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Executive Summary 

Every healthcare professional must be open and honest with patients. Every NHS Trust, since 
November 2014, has a statutory Duty of Candour. 

Candour is defined by Robert Francis as: 'The volunteering of all relevant information to persons 
who have or may have been harmed by the provision of services, whether or not the information 
has been requested and whether or not a complaint or a report about that provision has been 
made’. 

The Being Open principles and ethical duty of openness apply to all incidents and any failure in 
care or treatment. The Duty of Candour applies to incidents whereby moderate harm, significant 
harm, prolonged psychological harm or death has occurred. 

It is a matter of judgment that needs to be exercised on a case by case basis to determine whether 
an incident that meets the Duty of Candour criteria has occurred. What may not appear to be such 
an incident at the outset may look very different once more information comes to light, and may 
therefore lead to an incident becoming notifiable under the Duty of Candour. 

The requirements of the Duty of Candour are as follows: 

As soon as reasonably practicable after becoming aware that a safety incident has occurred that 
falls into the moderate harm or more serious categories the healthcare professional must— 

(a) notify the ‘relevant person’ (this is usually the patient but may in some 
circumstances be the relative, carer or advocate) that the incident has occurred and; 

(b) provide reasonable support to the relevant person in relation to the incident. 

The notification must: 

(a) be given in person by one or more members of staff; 

(b) provide an account of all the facts known about the incident to date; 

(c) advise the relevant person what further enquiries into the incident will be undertaken; 

(d) include an apology and/or a sincere expression of regret, and; 

(e) be recorded in writing in the notes. 

This notification must be followed up in writing to the relevant person. The member of staff should 
be clear in the first meeting that the facts may not yet have been established, tell the relevant 
person only what is known and believe to be true, and answer any questions honestly and as fully 
as they can. 

The organisation then has a responsibility to share the investigation findings with the relevant 
person once these are clear. The aim of the Duty is to ensure that patients are told when harm 
occurs as a result of the care they receive. 

Where the degree of harm is not yet clear but may fall into the moderate or above categories, 
then the relevant person must also be notified
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Data Protection Act 2018 (General Data Protection Regulation – GDPR) 
Legislation 

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

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

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

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

  

mailto:rch-tr.infogov@nhs.net
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1. Introduction 

1.1 Being open encourages a culture of safety that supports organisational and 
personal learning. Transparency and openness with patients, their carers and/or 
family promotes open discussion of concerns and prompts action for the 
mitigation or prevention of recurrence of incidents. It involves apologising and 
explaining what happened to patients and/or their family or carers following a 
patient safety incident. 

1.2 Staff also have a duty to be open and honest with the organisation by reporting 
patient safety incidents that lead to harm as well as near misses. The Trust’s 
processes for this and commitment to a ‘just culture’ can be found in the Trust 
policies concerning incident reporting, management and investigation. 

1.3 Being open following a patient safety incident is integral to the Duty of Candour. 
Healthcare professionals already have a professional Duty of Candour as laid 
out in their codes of practice. Good Medical Practice (General Medical Council; 
GMC, 2013), The Code: Professional standards of practice and behaviour for 
nurses and midwifery (Nursing and Midwifery Council; NMC, March 2015) and 
Good Surgical Practice (Royal College of Surgeons; RCS 2014). These all 
concur that healthcare professionals have a professional Duty of Candour to be 
open and honest with patients when things go wrong during treatment that has 
caused or has the potential to cause harm or distress. 

1.4 In response to the Francis Inquiry the Care Quality Commission (CQC) 
introduced Regulation 20: Duty of Candour, which came into force on the 27 
November 2014. This regulation lays out a ‘statutory Duty of Candour’. This 
organisational duty requires health providers to act in an open and transparent 
way. It includes all aspects of the professional Duty of Candour and, in addition, 
the actions which providers must undertake when the threshold of a ‘notifiable 
safety incident’ is reached (see section 4.1 for full definition). These are: 

• Carry out a thorough investigation into the causes of the incident 
and share relevant details and findings with the patient and/or 
relevant other 

• Provide an apology in writing, following the verbal apology in person 

• Provide reasonable support to the patient in relation to the incident 

• Establish a formal and defined process of harm disclosure 
as part of the provider’s governance processes 

1.5 The statutory duty is a duty on health providers. However, individual clinicians 
are relied on to discharge it on behalf of the organisation. Regulation 20 makes 
clear that cooperation between a healthcare organisation and its staff is vital. 
The Trust will support staff in being open and honest with patients. 

1.6 The Trust also has a duty to be open and honest with regard complainants. The 
CQC’s Regulation 16: Receiving and acting on complaints states that ‘providers 
must act in accordance with Regulation 20: Duty of Candour in respect of 
complaints about care and treatment that have resulted in a notifiable safety 
incident’. The NHS Constitution (2013) commits the NHS to treat all 
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complainants with courtesy, giving an apology and ensuring that appropriate 
explanation is given. 

1.7 Non-compliance with ‘statutory duty of candour’ (Regulation 20: Duty of 
Candour) is a criminal offence and the CQC can move directly to prosecution 
without serving a Warning Notice. The CQC may take other regulatory action 
where non-compliance is evidenced. Further information on the Statutory Duty of 
Candour can be found in Appendix 3. 

1.8 This version supersedes any previous versions of this document. 

2. Purpose of this Policy/Procedure 

This policy applies to all staff including permanent and temporary staff employed by 
the Trust. The policy also applies to students, bank and locum staff, contracted staff 
and volunteers. Every healthcare professional in the Trust must be open and honest 
with patients when something goes wrong with their treatment or care which causes, 
or has the potential to cause, harm or distress. 

3. Scope 

3.1 The Being Open principles (Appendix 4) and ethical duty of openness applies to 
all incidents and any failure in care or treatment. The Duty of Candour applies to 
incidents whereby moderate harm, significant harm or death has occurred. See 
Figure 1 below. 

Figure 1: Applicability of Being Open/Duty of Candour 

 
 

3.2 There will be exceptions to implementing the Duty of Candour, such as may 
cause unacceptable additional distress/mental health issues to the individual 
(see Appendix 3 for more detail). These must be very sound reasons, which 
must be clearly recorded, for not having the Duty of Candour principles applied. 
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3.3 This policy deals with the information and methods of sharing of information with 
the relevant person. Patients and those close to them will vary in how much 
information they want, and when they want it. Some people will want as much 
detail as possible, including details of rare risks, to those who ask health 
professionals to make decisions for them. There will always be an element of 
professional judgement in determining what information should be given. 

3.4 However, the presumption must be that the relevant person wishes to be well 
informed about the risks and benefits of the various options. Where the relevant 
person makes clear (verbally or non-verbally) that they do not wish to be given 
this level of information, this should be documented. 

3.5 It should be noted that the statutory duty of candour does not refer to / is not 
triggered by recognised complications of a procedure where no omission or error 
has occurred, following a robust consenting process. 

3.6 The potential implications of not implementing the Duty of Candour 
requirements 

The CQC in their guidance relating to the Duty of Candour explain the 
approach they will be taking to assess whether a provider is complying 
with the new regulation.  

3.6.1. As the Duty of Candour is a statutory requirement, non-compliance is a 
criminal offence. 

3.6.2. Commissioners can withhold the cost of the episode of care or 
implement a fine of £10,000 if the cost is not known. In addition, they 
can do any/all of the following: 

3.6.3. Inform the CQC, they require that the Chief Executive send an apology 
and an explanation of the breach to the patient/relatives and publish 
details of the breach on the Trust web-site. 

3.6.4. The CQC’s key lines of enquiry will be: 

• Are lessons learned and improvements made when things go 
wrong? 

• Are people who use services told when they are 
affected by something that goes wrong, given an 
apology and informed of any actions taken as a result? 

• How does the leadership and culture reflect the vision 
and values, encourage openness and transparency 
and promote good quality care? 

• Does the culture encourage candour, openness and honesty? 

3.7 Incidents that are later uncovered or that have occurred within the care of 
another provider 

On occasion, an incident that happened some time ago may be 
discovered. The incident should be reported in the usual way on Datix, 
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and agreement reached by the senior clinician and the Deputy 
Director of Integrated Governance as to the most appropriate action 
to take. A delay in discovering an incident does not mean the Duty of 
Candour does not apply. The processes however may require 
additional consideration in order that the patient is informed of the 
incident with care to avoid unexpected shock or distress. 

Incidents that are discovered that relate to care delivered by 
another provider will be reported to a senior manager in that 
organisation, and to the commissioning body. That 
organisation is then responsible for implementing the Duty of 
Candour. The Trust will work in partnership with other 
providers to ensure the Duty of Candour applies as an 
economy wide, patient-centred policy. 

4. Definitions / Explanation of Terms 

4.1 Notifiable Safety Incident for health service bodies – any unintended or 
unexpected incident that occurred in respect of a patient’s care that, in the 
reasonable opinion of a healthcare professional, could result in, or appears to 
have resulted in: 

• the patient’s death, 

• severe harm, 

• moderate harm or 

• prolonged psychological harm. 

4.2 This definition (and the whole duty of candour) refers to harm directly caused by 
the incident, and not by the natural course of the patient’s illness or underlying 
condition. 

4.3 Identifying something as a notifiable safety incident does not automatically imply 
error, negligence or poor quality care. It simply indicates that an unexpected and 
undesirable clinical outcome resulted from some aspect of the patient’s care, 
rather than their underlying condition. 

4.4 Severe harm – a permanent lessening of bodily, sensory, motor, physiologic or 
intellectual functions, including removal of the wrong limb, or organ or brain 
damage which is directly related to the incident and not to the natural course of 
the patient’s illness or underlying condition. 

4.5 Moderate harm: 

• significant harm which is defined as the temporary lessening 
of bodily, sensory, motor, physiologic or intellectual functions 
that is directly related to the incident and not to the natural 
course of the patient’s illness or underlying condition and 

• moderate increase in treatment, which is an unplanned return 
to surgery, an unplanned readmission, a prolonged episode of 
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care, extra time in hospital or as an outpatient, cancelling of 
treatment or transfer to another treatment area (such as 
intensive care). 

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

4.7 Apology – an expression of sorrow or regret in relation to an unexpected 
incident that resulted in patient harm. Apology does not imply acceptance of 
responsibility for the incident and the resulting harm. In some cases, however, 
where harm is linked to an error in the care of the patient, then an apology 
should also include an acknowledgement and acceptance of responsibility. 

4.8 Prolonged pain - pain which a patient has experienced, or is likely to 
experience, for a continuous period of at least 28 days. 

4.9 Written notification – one given or sent to the relevant person in written form 
containing the information provided in any initial notification made in person, 
details of any enquiries to be undertaken, advise of any appropriate enquiries to 
be undertaken, the results of any further enquiries, and an apology. 

4.10 Openness – enabling concerns and complaints to be raised freely without fear 
and questions asked to be answered. 

4.11 Transparency – allowing information about the truth about performance and 
outcomes to be shared with staff, patients, the public and regulators. 

4.12 Candour – any patient harmed by the provision of a healthcare service is 
informed of the fact and an appropriate remedy offered, regardless of whether a 
complaint has been made or a question asked about it. 

4.13 Low harm – any incident that required extra observation or minor treatment, and 
caused minimal harm to the patient. 

4.14 No harm means: 

• Any incident that had the potential to cause harm but 
was prevented and therefore no harm occurred to the 
patient (near miss). 

• Any incident that was not prevented but resulted in no harm to the 
patient. 
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4.15 Definitions chart: Aide memoir for assessment of level of harm 

Definition Description 

Patient Safety Incident (PSI) 

Any incident affecting service users* 
irrespective of the consequences 
(impact). This is a clinical incident 
affecting the care or outcome for the 
patient 

Apology 
An expression of sorrow or regret in 
respect of a notifiable patient safety 
incident 

Harm Physical or mental damage or injury 

Moderate harm 
Harm that requires a moderate increase 
in treatment AND significant but not 
permanent harm 

Moderate increase in treatment 

Unplanned return to surgery, an 
unplanned readmission, a prolonged 
episode of care, extra time in hospital or 
as an out-patient, cancelling of 
treatment, or transfer to another 
treatment area (such as intensive care) 

Notifiable safety incident 

Any unintended or unexpected incident 
that occurred in respect of a service user 
(regardless of harm) during the provision 
of a regulated activity that, in the 
reasonable opinion of a healthcare 
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 

Prolonged psychological harm Psychological harm which a service 
user has experienced, or is likely to 
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Definition Description 

experience, 

for a continuous period of at least 28 
days 

Relevant person 

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; 

c) Where the service user is 16 or 
over and lacks capacity (as 
determined in accordance with 
the Mental Capacity Act 2005) in 
relation to the matter 

Major harm 

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 

 

*Service user is the term used in the regulations and means ‘patient’ for NHS service 

5. Ownership and Responsibilities 

All staff have a responsibility to promote a culture of openness and honesty at all 
levels within the organisation. 

5.1. Role of the Trust Board 

The Chief Executive, Medical Director, Dual Director of Nursing, Midwifery and 
Allied Health Professionals, Director of Integrated Governance and Executive 
Directors must ensure that mechanisms are in place to enable all staff to adhere 
to this policy. This includes a Trust wide training and awareness program to 
ensure that responsible staff have the skills to ‘Say Sorry’ confidently and, when 
required, to conduct an investigation of the patient safety causes and 
contributory factors which are shared with the person (or relevant other) in an 
open and transparent manner. 
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5.2. Role of the Director of Integrated Governance 

The Director of Integrated Governance is the Executive Director that holds 
overall responsibility for this policy. This includes: 

• The development, implementation and review of this policy 

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

• Joint responsibility or delegated responsibility to a nominated deputy for 
defining and verifying an incident as requiring Duty of Candour. 

5.2.1. The Director of Integrated Governance is responsible for ensuring that 
the Dual Director of Nursing, Midwifery and Allied Health Professionals 
and Chief Executive (CEO) is kept fully informed about compliance with 
Duty of Candour and for reporting compliance to the Quality Assurance 
Committee. 

5.2.2. As Chair of the Incident Review and Learning Group, the Director of 
Integrated Governance is responsible for ensuring compliance with Duty 
of Candour. 

5.2.3. The Director of Integrated Governance is also responsible for ensuring 
reporting is carried out in line with the Care Quality Commission (CQC) 
regulatory framework. 

5.2.4. The purpose of this role is to provide professional leadership and 
independent clinical overview for the Trust Board, regarding Duty of 
Candour. 

5.3. Role of the Duty of Candour Champion 

• Actively promote an open and fair culture that fosters peer support and 
discourages blame. 

• Being a Duty of Candour ambassador and raising awareness of Duty of 
Candour amongst staff. 

• Demonstrate willingness to hear and discuss concerns with staff. 

• With regards to a specific incident, consider with staff what evidence they 
have and make an objective assessment of circumstances. Identify and 
evaluate the options available. 

• Encourage staff to commit to a timely plan of action and agree any follow 
up. Encourage staff to keep an up to date record of their actions. 

• Provide information on the support systems currently available for 
professionals distressed by patient safety incidents. This includes 
counselling services offered by professional bodies, stress management 
courses for staff who have the responsibility for leading these discussions, 
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and mentoring for staff who have recently taken on a leadership role. 

• Facilitate formal and informal debriefing of the clinical team involved in the 
incident as part of the support system. 

• Raise any concerns with the care group governance lead or the Deputy 
Director of Integrated Governance/Risk Manager. 

• Identify team/specialities/departments that may benefit from Duty of 
Candour training. 

• Highlight themes to the Patient Safety team with regards to support and 
advice provided. 

• Familiar with the Being Open and Duty of Candour policy and signposting 
staff to this. 

• Attendance at a quarterly forum led by the Director of Integrated 
Governance. 

The role of the Duty of Candour Champions is to empower others to act. Their 
role is to ensure that the member of staff, as the person with first-hand 
knowledge of the situation, deals with it effectively and is supported with the 
process. 

5.4. Role of Care Group Management Teams 

The role of the Care Group Management Team (Clinical Director, Head of 
Nursing/Midwifery and General Manager) is to ensure that all staff are aware of 
and adhere to this policy. This includes ensuring that there are mechanisms in 
place within the Care Group for the identification of incidents that trigger the 
statutory Duty of Candour, monitoring compliance with this policy and 
addressing non- compliance via the appropriate management route. 

5.5. Role of Care Group Governance Leads 

Care Group Governance Leads are also responsible for: 

• Monitoring compliance with required timescales and escalating concerns of 
non-compliance with regards to Duty of Candour 

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

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

• Encouraging a positive, open reporting culture and sharing learning 
between teams 

• Signposting staff to support mechanisms for staff involved in incidents 

• Undertaking a quarterly spot-check of 10 sets of notes auditing the quality 
of Duty of Candour correspondence and compliance with its requirements. 
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Share these findings at the care group governance huddle to drive 
improvement and learning. 

5.6. Role of Medical Consultants and Matrons 

Medical Consultants and Matrons have a number of responsibilities, as follows: 

• ensuring the Duty of Candour is implemented in the way it is intended 

• deciding who will provide the initial notification to the patient or relevant 
other. In many circumstances this will be the senior clinician responsible for 
the patient’s care 

• ensuring an appropriate person is identified to be the contact person with 
the person affected or relevant other during the process 

• ensuring that all conversations with the person affected or relevant other 
are documented 

• ensuring that the Duty of Candour fields are completed on the electronic 
incident report form (Datix incident report) 

• ensuring that staff and patients involved in incidents are provided with the 
support they require. 

5.7. Role of a Patient Safety Investigation Officer 

5.7.1. Many incidents that trigger the statutory Duty of Candour will be declared 
either as a Patient Safety Incident or requiring a Patient Safety Review. 
The Patient Safety Investigation Officer (PSIO) should, once it has been 
established that the initial conversation has taken place, communicate 
with the person affected or relevant other introducing themselves as the 
PSIO and explaining the process. This communication should be verbal 
(face to face, virtual or by telephone) and then followed up with a letter. 

5.7.2. The patient and/or relevant other should be invited to be involved in the 
investigation process in so far as they wish and should: 

• Have the opportunity to express any concerns and questions; 

• Have an opportunity to inform the terms of reference for 
investigations; 

• Be provided with the terms of reference to ensure their questions 
are reflected; 

• Know how they will be able to contribute to the process of the 
investigation, for example by giving evidence; 

• Be kept up to date as the investigation progresses; 

• Be given access to the findings of the investigation; 

• Have an opportunity to respond/comment on the findings and 
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recommendations outlined in the final report and be assured that 
this will be considered as part of the quality assurance and closure 
process undertaken by the commissioner; 

• Be informed, with reasons, if there is a delay in starting the 
investigation, completing the investigation or in the publication of 
the final report; and be offered media advice, should the media 
make enquiries. 

On completion of the investigation the PSIO should ensure that the 
person affected or relevant other is invited to attend a meeting to 
discuss the contents of the report (if the latter so wish) with the relevant 
staff and receives a copy of the report. 

On nomination the PSIO will receive a Resource Pack outlining 
responsibilities in relation to Duty of Candour, including templates to 
assist communications with patients and their families. Templates are 
attached from Appendix 5. 

5.8. Role of ward/department and managers 

Ward and department managers should ensure that their staff: 

• know how and why to report incidents, including the grading of the level of 
harm 

• recognise an incident that triggers the statutory Duty of Candour 

• know how to escalate such an incident so that the Duty of Candour process 
starts within the required 10 days of recognition of the incident 

• ensure that any of their staff involved in an incident are offered appropriate 
support. 

5.9. Role of all staff 

All staff involved in being open and duty of candour processes should adhere to 
this policy and ensure it is implemented. 

5.10. Role of the Deputy Director of Integrated Governance:  

The Deputy Director of Integrated Governance will ensure policies and 
processes are in place to enable the Trust and its staff to enact the 
requirements of CQC Regulation 20: Duty of Candour. 

This will include: 

• To ensure processes are in place for the central monitoring and reporting 
on the level of compliance with the Duty of Candour process following 
notifiable safety incidents. 

• To ensure that effective risk-management processes are in place to support 
the Being Open/Duty of Candour Policy management of notifiable patient 
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safety incidents, including the provision of expert advice, resources, training 
and education. 

• To ensure that findings from the quarterly spot-check are incorporated into 
the monthly incident report. 

5.11. Role of the Quality Assurance Committee (QAC) 

QAC has responsibility for monthly monitoring of compliance with Duty of 
Candour. 

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

The group is chaired by the Director of Integrated Governance and is attended 
by Care Group Governance Leads, the Deputy Medical Director and the Trust 
Consultant Lead for Patient Safety (TBC). The primary purpose of IRLG is to 
provide clinical expertise and executive oversight of all reported patient safety 
incidents and/or never event investigations. The group reviews all Patient 
Safety Incident and Patient Safety Review reports to ensure the quality of the 
investigation is of a high standard, and that associated action plans are 
comprehensive. The group monitors Patient Safety Analysis reports to 
determine whether the principles of Being Open and the Duty of Candour have 
been followed appropriately in each case. The group is also responsible for 
identifying Trustwide learning and ensuring the rapid dissemination of this. 

Compliance with Duty of Candour is monitored bimonthly by this group. 

5.13. Role of staff involved in responding to Complaints and/or 
Claims 

All staff involved in investigating and responding to complaints and/or claims 
must do so in a way that fulfils the requirements of the professional and 
statutory Duty of Candour (See the Trust’s Complaints Policy). 

5.14. Role of the Medical Examiner (from 1st April 2020) 

The Medical Examiner is responsible for informing the Coroner when there has 
been a patient safety incident resulting in moderate harm or above. 

5.15. Role of the Patient Safety Team 

The team is responsible for informing the Bereavement Team when there has 
been a patient safety incident resulting in the death of a patient. The 
Bereavement team then brings to the attention of the reporting doctor/medical 
examiner. 

6. Standards and Practice: Being Open and level of response 

6.1. Initial assessment to determine level of response 

6.1.1. All incidents should initially be discussed by the relevant clinical team to 
determine the level of response required. This will depend on the 
cause/s of the incident and the impact on the patient. The greater the 
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impact on the patient and/or the more direct the effect of the treatment 
failures on the impact, the greater the response should be. 

6.1.2. Incidents deemed to require a higher level response should be 
escalated to appropriate Trust senior management e.g. the Clinical 
Director and/or General Manager who then may inform the Medical 
Director, Dual Director of Nursing, Midwifery and Allied Health 
Professionals and Director of Integrated Governance. 

6.1.3. If it requires a high level of response it should then be discussed and 
agreed with the Director of Integrated Governance. The level of 
response will depend on the nature and outcome of the incident. 

6.2. Notifiable Safety incidents 

When a notifiable safety incident has occurred, healthcare 
professionals (and their employer -the healthcare provider) must 
comply with the statutory duty of candour. They must: 

• Acknowledge that an incident has occurred, reporting it appropriately to a 
senior member of staff in the department in which it occurred and on Datix 

• As soon as possible, after detection of the incident, inform the patient, 
family or carer of the incident with a factual explanation of all known facts 

• Offer a sincere apology (See Figure 2 below for examples of appropriate 
language to use) 

• Explain the possible consequences to the patient if not already evident, and 
any immediate or possible future health implications 

• Offer an appropriate remedy (if possible) and/or support to the patient, 
family or carer 

• Explain any immediate steps that will be taken to minimise or prevent the 
same incident recurring and that a more detailed investigation will take 
place 

• Let them know that a member of staff will follow up this initial discussion 
with more information after further investigation 

• Document this discussion in the patient notes and follow it up with a letter to 
the patient, family or carer detailing what was discussed 

• For incidents declared as Patient Safety Incidents or Reviews the 
Investigation Officer will inform the patient, family or carer of the process 
and its expected timeframe to completion of the report. They will make 
themselves available for further discussion. They will give the patient and/or 
family or carer the opportunity to tell their story and to ask further questions. 
All discussions will be documented and a follow up letter detailing the 
investigation process will be sent together with a further apology and any 
further details discussed. 
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• Investigation Officers will be provided with template letters on nomination as 
an Investigating Officer. 

• Arrange follow up discussions with the patient, family or carer as necessary 
to discuss; 

▪ The final outcome of the investigation and the actions taken 
to prevent or limit recurrence 

▪ Explain any further steps for their care/treatment (if any) 

▪ Answer any further questions 

• A copy of the final report will be sent to the patient, family or carer with a 
covering letter. Opportunity to ask further questions if desired will be given. 

Figure 2 Some examples of appropriate language (Cited in 
Duty of Candour; Guidance for Surgeons & Employers, Royal 
College of Surgeons 2015) 

6.3 Staff involved in an incident, complaint or claim will be given all necessary 
support for as long as it is needed. All correspondence and verbal 
communications should be in plain language, not using technical 
terminology, to avoid misunderstanding or confusion. 

6.4 Initial acknowledgement of the occurrence of an incident, apology and open 
and honest discussion with the patient, family or carer will occur as soon as 
possible following the incident. Apology is not an admission of liability. 

6.5 Confidentiality and data protection will be maintained at all times. A Patient 
Information Leaflet is available to support conversations with patients and 
their families, explaining what the Duty of Candour is and what patients and 
their families should expect. 

6.6 For Duty of Candour in the case of clinical imaging discrepancies, please 
refer to RCHT’s Clinical Imaging protocol for the assessment and 
management of reporting discrepancies and Duty of Candour notification. 

6.7 For Duty of Candour in Infection Prevention and Control Incidents, please 
refer to the Infection Control incidents resulting in moderate harm flowchart 
or the IPAC/Patient Safety Teams. 

• ‘Let me tell you what I know about what happened. Instead of receiving 
x we gave you y instead. I want to discuss what this means for your 
health, but first I want to tell you how sorry I am that this happened’. 

• ‘I’m sorry. This should not have happened’ or ‘We made an error. I’m 
sorry.’ 

• ‘Right now I don’t know exactly what happened but I promise you that 
we are going to find out and make sure it does not happen again. It may 
take time to get to the bottom of it, but I’ll share with you what we find 
out as soon as I know. Again, let me tell you how sorry I am that this 
happened.’ 
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6.3. Preliminary Team Discussion 

The multidisciplinary team, including the most senior health 
professional involved in the patient safety incident, should meet as 
soon as possible after the event to: 

• Establish the basic clinical details and other facts. 

• Assess the incident and determine the level of immediate response. 

• Identify who will be responsible for discussion with the patient and/or their 
carers. 

• Consider the appropriateness of engaging patient support at this early 
stage. 

• Identify immediate support needs for the healthcare staff involved. 

• Ensure there is a consistent approach by all team members around 
discussions with the patient and/or their carers. 

In addition to this, it will be advantageous to provide facilities for 
formal and informal debriefing of the clinical team involved in the 
patient safety incident, where appropriate, and separate from the 
requirement to provide statements for the investigation. Staff may 
also benefit from individual feedback about the final outcome of the 
patient safety incident investigation. 

6.4. Identifying the individual to communicate with the patient 
and/or their carers 

The healthcare professional who informs the patient and/or their carers about a 
patient safety incident should be the most senior person responsible for the 
patient’s care and/or someone with experience and expertise in the type of 
incident that has occurred. This could either be the patient’s consultant or a 
senior member of nursing staff known to the patient, and/or Corporate Patient 
Safety Lead (if being investigated by the Corporate Patient Safety team). 
Consideration also needs to be given to the characteristics of the person 
nominated to lead the Duty of Candour / Being Open process. They should: 

• Be known to, and trusted by, the patient and/or their carers. 

• Have a good grasp of the facts relevant to the incident. 

• Be senior enough, or have sufficient experience and expertise, in relation to 
the type of patient safety incident to be credible to patients, carers and 
colleagues. 

• Have excellent interpersonal skills. This includes the ability to communicate 
with patients and/or their carers in a way they can understand. It is 
important to avoid excessive use of medical jargon. 
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• Be willing and able to offer an apology, reassurance and feedback to 
patients and/or their carers. 

• Be able to maintain a medium to long-term relationship with the patient 
and/or their carers, where possible, and to provide continued support and 
information. 

• Be culturally aware and informed about the specific needs of the patient 
and/or their carers. 

• Be supported by the Corporate Patient Safety Team. 

It is essential that the following does not occur: 

• Speculation. 

• Attribution of blame. 

• Denial of responsibility. 

• Provision of conflicting information from different individuals. 

The initial Duty of Candour/Being Open discussion is the first part of an ongoing 
communication process. There should be repeated opportunities for the patient 
and/or carer to obtain information about the incident and many of the points 
raised here should be expanded on in subsequent meetings. 

If for any reason it becomes clear during the initial discussion that the patient 
and/or carers would prefer to speak to a different health care professional, the 
patient’s wishes should be respected. A substitute with whom the patient is 
satisfied should be provided. 

6.5. Low harm incidents 

Low harm incidents do not require the same level of candour. Notify the patient 
about the incident as soon as possible with a factual explanation of all facts 
known at the time of the notification. 

• Provide an apology. 

• Explain fully the short and long-term effects of the incident. 

• Offer an appropriate remedy or support to put matters right (if possible). 

• Explain the steps that will be taken to prevent recurrence of the incident 
(where relevant). 

• Record details of the discussion in the patient’s clinical record. 

• For low-harm incidents the disclosure process can conclude here. 

This is a being open conversation. 
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6.6. Documentation 

6.6.1. There should be written documentation of: 

• The time, place, date, as well as the name and 
relationships of all attendees at the conversation. 

• The plan for providing further information to the 
patient and/or their carers. 

• Offers of assistance and the patient’s and/or carers’ 
response.Questions raised by the family and/or 
carers or their representatives and the answers 
given. 

• Plans for follow-up as discussed. 

Follow this up by giving the same information in writing, 
and providing an update on the enquiries, and upload the 
signed letter to the Datix system. (Refer to letter templates 
in the appendices). NB: the Duty of Candour letter 
templates are a guide only and the letter requires a 
bespoke individual response from the team/individual who 
is working with the patient and family. 

6.6.2. Other recorded documentation should be: 

• A written record which is kept securely by the organisation. 

• 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 signed 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. 

6.6.3. All correspondence should be held in accordance with the Trust’s 
Records Management Policy. With specific relation to Being Open/Duty 
of Candour the clinical records must: 

• Record the sharing of any facts that are known and 
agreed with the relevant person; 

• Record how it has been agreed that the relevant 
person will be kept informed of the progress and 
results of that investigation; 

• Record, where appropriate, a full apology to the 
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patient and their family/carers; 

• Record any explanation given of the likely short and 
long-term effects of the incident; 

• Contain copies of any letters sent to the relevant person; 

• Record an offer of appropriate practical and emotional support. 

6.6.4. Electronic (Datix) Notification processes for incidents that trigger the 
Statutory Duty of Candour: 

1. The healthcare professional who first discovers or is informed of the 
incident should inform their line manager and report the incident on 
the Trust’s risk management database, Datix. The Datix report 
should accurately reflect the severity of harm. 

2. The Patient Safety Team and the relevant management team for 
each Care Group are informed of the incident by an automatic email 
generated by Datix for all incidents reported under the severity 
categories of ‘moderate’, ‘major’ or ‘catastrophic’. 

3. Many incidents that trigger the statutory Duty of Candour will be 
designated as Patient Safety Incidents or Patient Safety Reviews. As 
part of the investigation process, compliance with Duty of Candour 
will be checked. Sharing the investigation findings with the 
patient/NoK will form part of the Investigation Officer’s role. 

4. Compliance with Duty of Candour must be recorded on the Datix 
system. Evidence of compliance (in the form of the letter to the 
patient) must be uploaded to Datix. 

6.7. Performance/Disciplinary Issues 

6.7.1. As previously described, the Trust will strive to identify the underlying 
causes of patient safety incidents (i.e. systems failures or latent 
conditions) through Patient Safety Incident Response Framework 
processes. The Incident Management Policy (including Patient Safety 
Incidents and Reviews) supports this process and provides a 
straightforward guidance tool to support a fair and just approach to 
patient safety incidents. The policy aims to support clinicians and 
managers in understanding when safety incidents should be attributed 
to systemic or organisational issues, as well as identifying the 
occasions when there may be individual accountability for an incident. 

6.7.2. The purpose of the policy is to support building a just and fair safety 
culture that moves away from inappropriately blaming individual staff for 
safety incidents when these are more often the result of a combination 
of human, organisational, technological and system factors. 

6.7.3. Where concerns are identified about the performance of staff, the 
Trust’s Human Resources policies will be invoked. This will particularly 
be the case in matters where safeguarding issues are identified. The 
appropriate professional body (GMC/NMC etc.) may also need to be 
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notified. 

7. Dissemination and Implementation 

7.1 Dissemination of this policy is via the Incident Review and Learning Group. 
Implementation is through the Care Group Management Teams who will ensure 
staff are aware of the policy. Care Group Management Teams will monitor the 
effectiveness of this policy’s implementation and action change where concerns 
arise. 

7.2 Training and support 

7.2.1. Duty of Candour training is a mandatory element of 
employee induction to the Trust and is included in the Trust 
mandatory training days. Enhanced training will be provided 
where required to those key members of staff who lead the 
Duty of Candour process. E-learning is also available to staff. 
Every member of the organisation must successfully 
complete this annually. 

7.2.2. Support is available from Senior Clinicians, the Patient 
Safety Team and Occupational Health. Clinical Directors, 
Heads of Nursing and Matrons will support staff involved in 
this process or can advise who they can contact for support. 

8. Monitoring compliance and effectiveness 

 

Information 
Category 

Detail of process and methodology for monitoring 
compliance 

Element to be 
monitored 

Statutory Duty of Candour to include: 

1. Verbal acknowledgment, apology and explanation when 
things go wrong 

2. Continued communication with the patient, family or carer 
as required including a follow up letter and/or sharing the 
investigation findings 

Documentation /clear record of all communication 

Lead Deputy Director of Integrated Governance 

Tool Quarterly audit of Datix records 

Frequency 

Audit of assurance recorded on Datix 

Audit of a selection of patient notes and Datix records for those 
incidents where moderate harm has occurred but the incident 
is not declared as a Patient Safety Incident or Review 
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Information 
Category 

Detail of process and methodology for monitoring 
compliance 

Reporting 
arrangements 

The Board will receive assurance of compliance via Quality 
Assurance Committee 

Acting on 
recommendations 
and Lead(s) 

Deputy Director of Integrated Governance 

Change in practice 
and lessons to be 
shared 

Changes to practice will be identified and actioned within 3 
months of being reported to the Quality Assurance Committee. 
A lead will be identified to take each change forward. Lessons 
will be shared with all the relevant stakeholders. 

9. Updating and Review 

9.1 The policy will be reviewed and updated no later than every 3 years or 
depending on change or development in legislation or regulations. 

9.2 The Deputy Director of Integrated Governance is responsible for nominating a 
suitable individual to complete reviews of this policy. 

9.3 Any revision activity will be recorded in the version control table as part of the 
document control process. 

10. Equality and Diversity 

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

10.2 Equality Impact Assessment 

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

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

Information Category Detailed Information 

Document Title: Being Open and Duty of Candour Policy V4.0 

This document replaces (exact 
title of previous version): 

Being Open and Duty of Candour Policy V3.0 

Date Issued/Approved: January 2022 

Date Valid From: March 2022 

Date Valid To: March 2025 

Directorate / Department 
responsible (author/owner): 

Clinical Governance Team 

Contact details: 01872 253281 

Brief summary of contents: 

Details the Trust’s policy and procedure 
relating to Being Open in line with the 

NPSA’s National Framework and the Statutory Duty 
of Candour 

Suggested Keywords: Being open, candour, patient safety incident 

Target Audience: 

RCHT:  Yes 

CFT: No 

KCCG:  No 

Executive Director responsible 
for Policy: 

Director of Integrated Governance 

Approval route for consultation 
and ratification: 

Incident Review Learning Group 

Quality Assurance Group 

General Manager confirming 
approval processes: 

Aoife Cavanagh, Deputy Director of Integrated 
Governance 

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

Naomi Burden, Patient Safety Specialist & Lead for 
Safety Culture 
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Information Category Detailed Information 

Links to key external standards: 

Health and Social Care Act (Regulated Activities) 
Regulations 2014, Regulation 20: Duty of 
Candour 
Good Medical Practice (GMC 2013) 
The Code: Professional standards of practice and 
behaviour for nurses and midwifery (Nursing and 
Midwifery Council; NMC, March 2015) 

HCPC (2018) Standards of Conduct, Performance 
and Ethics. 

Related Documents: 

Incident Management Policy  

Clinical Imaging protocol for 

the assessment and management of reporting 
discrepancies and Duty of Candour notification 
Complaints Policy 

Supporting Staff Involved in an Incident, Complaint or 
Claim 

Mortality review process/policy Claims Policy 

Raising Concerns in the Public Interest 
(Whistleblowing) Policy 

Training Need Identified? 
Yes - At Induction, mandatory training and 
Patient Safety Incident Response Framework 
training for Investigating Officers 

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

Internet & Intranet 

Document Library Folder/Sub 
Folder: 

Clinical / Patient Safety and Clinical Effectiveness 

Version Control Table  

Date 
Version 
Number 

Summary of Changes Changes Made by 

15 Mar 
2007 

V1 
Final amendments approved; EIA 
Completed; document published 

Debbie Blease, 
Deputy Director of 
Nursing 

11 Nov 
2010 

V1.2 

Review required for NPSA CAS Safety 
Alert NPSA-2009-PSA003 and NHSLA 
Standard 5 

Updates and processes inserted with 
regard to staff support and named 
Executive and Non-Executive Director 

Teresa Anderson, 
Risk & Complaints 
Manager 



 

Being Open and Duty of Candour Policy V4.0 
Page 27 of 53 

Date 
Version 
Number 

Summary of Changes Changes Made by 

23 May 
2011 

V1.3 
Reformatted to comply with Policy on 
Policies 

Andrew Rogers, 
Corporate Records 
Manager 

2 Jun 2013 V1.4 
Changes to recording requirements para 
15 

Joan Shirley, Risk 
Manager 

11 Dec 
2015 

V1.5 
Updated to reflect the new Statutory Duty 
of Candour requirements (and renamed) 

Kate Boston, 
Divisional Quality 
Facilitator 

October 
2017 

V.1.6 

Revised. Additional paragraph to scope 
section - 3.4. Amends to Ownership and 
responsibilities sections: role of SIO and 
all staff. New section on documentary 
compliance. Amends to Appendices. 

Debra Cooney, 
Governance 
Projects Lead 

March 2018 V1.7 

Simplification and edit of final draft prior 
to TMG approval. Changed Executive  

Summary and Scope. Added reference to 
ESIRP. Added in Documentation (Datix) 
& Performance Management. Being 
Open Principles added. 

John Taylor, Assoc 
Director Clinical 
Governance 
(Interim) 

April 2018 V2.0 
Minor amendments following 
consultation. 

John Taylor, Assoc 
Director Clinical 
Governance 
(Interim) 

January 
2020 

V3.0 
Revised. Amendments following 
organisational restructure and 
strengthened compliance monitoring 

Aoife Cavanagh, 
Associate Director 
of Clinical 
Governance 

December 
2021 

V4.0 
Reviewed and revised in line with the 
Patient Safety Incident Response 
Framework 

Pat Bartholomew, 
Patient Safety 
Ambassador,  

Naomi Burden, 
Patient Safety 
Specialist & Lead 
for Safety Culture  

Aoife Cavanagh, 
Deputy Director of 
Integrated 
Governance 
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All or part of this document can be released under the Freedom of Information Act 

2000 

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

This document is only valid on the day of printing 

Controlled Document 

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

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

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

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

Section 1: Equality Impact Assessment (EIA) Form  

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

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

Information Category Detailed Information 

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

Being Open and Duty of Candour Policy 
V4.0 

Directorate and service area: Quality, Safety & Compliance 

Is this a new or existing Policy? Existing policy 

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

Naomi Burden, Patient Safety Specialist & 
Lead for Safety Culture 

Contact details: 01872 25 2279 

 

Information Category Detailed Information 

Policy Aim - Who is the 
Policy aimed at? 

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

To promote and support a culture of openness, honesty 
and transparency following a patient safety incident. 

To ensure best practice in open communication with 
patients, their relatives and carers following a patient safety 
incident where a patient is harmed or there is potential for 
harm. 

Policy Objectives 
Compliance with Duty of Candour and Being Open 
requirements 

Policy Intended Outcomes 

Any patient harmed by the provision of healthcare whilst 
under the care of the Trust will be informed, receive an 
apology and offered appropriate remedy 

The Trust will be compliant with CQC Regulation 20: Duty of 
Candour 

How will you measure 
each outcome? 

See Section 8 Monitoring compliance and effectiveness 

Who is intended to benefit 
from the policy? 

Patients, carers and Staff 

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

6a. Who did you consult 
with? 

(Please select Yes or No 
for each category) 

• Workforce:  Yes 

• Patients/ visitors: No 

• Local groups/ system partners: No 

• External organisations: No 

• Other: No 

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

Please record specific names of individuals/ groups: 

Incident Review Learning Group 

6c. What was the outcome 
of the consultation?  

Agreed 

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

National or local statistics, audits, activity reports, 
process maps, complaints, staff or patient surveys: 
No 

 

7. The Impact 

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

 

Protected Characteristic (Yes or No) Rationale 

Age No  

Sex (male or female)  No  

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

No  

Race No  

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

No  

Religion or belief No  

Marriage and civil 
partnership 

No  
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Protected Characteristic (Yes or No) Rationale 

Pregnancy and maternity No  

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

No  

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

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

Name of person confirming result of initial impact assessment:  
Naomi Burden, Patient Safety Specialist & Lead for Safety Culture 

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

  

http://doclibrary-rcht-intranet.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/ChiefExecutive/Templates/Section2FullEqualityAnalysis.docx
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Appendix 3. Statutory Duty of Candour following a ‘notifiable 
safety incident’ guidance 

1. Choosing the Individual to communicate with patients and/or their carers 

The healthcare professional who informs the patient and/or their carers about a 
patient safety incident should normally be the patient’s consultant. If this person is not 
available it should be someone at the same level with experience and expertise in the 
type of incident that has occurred and would normally be the Specialty or Clinical 
Governance Lead. The individual should have received training in Duty of Candour 
and communication of patient safety incidents and should: 

• Be known to, and trusted by, the patient and/or their carers and have a good 
grasp of the facts relevant to the incident. 

• Be senior enough or have sufficient experience and expertise in relation to the 
type of patient safety incident to be credible to patients, carers and colleagues. 

• Have excellent interpersonal skills, including being able to communicate with 
patients and/or their carers in a way they can understand and avoiding 
excessive use of medical jargon. 

• Be willing and able to offer an apology, reassurance and feedback to patients 
and/or their carers. 

• Be able to maintain a medium to long-term relationship with the patient and/or 
their carers, where possible, and to provide continued support and information. 

• Be culturally aware and informed about the specific needs of the patient and/ or 
their carers. 

It is not the responsibility of the Investigating Officer or the Governance Lead 
to undertake the initial discussions. 

1.1 Assistance with the initial discussion. 

The healthcare professional communicating information about a patient safety incident 
should be able to nominate another appropriate member of staff to assist and support 
them with the meeting. Ideally this should be someone with experience or training in 
communication and Duty of Candour procedures. 

1.2 Consultation with the patient regarding the healthcare professional leading 
the discussion. 

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. 

1.3. Junior healthcare professionals. 

Junior staff or those in training should not lead the process. However, if they have 
expressed a wish to be involved in the discussions with the patient and/or their 
family/carer then they must be accompanied and supported by a senior team member. 
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1.4 Patient safety incidents related to the environment of care 

In such cases a senior manager of the relevant service will be responsible for 
communicating with the patient and/or their carers. A senior member of the 
multidisciplinary team should be present to assist at the initial discussion. The 
healthcare professional responsible for treating the patient should also be present to 
assist in providing information on what will happen next and the likely effects on the 
patient. 

2. Involving healthcare staff who made mistakes 

Some notifiable patient safety incidents will result from errors made by healthcare 
staff while caring for the patient. In these circumstances the member(s) of staff 
involved may or may not wish to participate in the discussion with the patient and/or 
their carers. Every case where an error has occurred needs to be considered 
individually, balancing the needs of the patient and/or their carers with those of the 
healthcare professional concerned. 

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. In cases where the patient and/or their carers express a 
preference for the healthcare professional not to be present, it is advised that a 
personal written apology is handed to the patient and/or their carers during the first 
discussion. 

3. The initial discussion with the patient and/or their carers 

With the patient’s agreement, carers and those close to the patient can be included in 
the discussions and decision-making. If the patient is unable to participate or has 
died, then the carers or people closely involved with the patient may be provided with 
limited information in order to make decisions, but this should be done with regard to 
confidentiality and any patient instructions. Carers and people close to the patient 
can be referred to the Coroner for more information. 

The patient and/or their carers should be advised of the identity and role of all people 
attending the discussion before it takes place. This allows them the opportunity to 
state their own preferences about which staff should be present. 

There should be an expression of genuine sympathy, regret and an apology for the 
harm that has occurred. 

The known facts are agreed by the multidisciplinary team. Where there is 
disagreement, communication about these events should be deferred until after the 
investigation has been completed. The patient and/or their carers should be informed 
that an incident investigation is being carried out and more information will become 
available as it progresses. 

It should be made clear to the patient and/or their carers that new facts may emerge 
as the incident investigation proceeds. 

The patient’s and/or carer’s understanding of what happened should be taken into 
consideration, as well as any questions they may have. 

There should be consideration and formal noting of the patient’s and/or carer’s views 
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and concerns, and demonstration that these are being heard and taken seriously. 

Appropriate language and terminology should be used when speaking to patients 
and/or their carers. For example, using the terms ‘patient safety incident’ or ‘adverse 
event’ may be at best meaningless and at worst insulting to a patient and/or their 
carers. 

If a patient’s and/or their carer’s first language is not English, or they have other 
communication difficulties, their language needs should be addressed as well as 
providing information in both verbal and written formats. 

An explanation should be given about what will happen next in terms of the long-term 
treatment plan and incident analysis findings, in which the patient will have the 
opportunity to be involved. 

Information on likely short and long-term effects of the incident (if known) should be 
shared. The latter may have to be delayed to a subsequent meeting when the 
situation becomes clearer. Some patients may not wish to know every detail of an 
incident. They should be reassured that if they change their minds, this information 
will be made available to them. 

An offer of practical and emotional support should be made to the patient and/or their 
carers. This may involve giving information on third parties such as charities and 
voluntary organisations to the patient/carer, as well as offering more direct 
assistance. Information about the patient and the incident should not normally be 
disclosed to third parties without the patient’s consent. 

The patient/carer should be given the contact details of one member of staff who will 
act as a contact point for them. Their role will be to provide both practical and 
emotional support in a timely manner, or ensure it is provided through a third party 
where appropriate. 

It should be explained to the patients that they are entitled to 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. 

Patients/Carers should be given information on the complaints procedure and offered 
assistance if they wish to make a complaint. 

It should be recognised that patients and/or their carers may be anxious, angry and 
frustrated even when the discussion is conducted appropriately. 

It is essential that the following does not occur: 

• speculation; 

• attribution of blame; 

• denial of responsibility; 

• provision of conflicting information from different individuals; 
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• making excuses, being misleading, defensive or evasive. 

The initial discussion is the first part of an on-going communication process. There 
should be repeated opportunities for the patient and/or carer to obtain information 
about the incident and many of the points raised here should be expanded on in 
subsequent meetings. Certain patient types or circumstances will require a different 
approach. See section 6 for an explanation of special circumstances. 

4. Preliminary Follow-Up 

The preliminary follow-up discussion with the patient and/or their carers is an 
important step in the process. In some circumstances there may need to be more 
than one follow-up discussion. The following guidelines should assist in making the 
communication effective: 

• The discussion should occur at the earliest practical opportunity, once there is 
additional information to report. 

• Consideration should be given to the timing of the meeting, based on both the 
patient’s health and personal circumstances. 

• Consideration should be given to the location of the meeting e.g. the patient’s 
home. 

Feedback should be given on progress to date and information provided on the 
investigation process. 

• There should be no speculation or attribution of blame. Similarly, the healthcare 
professional communicating the incident must not criticise or comment on 
matters outside their own experience. 

• The patient and/or their carers should be offered an opportunity to discuss the 
situation with another relevant professional where appropriate. 

• A written record of the discussion should be kept and shared with the patient 
and/or their carers. 

• All queries should be responded to appropriately. 

If completing the process at this point, the patient and/or their carers should be asked 
if they are satisfied with the investigation and a note of this made in the patient’s 
records. 

The patient should be provided with contact details so that if further issues arise later 
there is a conduit back to the relevant healthcare professionals or an agreed 
substitute. 

5. Completing the Process 

Communication with the patient and/or their carers. After completion of the incident 
investigation, feedback should take the form most acceptable to the patient. 
Whatever method is used, the communication should include: 

• The chronology of clinical and other relevant facts. 
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• Details of the patient’s and/or their carer’s 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. 

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. 

When a patient has been harmed during the course of treatment and requires further 
therapeutic management or rehabilitation, they should be informed, in an accessible 
way, of the on-going clinical management plan. This may be encompassed in 
discharge planning policies addressed to designated individuals such as the referring 
GP. 

Patients and/or their carers should be reassured that they will continue to be treated 
according to 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. 

Communication with the GP and other community care service providers should take 
place. Wherever possible, it is advisable to send a brief communication to the 
patient’s GP, before discharge, describing what happened. 

When the patient leaves the care of the Trust, a discharge letter should also be 
forwarded to the GP or appropriate community care service. It should contain 
summary details of: 

• The nature of the patient safety incident and the continuing care and treatment. 

• The current condition of the patient. 

• Key investigations that have been carried out to establish the patient’s clinical 
condition. 

• Recent results. 

• Prognosis. 

It may be valuable to consider including the GP in one of the follow-up discussions 
either at discharge or at a later stage. 

6. Special Circumstances 

The approach may need to be modified according to the patient’s personal 
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preferences or patient circumstances. 

6.1 When a patient dies 

When a patient safety incident has resulted in a patient’s death it is crucial that 
communication is sensitive, empathic and open. It is important to consider the 
emotional state of bereaved relatives or carers and to involve them in deciding when 
it is appropriate to discuss what has happened. The patient’s family and/or carers will 
probably need information on the processes that will be followed to identify the 
cause(s) of death. They will also need emotional support. Establishing open channels 
of communication may also allow the family and/or carers to indicate if they need 
bereavement counselling or assistance at any stage. 

6.1.1 Coroner’s Inquest 

Usually, the discussion and any investigation occur before the Coroner’s inquest. But 
in certain circumstances the healthcare organisation may consider it appropriate to 
wait for the Coroner’s inquest before holding the discussion with the patient’s family 
and/or carers. The Coroner’s report on post-mortem findings is a key source of 
information that will help to complete the picture of events leading up to the patient’s 
death. In any event an apology should be issued as soon as possible after the 
patient’s death, together with an explanation that the Coroner’s process has been 
initiated and a realistic timeframe of when the family and/or carers will be provided 
with more information. 

Advice and information can be sought from the Trust’s Legal Services Department 
about all cases referred to the Coroner. 

6.2 Children 

The legal age of maturity for giving consent to treatment is 16. It is the age at which a 
young person acquires the full rights to make decisions about their own treatment 
and their right to confidentiality becomes vested in them rather than their parents or 
guardians. 

However, it is still considered good practice to encourage competent children to 
involve their families in decision-making. 

The courts have stated that younger children who understand fully what is involved in 
the proposed procedure can also give consent. This is sometimes known as Gillick 

competence or the Fraser guidelines. Where a child is judged to have the cognitive 
ability and the emotional maturity to understand the information provided, he/she 
should be involved directly in the process after a patient safety incident. The 
opportunity for parents/guardians to be involved should still be provided unless the 
child expresses a wish for them not to be present. 

Where children are deemed not to have sufficient maturity or ability to understand, 
consideration needs to be given to whether information is provided to the 
parents/guardians alone or in the presence of the child. In these instances the 

parents’/guardians’ views on the issue should be sought. More information can be 
found in the Trust’s Consent Policy or on the Department of Health’s website. 
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6.3 Patients/Carers with mental health issues 

The process for patients (or carers) with mental health issues should follow normal 
procedures unless the patient also has cognitive impairment (see below). If however 
the consultant psychiatrist believes that the process would cause adverse 
psychological harm to the patient then a best interest decision may be taken with 
rationale recorded. However, such circumstances are rare and a second opinion (by 
another consultant psychiatrist) would be needed to justify withholding information 
from the patient. Apart from in exceptional circumstances, it is never appropriate to 
discuss patient safety incident information with a carer or relative without the express 
permission of the patient. To do so is an infringement of the patient’s human rights. 

6.4 Patients/Carers with cognitive impairment 

Some individuals have conditions that limit their ability to understand what is 
happening to them. They may have authorised a person to act on their behalf by an 
enduring power of attorney. In these cases steps must be taken to ensure this 
extends to decision-making and to the medical care and treatment of the patient. The 
discussion would be held with the holder of the power of attorney. Where there is no 
such person the clinicians may act in the patient’s best interest in deciding who the 
appropriate person is to discuss incident information with, regarding the welfare of 
the patient as a whole and not simply their medical interests. 

However, the patient with a cognitive impairment should, where possible, be involved 
directly in communications about what has happened. An advocate with appropriate 
skills should be available to the patient to assist in the communication process. 

6.5 Patients/Carers with learning disabilities 

Where a patient (or carer) has difficulties in expressing their opinion verbally, an 
assessment should be made about whether they are also cognitively impaired (see 
above). If the patient is not cognitively impaired they should be supported in the 
process by alternative communication methods (i.e., given the opportunity to write 
questions down). An advocate, agreed on in consultation with the patient, should be 
appointed. 

Appropriate advocates may include carers, family or friends of the patient. The 
advocate should assist the patient during the process, focusing on ensuring that the 
patient’s views are considered and discussed. 

Advice can be sought from the Trust’s Liaison Nurses for Learning Disability. 

6.6 Patients/Carers who do not agree with the information provided 

Sometimes, despite the best efforts of healthcare staff or others, the relationship 
between the patient and/or their carers and the healthcare professional breaks down. 
They may not accept the information provided or may not wish to participate in the 
process. In this case the following strategies may assist: 

• Deal with the issue as soon as it emerges. 

• Where the patient agrees, ensure their family and/or carers are involved in 
discussions from the beginning. 
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• Ensure the patient/carer has access to support services. 

• Where the senior health professional is not aware of the relationship difficulties, 
provide mechanisms for communicating information, such as the patient 
expressing their concerns to other members of the clinical team. 

• Offer the patient and/or their carers another contact person with whom they 
may feel more comfortable. This could be another member of the team or the 
individual with overall responsibility for clinical risk management. 

• Use a mutually acceptable mediator to help identify the issues between the 
healthcare organisation and the patient, and to look for a mutually agreeable 
solution. 

• Ensure the patient and/or their carers are fully aware of the formal complaints 
procedures. 

• Write a comprehensive list of the points that the patient and/or their carer 
disagree with and reassure them you will follow up these issues. 

6.7 Patients/Carers with a different language or cultural considerations 

The need for translation and advocacy services, and consideration of special cultural 
needs (such as for patients/carers from cultures that make it difficult for a woman to 
talk to a male about intimate issues), must be taken into account when planning to 
discuss patient safety incident information. It would be worthwhile to obtain advice 
from an advocate or translator before the meeting on the most sensitive way to 
discuss the information. 

Avoid using ‘unofficial translators’ and/or the patient’s family or friends as they may 
distort information by editing what is communicated. 

Translators can be booked via the General Office. Advice on cultural issues can be 
sought from the Trust’s Human Rights, Equality and Inclusion Lead. 

6.8 Patients/Carers with different communication needs 

A number of patients (or carers) will have particular communication difficulties, such 
as a hearing impairment. Plans for the meeting should fully consider these needs. 

Knowing how to enable or enhance communications with a patient is essential to 
facilitating an effective discussion, focusing on the needs of individuals and their 
families and being personally thoughtful and respectful. 

6.9 Supporting staff 

Staff can often feel vulnerable when involved in investigations and incidents. 
Individuals, regardless of their grade or position, may often feel anxious about their 
involvement and their role in the process. The support required by the member of staff 
may differ, 

depending on what the issue is and their individual needs, and will be provided or 
arranged by their manager or other appropriate person. 
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The following are examples of support that can be considered and discussed with the 
staff member’s line manager or if a doctor, their consultant in the first instance: 

• clear, concise information regarding the investigation/proceedings 

• an agreed time-table for case review and communication with the individual 

• advice on professional groups (e.g. British Medical Association (BMA), Royal 
College of Nursing (RCN)) that may be able to assist 

• arranging a meeting with a representative from the HR Practitioner Team 

• referral for an appointment with OH and/or the confidential counselling 
service 

• access to a mentor. 

• Psychological First Aiders 

• Peer supervision 

Individual debriefing 

In all cases, as soon as managers become aware that one of their staff has been 
involved in a potentially traumatic or stressful event, they should offer immediate 
support to them. Much of the reassurance required by the staff member can be 
provided by the manager informing them of the process and referring them to 
appropriate internal or external resources. It is very important for the manager to 
provide close support in the immediate aftermath of an event. This is a vital time to 
help the individual involved in the situation keep the issues in perspective and not 
feel, or become, isolated. 

Group debriefings 

A group debriefing is sometimes useful where there are several members of staff who 
would value this type of discussion. Such a session (which would normally be led by a 
senior nursing or clinical lead manager) requires strong leadership to avoid an 
atmosphere of recrimination and blame. 

It must have, primarily, an educational focus and can be usefully based around a 
presentation of the case and a re-appraisal of the options, judgements and decisions 
that were made or could have been made. It is particularly helpful for the debriefing to 
take place as soon as possible after the event and all individuals should have the 
opportunity to participate. The Trust’s After Action Review process can in some 
cases act as a group debriefing. 

Group debriefings, however, do not substitute for individual care and support for the 
parties concerned. 

For further guidance see the Trust’s Supporting staff involved in an 
incident, complaint or claim policy. 
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Appendix 4. Being Open Principles 

The 10 Principles of Being Open - Being open involves apologising when 
something has gone wrong, being open about what has happened, how and 
why it may have happened, and keeping the patient and their family informed 
as part of any subsequent review. 
 

1. Principle of Acknowledgement 
 
All patient safety events should be acknowledged and reported as soon as they 
are identified. In cases where the patient, their family and/or carers inform 
healthcare employees that something has happened, their concerns must be 
taken seriously and should be treated with compassion and understanding by 
all employees. Denial of a person’s concerns or defensiveness will make future 
open and honest communication more difficult. 
 

2. Principles of Truthfulness, Timeliness and Clarity of Communication 
 
Information about a patient safety incident must be given in a truthful and open 
manner by an appropriately nominated person. Communication should be 
timely, informing the patient, their family and carers what has happened as 
soon as is practicable, based solely on the facts known at that time. It will be 
explained that new information may emerge as the event investigation takes 
place. Patients, their families and carers and appointed advocates should 
receive clear, unambiguous information and be given a single point of contact 
for any questions or requests they may have. 
 

3. Principle of an Apology 
 
Patients, their families and carers should receive a meaningful apology - one 
that is a sincere expression of sorrow or regret for the harm that has resulted 
from a patient safety event or that the experience was poor. Both verbal and 
written apologies should be offered. Saying sorry is not an admission of liability 
and it is the right thing to do. Verbal apologies are essential because they allow 
face to face contact, where this is possible or requested. A written apology, 
which clearly states the organisation is sorry for the suffering and distress 
resulting from the patient safety event, should also be given. 
 
 

4. Principle of Recognising Patient and Carer Expectations 
 
Patients, their families and carers can reasonably expect to be fully informed of 
the issues surrounding a patient safety incident, and its consequences, in a 
face to face (in person or ‘virtual’) meeting with representatives from the 
organisation and/or in accordance with the local resolution process where a 
complaint is an issue. They should be treated sympathetically, with respect and 
consideration. Confidentiality must be maintained at all times. Patients, their 
families and carers should also be provided with support in a manner to meet 
their needs. This may involve an independent advocate or an interpreter. 
Information enabling to other relevant support groups will be given as soon as 
possible and as appropriate. 
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Examples of further support: 
Royal Cornwall Hospitals NHS Trust spiritual care The Chaplaincy is a 
confidential service available 24 hours a day, offering support in all aspects of 
spiritual and pastoral care to both members of all faiths or those of no particular 
religious belief. Telephone: 01872 252883 Email: mark.richards9@nhs.net  
 
Healthwatch England – represents the views of patients and the public in health 
and social care. www.healthwatch.co.uk Telephone: 03000 683000  
 
Support, Empower, Advocate, Promote (SEAP) – an independent advocacy 
service. www.seap.org.uk Telephone: 03304 409000 Carers UK – provides 
advice and support to carers and the people they care for. www.carersuk.org 
Telephone: 02073 784999  
 
Cruse Bereavement Care – a national charity providing support to those having 
experienced the death of a close friend or relative. www.cruse.org.uk Telephone: 
08088 081677  
 
Action for Victims of Medical Accidents (AVMA) Provides free independent 
specialist advice and support to people when things go wrong in healthcare. 
www.avma.org.uk Helpline: 0845 123 2352 
 

5. Principle of Professional Support 
 
The Trust has set out to create an environment in which all employees are 
encouraged to report patient safety events. Employees should feel supported 
throughout the patient safety event investigation process; they too may have 
been traumatised by the event. 
 
Resources available are referred to within the respective Trust policies, to 
ensure a robust and consistent approach to patient safety event investigation. 
Where there are concerns about the practice of an individual employee the 
Trust’s Human Resources department must be contacted for advice. Where 
there is reason to believe an employee has committed a punitive or criminal 
act, the Trust will take steps to preserve its position and advise the employee at 
an early stage to enable them to obtain separate legal advice and/or 
representation. Employees should be encouraged to seek support from 
relevant professional bodies. Where appropriate, a referral will also be made to 
the Independent Safeguarding Authority. 
 

6. Principle of Risk Management and Systems Improvement 
 
The process as outlined in the Patient Safety Incident Response Framework 
(PSIRF) or similar techniques should be used to uncover the underlying causes 
of patient safety events. Investigations at any identified level will however focus 
on improving systems of care, which will be reviewed for their effectiveness. 
Being open is integrated into patient safety incident reporting and risk 
management policies and processes. 
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7. Principles of Multi-Disciplinary Responsibility 
 
Being open applies to all employees who have key roles in patient care. This 
ensures that the Being open process is consistent with the philosophy that 
patient safety incidents usually result from system failures and rarely from 
actions of an individual. To ensure multi-disciplinary involvement in the Being 
open process, it is important to identify clinical and managerial leaders who will 
support this across the health and care agencies that may be involved. Both 
senior managers and senior clinicians will be asked to participate in the patient 
safety incident investigation and clinical risk management as set out in the 
respective Trust policies and practice guidance. 
 

8. Principles of Clinical Governance 
Being open involves the support of patient safety and quality improvement 
through the Trust’s clinical governance framework, in which patient safety 
incidents are investigated and analysed, to identify what can be done to 
prevent their recurrence. It is a system of accountability to ensure that these 
changes are implemented and their effectiveness reviewed. Findings are 
disseminated to employees so they can learn from patient safety incidents. 
Audits are an integral process, to monitor the implementation and effects of 
changes in practice following a patient safety incident. 
 

9. Principle of 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. The 
Trust will anonymise any incident it publishes but still seek the agreement of 
those involved. 
 
Where it is not practicable, or an individual refuses consent to disclosure, 
disclosure may still be lawful if justified in the public interest or where those 
investigating the patient safety event have statutory powers for obtaining 
information. Communications with parties outside of those involved in the 
investigation will be on a strictly need to know basis. 
 
Where possible, it is good practice to inform the patient, their family and carers 
about who will be involved in the investigations before it takes place, and give 
them the opportunity to raise any objections. 

10. Principle of Continuity of Care 
 
Patients will continue to receive all usual treatment and continue to be treated 
with respect and compassion. 

  



 

Being Open and Duty of Candour Policy V4.0 
Page 44 of 53 

Appendix 5. Letter template for initial communication 

 

Letter template for Patient Safety Incident or Patient Safety 
Review  
 

Guidance letter template for initial communication letter in accordance with 
requirements of Duty of Candour. This letter has been designed to be used 
when the incident has been declared a Patient Safety Incident (PSI) or Patient 
Safety Review (PSR). However, the template can be amended to use to 
respond to incidents which have not been declared a PSII or PSR. 
 
NB This is provided purely for guidance. All letters must be personalised and 
tailored to the individual needs of the person receiving the letter. 

 
Our Ref: [ID]  
 
Date:  
 
Name  
Address 1  
Address 2  
Address 3  
 
Dear  
 
Re: Duty of Candour  
 
I am writing to confirm and follow up the details of our earlier conversation where we 
discussed the incident when [include brief details of the incident,  ]. Firstly I would 
like to offer my sincere apologies for any distress and upset this may have caused. 
At the Royal Cornwall Hospital Trust, we seek to learn lessons when things do not 
go as planned and importantly to take action to reduce the risks of such events 
happening again.  
 
As discussed [please provide brief summary of incident initial findings and immediate 
action taken]. 
 
As with all such incidents a more detailed review will be undertaken which will help 
understand what caused the problem and what further actions might be needed for 
future avoidance; someone who we call an investigating officer will do this. An 
investigating officer is a member of staff who is properly trained to carry out this type 
of work. They will not have been involved in the event which means they can give an 
objective view. The investigating officer will contact you to tell you more about the 
review as it is important that we understand your views and concerns at an early 
stage so that we can make sure they are addressed. The investigating officer will 
discuss the scope of the review and also any questions you would like answered; 
they will also discuss planned timescale for completion. Throughout the review we 
will be guided by you as to how and when you would like us to keep in touch  
 
 

Department 
Royal Cornwall Hospital 
Truro 
Cornwall  
TR1 3LJ 
Tel: 01872 250000 
 
Direct line: [ Insert telephone ] 
 
 
www.rcht.nhs.uk 

 
 



 

Being Open and Duty of Candour Policy V4.0 
Page 45 of 53 

I have enclosed a patient information leaflet which you may find useful as it explains 
what will happen and what you can expect from us following this incident. The leaflet 
also details other organisations that can offer support including an independent 
advocacy service should you wish to use it.  
 
Once again, please accept my apologies for any distress and upset this incident may 
have caused you. If you have any questions about this incident or would like further 
information, please do not hesitate to contact me using the details at the top of this 
letter.  
 
Yours sincerely  
 
Name  
Designation  
Department  
 
Enclosure:  
Duty of Candour & Incident Review process (Patient Information Leaflet) 
  

http://doclibrary-rcht-intranet.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/PatientInformation/General/RCHT1684DutyOfCandour.pdf
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Royal Cornwall Hospital 
Truro 

Cornwall TR1 3LJ 
 

Tel: 01872 252000 
 

               
 
               

 

Appendix 6. Introduction Letter to Patient/NOK from 
investigating Officer 

 

 
Our Ref:    
 
Insert date here 
 
Private and Confidential 
Name 
Address 
 
 
Dear 
 
I understand you have been informed by insert appropriate name, title etc. that insert 
description of incident is now being investigated under the Patient Safety Incident Response 
Framework.    
 
My name is……………… and I am writing to introduce myself as the appointed hospital 
patient safety investigating officer. The purpose of the investigation is to examine the care 
and treatment you/your NoK received so we can identify what caused the incident, ensure 
that lessons are learned and prevent it from happening again.    
 
I hope to complete the investigation by insert date. If certain areas of the investigation require 
extra enquiry I will let you know and keep you informed of progress. You are entitled to be 
involved in the investigation. If you would like to pursue this please let me know by insert 
date, (7 working days after likely receipt date of this letter). 
 
I would like to reassure you that the report is completely confidential and will contain no 
personal identifiable information. When it is complete I will arrange to share the report and 
its findings with you and you will also be given a copy.  
 
If you have any further queries or need to make contact please email me at …..@nhs.net or 
telephone on 01872 25…. 
 
Yours sincerely 
 
 
Name 
Job Title 
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Appendix 7. Letter Template for death of 
patient possible/probable/definite hospital onset covid-19 

 

Our Ref:  
Date 
 
Private and Confidential 
 
Address 
 
Dear [relative’s name]  
Re: [Patient name]  
 

 

I am writing to you to express my sincerest condolences following 
your relationship/name‘s recent hospital stay during which he/she tested positive for COVID-19 
and, very sadly died. I appreciate that this will be an extremely distressing time for you and your 
family.  
  
In accordance with government guidance we are committed to reviewing all cases of hospital 
patients who test positive for COVID-19 during an admission.  As your relationship/name had a 
COVID-positive test during his/her hospital admission, we have reviewed the events 
surrounding his/her care.  Whilst it would be very difficult in these circumstances to establish 
exactly how insert name/relationship came to contract COVID-19, our review of the timing and 
circumstances of your/relationship’s hospital admission indicates 
that they possibly contracted/probably contracted/contracted (Using the NHS England 
definitions in terms of time from admission that they tested positive. Hospital-Onset 
Indeterminate– a positive specimen date 3-7 days after admission;  
Hospital-Onset Probable– a positive specimen date 8-14 days after admission; Hospital-Onset 
Definite– a positive specimen date 15 or more days after hospital admission) COVID-19 whilst 
an in-patient at our Trust. I am deeply sorry that this occurred despite the measures 
implemented to reduce infection within the hospital.  
  
I understand the concern this information may cause you and I give you my assurance that we 
are carefully reviewing all patients who may have acquired COVID-19 in hospital, so that we 
can analyse and identify common themes, learn lessons about managing future outbreaks and 
take appropriate actions. These measures include; restrictions on visiting – which reduces 
footfall in the hospital, enhanced cleaning using the recommended products, strict adherence 
to personal protective equipment (PPE) usage and social distancing.   
[An investigation (This may be an IPAC outbreak investigation, Patient Safety Investigation or 
Structured Judgement review. Please highlight key learning if appropriate) into the care 
provided to your relationship has identified that….]  
If you have any questions or would like to discuss your [relative]’s care further, please do not 
hesitate to contact me on [email or telephone].  
 
Kind regards,  

Yours sincerely   
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Appendix 8. Letter Template for hospital onset covid-19 
discharged patients 

 
Our Ref:  
Date 
 

TEMPLATE -PLEASE AMEND AS REQUIRED 

Private and confidential 
 
Dear 
 
I am [INTRODUCTION, NAME AND TITLE], and I am writing following your recent 
admission to hospital during which you tested positive for COVID-19. I appreciate that this 
will have been a very difficult and worrying time for you, and I hope that you are recovering 
well.  
 
In accordance with national guidance, we are committed to reviewing all cases of hospital 
patients who tested positive for COVID-19.  As you tested positive for COVID-19 during your 
hospital admission, we have reviewed the events surrounding your care. Whilst it would be 
very difficult to establish exactly how you came to contract COVID-19, our review of the 
timing and circumstances of your hospital admission indicates that you possibly 
contracted/probably contracted/contracted [Using the NHS England definitions in terms of 
time from admission that they tested positive.  
Hospital-Onset Probable – a positive specimen date 8-14 days after hospital admission; 
Hospital-Onset Definite– a positive specimen date 15 or more days after hospital 
admission] COVID-19 whilst an in-patient at our Trust. I am deeply sorry that this occurred 
despite the measures implemented to reduce infection within the hospital. 
 
I understand the concern this information may cause you and I give you my assurance that 
we are carefully reviewing all patients who may have acquired COVID-19 in hospital, so 
that we can analyse and identify common themes, learn lessons about managing future 
outbreaks and take appropriate actions. These measures include; restrictions on visiting – 
which reduces footfall in the hospital, enhanced cleaning using the recommended 
products, strict adherence to personal protective equipment (PPE) usage and social 
distancing.  
 
If you have any questions or would like to discuss your care further, please do not hesitate 
to contact me on [email or telephone]. 
 
Kind regards, 
Yours sincerely 
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Appendix 9. Letter template for initial communication for IPAC 
incidents 

 
Our Ref:  
Date 
 
Private and Confidential 
 
Address 
 
Dear Mr/Mrs xxx 

 
I am writing to say sorry that (you/your relative xxx) has developed a Clostridium 
difficile infection (“C diff”) during (your/their) hospital stay. 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 identify if 
there is anything that can be done to prevent such an incident occurring again in 
the future. Although some C. diff infections cannot be prevented, we aim to 
protect patients from infection whenever possible and learn at every opportunity. 
 
I am writing to you to let you know that the C. diff infection is being investigated 
in order to help find out whether there was anything that could have been done 
to prevent it. By investigating C. diff infections in this way we aim to identify ways 
in which we can further reduce the risk of C. diff infections to patients. 
 
An investigation is already underway. We will let you know the outcome of this 
investigation once it has concluded. If you would like to discuss anything related 
to this infection or your illness, your point of contact is xxx xxx and they can be 
contacted on xxxx. 
 
 

Yours faithfully 
 
 

Consultant 
 
cc Clinical Director Matron 
DIPCs 
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Appendix 10. Letter template for sharing investigation findings 

 
If the investigation findings are already known, these can be added to the 
template in Appendix 3 and one letter sent to the patient/NOK. 

 

 
Our Ref: 2020/xxxxx   
 
Date 
 
 
Private and Confidential 
Patient/Nok name 
Address 
 
 
Dear XXXX 
 
Further to my letter of the (Date) I am writing to inform you of the outcome of the review 
we have undertaken regarding [incident summary].  
 
The purpose of the review was to examine the care and treatment that you/your XXX 
received.  This is so that we can identify what caused the events that occurred  and any 
learning that can be shared within the Trust where relevant to avoid a recurrence.    
 
Reflecting patient wishes, please arrange a follow-up meeting to discuss the initial 
findings and answer any questions they may have.  
 
For a PSII we will be sharing a draft report and again, tailor the letter to reflect that stage 
of the investigation. 
 
If you have any concerns or questions please feel free to contact me by telephone on 
01872 25xxx or by e-mail XXXXX and I will do my best to assist you. 
 
On behalf of the investigating panel I would again like to extend our condolences for 
your loss. Amend / Delete as applicable 
 
Yours sincerely 
 
 
 
IO name 
Job title 
Address 
Royal Cornwall Hospitals trust 
Penventinnie Lane  
Truro  
Cornwall 
TR1 3LJ 
 
cc  

mailto:patricia.prady@rcht.cornwall.nhs.uk
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Appendix 11. Duty of Candour (DoC) and Being Open Processes 

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

 

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

 

Report incident on Datix and to the person in charge 

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

  

Level of 
harm 

moderate, 
severe or 

death 
 

YES NO 

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

Commence 
Being Open 
process as per 
agreed Care 
Group process 

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

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

Appoint Investigation Officer (IO) appointed 
 

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

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

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

Ensure all communication and written correspondence is appropriately recorded in 
patient records and Datix 
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Appendix 12. Duty of Candour (DoC) with regard to recognised 
complications 

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

 

 
 

 

 

 

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

Initial disclosure discussion/explanation to 
include apology to be made as soon as possible 
by the nominated person. This should be face to 
face wherever possible, but a telephone call if the 
patient is not in hospital 

Discussion/explanation to include 
apology and document in medical 
records. Update Datix/local record. 

No written letter to 

patient/relatives is required 

Agree how disclosure and discussion will 
occur with patient and/or relatives. 
Identify nominated person to lead 
discussion. Urgent preliminary MDT 
discussion to take place as soon as 
possible 

No/poor 
consent 

Complete Duty of 
Candour Datix section. 
Document discussion 

and apology in 
medical records 

Incident causing moderate or 
major harm or death as a result 
of a recognised complication 
where no omission or error has 

occurred 

Incident causing moderate 
or major harm or death 

Nominated person to ensure communication and 
support is given to patient/relatives regarding on- 
going investigation, and follows this up in writing 
(letter) 

Copy of signed letter to 
be uploaded onto Datix 
with investigation file 

Robust consent 
undertaken 



 

Being Open and Duty of Candour Policy V4.0 
Page 53 of 53 

 

Appendix 13. Quarterly spot-check audit template 

 
Quarterly spot check audit 

 

Patient number  

Date of audit  

Name of auditor  

 

 
  Comments 

Verbal candour has been completed Yes No  

Follow up letter has been sent within 10 days of 
discovery of the incident 

Yes No If not 10 days, how many: 

The written notification is compassionate and 
includes a sincere apology, which is tailored to the 
patient and incident (would you be satisfied if you 
were receiving this letter?) 

Yes No  

The investigation findings have been shared with 
the patient (this can be included in the F/U letter if 
the details are know at this stage) 

Yes No  

Copies of any written documentation relating to 
the incident/investigation have been uploaded 

Yes No  

Patients’ medical records hold a written entry to 
confirm that the DoC process has been followed 

Yes No  

All fields within the DoC Section in Datix are 
completed 

Yes No  

 
Recommendations from this audit 

 

Date of governance huddle where the findings of 
this audit have been shared 
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