records should be anonymous. In addition, it is good practice to inform the patient and/or their carers about who will be involved in the investigation before it takes place and give them the opportunity to raise any objections. Confidentiality is discussed in more detail in the Code of Conduct Policy.

10. Principle of continuity of care
Patients are entitled to expect that they will continue to receive all usual treatment and continue to be treated with respect and compassion. If a patient expresses a preference for their healthcare needs to be taken over by another team, the appropriate arrangements should be made for them to receive treatment elsewhere.

Appendix C
Definition of levels of harm

· Death – the death relates directly to the incident rather than to the natural course of the service user’s illness or underlying condition; 

· Severe harm – means a permanent lessening of bodily, sensory, motor, physiologic or intellectual functions, including removal of the wrong limb or organ or brain damage.

· Moderate harm – means harm that requires a moderate increase in treatment, and significant, but not permanent harm. 

· Moderate increase in treatment – means an unplanned return to surgery, an unplanned readmission, a prolonged episode of care, extra time in hospital or as an outpatient, cancelling of treatment, transfer to another treatment area (e.g. ITU)  

· Prolonged psychological harm - psychological harm a patient has experienced, or is likely to experience, for a continuous period of at least 28 days. 

Appendix D – Template letter
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Private and Confidential
Dear Insert Name, 

I am writing, on behalf of St George’s University Hospitals NHS Foundation Trust, to express my sincere regret that (you/your relative) has been involved in an incident whereby (describe the event/incident including date and place). I would like to offer my sincere apologies at this distressing and difficult time (or other appropriate words). 

What comes here will depend on what the addressee already knows from the initial Duty of Candour conversation that is documented in the notes, for example: “I understand that (insert name) has already spoken to you and explained that a full investigation will take place”. 

As a Trust we are committed to being open with patients and carers when events such as these occur so that we gain a shared understanding of what happened, and what we can do to prevent such an incident occurring again in the future. 

An investigation is already underway to try and establish the cause of the incident. If you would like to meet with a member of staff to discuss this, please let me know, and we will arrange a mutually convenient time and place to meet. 

Staff member (name/or I) will be acting as your lead contact for the duration of the investigation. If you have any questions, or if you would like to discuss any aspect of this Moderate Incident/Serious Incident (SI) investigation (delete as appropriate), they / I can be contacted by email on xxxxxxxxxxxxxxx or on telephone number xxxxx xxxxxxx 

Once again, please accept my sincere apologies and those of all the staff involved in (insert patients name) care and treatment here at St George’s Hospital. 

Yours sincerely

Firstname Lastname
Job Title
Appendix E
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EQUALITY AND IMPACT ASSESSMENT TEMPLATE

1. EQUALITY IMPACT ASSESSMENT FORM – INITIAL SCREENING

	Service/Function/Policy
	Directorate / Department
	Assessor(s)
	New or Existing Service or Policy?
	Date of Assessment

	Duty of Candour /Being Open (with patients & staff)
	Governance
	
	Existing
	

	1.1 Who is responsible for this service / function / policy? 

Director of Quality Governance, Medical Director, Chief Nurse, Divisional Chairs and Divisional Directors of Nursing & Governance

	1.2 Describe the purpose of the service / function / policy? Who is it intended to benefit? What are the intended outcomes?

To ensure there is open communication between all parties when an unintended or unexpected incident happens which could or did lead to harm for one or more patients

The outcome will be that we are a more open and honest organisation, and that patient and their families feel supported and an appropriate apology  is issued in line with 10 principles

	1.3 Are there any associated objectives? E.g. National Service Frameworks, National Targets, Legislation , Trust strategic objectives

Recent Duty of Candour contractual requirements have indicated the need to ensure being open arrangements are fully embedded following a patient safety incident

	1.4 What factors contribute or detract from achieving intended outcomes?

Contribute

Wide understanding on this policy by all clinical staff, and it follow through in all circumstances

Sufficient staff being trained to level identified in section 12 of the policy

Learning outcomes are fully shared and any recommendations implemented

Detract

Staff not feeling confident about being open

Staff not engaging and participating fully in the learning process and engaging honestly with other staff,  patients  their families

Patients and their families not being satisfied with the process and outcome 

	1.5 Does the service / policy / function / have a positive or negative impact in terms of race, disability, gender, sexual orientation, age, religion or belief and Human Rights?                     Details: [see Screening Assessment Guidance]
The policy will have a positive impact to all patient groups and protected characteristics.

The Right to Life is a fundamental principle to our patients and any risk to mitigate harm must be avoided in all circumstances   

	1.6 If yes, please describe current or planned activities to address the impact.  


	1.7 Is there any scope for new measures which would promote equality? 



	1.8 What are your monitoring arrangements for this policy/ service

The Annual reports on Being open, Patient safety and associated policies must reflect patient demographics to assess if there are any groups of patients that are being adversely affected, or tends in staff groups  

	1.9 Equality Impact Rating   [low, medium, high]- see guidance notes  3.1 above

Low

	2.0. Please give you reasons for this rating
If you have rated the policy, service or function as having a high impact for any of these equality dimensions, it is necessary to carry out a detailed assessment and then complete section 2 of this form
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	Checklist for the Approval of the Being Open Policy

	
	Title of document being reviewed:
	Yes/No/ Unsure
	Comments

	1
	Title
	Y
	Being Open with Patients 

	
	Is the title clear and unambiguous?


	Y
	 

	
	Is it clear whether the main document is a policy rather than guidelines or procedures?
	Y
	

	2
	Rationale 
	
	 

	
	Are reasons for development of the document stated?
	Y 
	 

	3
	Development Process
	 
	 

	
	Are people involved in the development identified?
	Y
	 

	
	Do you feel a reasonable attempt has been made to ensure relevant expertise has been used?
	 Y
	 

	
	Is there evidence of consultation with stakeholders and users?
	Y
	

	4
	Content
	 
	 

	
	Are the objectives and aims defined?
	 Y
	 

	
	Is target population as mentioned in Scope clear?
	Y
	 

	
	Are the intended outcomes described? 
	Y 
	 It applies to all staff

	
	Are the statements clear and unambiguous?
	 Y
	

	5
	Evidence Base
	 
	 

	
	Is the type of evidence required to support the document identified explicitly?
	Y
	 

	
	Are the references cited in full?
	Y
	 

	
	Are all supporting documents referenced?
	Y
	 

	6
	Consultation
	 
	 

	
	Where appropriate, e.g. HR Policies, has the Partnership Forum been consulted on the document?
	Y
	None identified

	7
	Approval and Ratification
	 
	 

	
	Has the table of control information been completed on the front cover of the Policy?
	Y
	 

	
	Has an Equality Impact Assessment been completed?

Is the EIA is an appendix to this policy?
	Y
	N/A

	8
	Dissemination and Implementation
	 
	 

	
	Is there a plan which identifies how this will be done?
	         Y
	 

	
	Does the plan include the necessary training and support to ensure compliance?
	Y
	 

	
	Is there a plan to review or audit compliance with the document?
	 Y
	 

	9
	Review Date
	 
	 

	
	Is the review date identified?
	 Y
	 Scope of this meeting is to review the policy

	
	Is the frequency of review identified?  
	 Y
	 Bi-annually

	10
	Overall Responsibility for the Document
	 
	 

	
	Is it clear who will be responsible for co-coordinating the dissemination, implementation and review of the document?
	 Y
	 


First name Last name


First line of address


Second line of address


Third line of address


County


Postcode


Insert date
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