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1 PURPOSE 
 
The purpose of this document is to describe the Trust’s commitment to patient safety, and 
being open and honest following patient safety incidents, complaints and claims.  This 
document will describe the steps that the Trust will take to improve patient safety and to 
limit the potential of clinical and non-clinical risks.  These steps are founded on a thorough 
review of literature from around the World and are fundamentally based on the National 
Patient Safety Agency’s (NPSA) Seven Steps to Patient Safety (See references).     
 
The Trust also has a duty to promote a culture of openness and truthfulness as a 
prerequisite to improving the safety of patients, staff and visitors as well as the quality of 
healthcare systems.  The culture of “Being open” should be fundamental in relationships 
with and between patients, the public, staff and other healthcare organisations.  The Duty 
of Candour (introduced from 1 April 2013) is the contractual requirement to ensure that the 
Being Open process is followed when a patient safety incident results in moderate harm, 
severe harm or death.  There is also a statutory Duty of Candour which applies to all 
health care providers and services registered with the Care Quality Commission (CQC) 
which came into force from 27 November 2014. 
 
The Being open elements of this Policy are based on guidance from the National Patient 
Safety Agency (NPSA), ‘Seven Steps to Patient Safety, Involve and Communicate with 
Patients and the public’, the “Being Open” Communicating patient safety incidents with 
patients, their families and carers” re-launched November 2009 and the National Health 
Service Litigation Authority (NHSLA) communication of 1 May 2009 “Apologies and 
explanations” and more recent ‘Saying Sorry’ leaflet.  The seven steps encourage 
healthcare staff to apologise to patients who are harmed as a result of healthcare 
treatment and explain that an apology is not an admission of liability. 
 
2 SCOPE 
 
This Policy is aimed at all Trust healthcare staff responsible for ensuring the infrastructure 
is in place to support patient safety and openness between healthcare professionals and 
patients and / or their carers following an incident, complaint or claim.   
 
3 POLICY  
 
3.1 Aims 
This Policy aims to provide guidance to staff with regard to the principles of patient safety 
including Being Open and the Duty of Candour requirements and the process to be 
followed to support openness with patients and their relatives.  The principles of Being 
Open must be applied to any incident, complaint or claim occurring as a result of a 
healthcare treatment within the Trust resulting in harm to the patient.  See Appendices 1 
and 2 for full details. 
 
This Policy should be read in conjunction with the Risk Management Strategy 
(CORP/STRAT/006), Clinical Governance Strategy (CORP/STRAT/007), the Incident and 
Serious Incident Reporting Procedure (CORP/PROC/101) and the ‘Supporting Staff 
Involved in traumatic / Stressful Incidents, Complaints or Claims (CORP/PROC/550). 
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3.2 Building a Safety Culture 
 
A safety culture is where staff within an organisation have a constant and active 
awareness of the potential for things to go wrong. The staff and the organisation are able 
to acknowledge mistakes, learn from them and take action to put things right.  
 
Blackpool Teaching Hospitals NHS Foundation Trust promotes an open and fair culture. 
This means that no disciplinary action will result from the reporting of adverse incidents, 
mistakes or near misses, except where there have been criminal or malicious activities, 
professional malpractice, acts of gross misconduct, repeated errors or violations have not 
been reported. 
 
The Trust realises that there are important benefits from building a safety culture. These 
include: - 
 

 Reduction in the recurrence and severity of incidents. 
 

 A reduction in physical and psychological harm to the patient. 
 

 A reduction in the number of staff suffering from distress, guilt, shame, loss of 
confidence and morale. 

 

 A reduction in the costs incurred for treatment and extra therapy. 
 
The Trust has adopted a systems approach to patient safety and incident investigation.  
Incidents will be investigated in an open and fair way. The staff involved in the incident will 
play a central role in this investigation. 
 
Root cause analysis will be used to establish systems failures, followed by the 
development of an action plan, which will be evaluated by the relevant Divisional 
Governance Group, Learning from Incidents and Risks Committee, and when appropriate 
the Trust’s Quality or Risk Committees. 
 
3.3 Duties - Leading And Supporting Staff 
Building a safety culture depends on strong leadership. Delivering the patient safety 
agenda requires motivation and commitment from the top of each NHS organisation. 
 
Within this Trust the Chief Executive Officer has overall responsibility for patient safety, 
however this responsibility has been delegated to several key members of staff. 
 

 The Medical Director is the designated person at Board level, responsible for patient 
safety. 
 

 The Director of Nursing & Quality is the designated person at Board level responsible 
for quality. 
 

 The Medical Director and the Director of Nursing and Quality have key roles in 
ensuring that all staff comply with safety procedures. 
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 The Director of Infection Prevention and Control. 
 

 The Deputy Director of Nursing and Quality oversees all aspects of Clinical 
Governance and Clinical Risk Management. 

 

 The Trust Risk Managers will oversee the management of risk and patient safety and 
ensure that systems are in place. 

 

 The Risk Managers will work in conjunction with the Deputy Director of Nursing and 
Quality to ensure these systems are put into place. 

 
Each Division will allocate a ‘lead’ or ‘champion’ for patient safety.  This will ensure that it 
is not one person’s responsibility and demonstrates an organisation-wide commitment to 
safety.  
 
To demonstrate their commitment to patient safety all the Executive Directors carry out 
‘Executive Walkabouts’. These focus on patient safety and allow staff to raise their 
concerns regarding safety issues. The benefits of this are:  
 

 An increased awareness of safety issues and patient safety concepts among all staff. 

 A demonstration that safety is a high priority for senior management. 

 Promoting an open and fair culture. 

 A way of gathering and sharing information. 

 Information feedback following the walkabouts is made readily available for staff 
 
Patient safety training is provided and clinical risk issues are discussed at the Corporate 
Induction for staff. 
 
3.4 Integrating Risk Management Activities 
The Trust understands the importance of integrating risk management systems and how 
this can improve patient safety. It is no longer acceptable to manage risks at the individual 
activity level. Integrated risk management means that lessons learned in one area can be 
quickly spread to another area of risk.  
 
The Trust integrates all risk management functions; these include patient safety, health 
and safety, complaints, claims and other areas of risk such as finance and the 
environment. This is achieved by the Trust adopting one single system for risk assessment 
and incident reporting.  
 
A consistent approach to training, management, analysis and investigation of incidents is 
applied to all risks. All new policies are risk assessed and the risk management process is 
incorporated into future business and strategic plans. Risk Registers are formulated 
following in-depth risk assessments. 
 
The Trust uses a risk matrix to measure all risks. This has clear guidance for use, detailed 
definitions and details when a risk needs to be escalated to a higher level (See Carrying 
out a Risk Assessment procedure and developing a Risk Register and Board Assurance 
Framework (CORP/PROC/006, see section 3.3) 
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Without effective integrated risk management processes the weakness and vulnerability of 
procedures, practices, or major policy changes cannot be identified. 
 
The Trust incorporates “risk management and patient safety into the organisation’s 
objectives, corporate focus, strategic direction, operational systems and day to day 
practice”  
 
The Trust structure for risk management includes a Risk Committee that is chaired by the 
Chief Executive and discusses all high level risks. This committee monitors and reviews 
the Corporate Risk Register and Board Assurance Framework on a bi-monthly basis, and 
acts as the interface between the Board and the Trust. 
 
Reporting to the Quality Committee is via the Learning from Incidents and Risks 
Committee and the Health and Safety Committee. The Learning from Incidents and Risks 
Committee reviews incidents, complaints and claims, trend analysis and lessons learned 
to ensure that all actions arising from incidents, complaints and claims are completed.  
 
Each Division has been set objectives to achieve integrated risk management; this has 
been achieved using the NHSLA and CQC Standards.  Each Division is expected to keep 
a ‘live’ risk register, ensure risk assessments for all aspects of risk are maintained, and 
report and investigate incidents according to the Trust procedure. Each Division will also 
allocate a lead person for risk within their area. 
 
The Trust employs a central team of risk experts, who are managed by the Deputy 
Director of Nursing and Quality. The key aim of this team of experts is to manage 
responsibility for both clinical and non-clinical risk.  
 
The Team promote an open and fair culture and provide a central resource of expertise, 
training and development. The team liaise with NHS England, national and local 
commissioners and National bodies to ensure that the most up to date information is 
incorporated into Trust systems. 
 
The Team also endeavour to identify and handle risks that affect more than one 
department, and manage potential risks and risks that already affect the organisation. The 
team will also take an overview of organisational risks and provide the strategy context for 
decisions made at a local level.  
 
The Team refer to the risk management processes using the same terms and are able to 
provide more advanced and sophisticated risk assessment or analysis of incidents if 
required. 
 
Within the Trust, there is a team of Clinicians, both Medical and Nursing who utilise the 
Global Trigger Tool for review of randomly selected medical records to identify whether 
harms have occurred to patients whilst they were inpatients in the Trust.   
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3.5 Promote Reporting 
The Department of Health publication “An Organisation with a Memory” emphasised the 
importance of learning from lessons at a local level but also at a National level.  
  
Staff are encouraged to report incidents and near misses. The Trust encourages reporting 
within an open and fair culture, where reporting is congratulated and individuals are not 
blamed or penalised if they speak out.  
 
The Trust has defined clear definitions relating to all kinds of incidents, these are detailed 
in the Incident and Serious Incident Reporting Procedure. Every incident is scored 
according to its severity and the appropriate action taken in relation to this score.  
 
All incidents are entered on to the ‘Safeguard’ Incident Reporting database. The Risk 
Management Department provide monthly analysis of clinical incidents to all the Divisions 
and produce a bi-monthly lessons learned newsletter. The Risk Management Team also 
provides analysis of data on a monthly basis and as requested.   
 
The Trust also reports all patient safety incidents to the National Patient Safety Agency 
(NPSA) National Reporting and Learning System (NRLS).  In addition the Trust has signed 
up to and reports progress and initiatives surrounding patient safety as part of the Patient 
Safety First Campaign and the newly established Sign Up for Safety Campaign. 
 
The NRLS is designed to promote comprehensive National learning about patient safety 
incidents. The NRLS receives incident reports from National Health Service (NHS) 
organisations, the reports from the Trust are sent via a technical link from the Safeguard 
Incident Reporting system. All the incidents are entered onto a specially designed 
confidential and anonymous database, which enables the NPSA to inform National 
learning about risks to patient care, establish priorities for action and work within the NHS 
to develop practical solutions to improve patient safety. The NPSA produced their first 
report “Building a Memory: Preventing Harm, Reducing Risks and Improving Patient 
Safety’ in July 2005.  Organisation Patient Safety Incident Reports can be viewed through 
the following link:  http://www.nrls.npsa.nhs.uk/patient-safety-data/organisation-patient-
safety-incident-reports/  
 
3.6 Overview of Open Communication 
“Being open” refers to the process for communicating adverse events with patients and 
their carers, staff and visitors.  
 
Involving and communicating openly with patients, their relatives, their carers and the 
public is essential in improving patient safety. Being open about what has happened and 
discussing the problem promptly, fully and compassionately can help patients cope better 
with the after effects when things have gone wrong. Through open communication in 
safety issues it is hoped that: 
 

 Risks and patient safety problems will be proactively identified by patients. 

 Concerns and ideas for improvement from patients and the public will be shared. 

 Solutions generated in partnership with patients, all stakeholders and the public will 
be more realistic and achievable. 

 
  

http://www.nrls.npsa.nhs.uk/patient-safety-data/organisation-patient-safety-incident-reports/
http://www.nrls.npsa.nhs.uk/patient-safety-data/organisation-patient-safety-incident-reports/
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3.7 Process for Encouraging Open Communication between Healthcare 
Organisations, Healthcare Teams, Staff, Patients and / or their Carers and 
Relatives Following a Complaint, Claim or Incident 

 
3.7.1 Open Communication process for Multidisciplinary Healthcare Teams 

following a complaint, claim or untoward / StEIS incident 
The following process for encouraging open communication with the Multidisciplinary 
Healthcare team will be undertaken to: 
 

 Establish a multidisciplinary Healthcare Team to include the most senior healthcare 
professional involved in the incident who will meet as soon as possible after the 
event. 

 

 Establish the basic clinical and other facts. 
 

 Assess the incident to determine the level of immediate response. 
 

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

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

 This includes the use of a facilitator, a patient advocate or a healthcare professional 
who will be responsible for identifying the patient’s needs and communicating them 
back to the healthcare team. 

 

 Identify immediate support needs for the healthcare staff involved. 
 

 Ensure there is a consistent approach in discussion with the patient and / or their 
carer.   

 
3.7.2 Open Communication process for Staff following a complaint, claim or 

untoward / StEIS incident 
The following process for encouraging open communication with healthcare staff involved 
in the incident and the patient’s clinical care who may require emotional support and 
advice should be considered: 
 

 Actively promote an open and fair culture that fosters peer support and discourages 
the attribution of blame. 

 

 Provide facilities for formal and informal debriefing of the clinical team involved in an 
incident where appropriate. 

 

 Provide opportunities for staff to discuss their involvement and / or the circumstances 
leading up to the incident and what they are going to say. 

 

 Provide advice and training on the management of complaints, patient safety 
incidents and claims. 

 

 Provide training on the ‘Being Open' and ' Duty of Candour' process for senior 
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clinicians. 
 

 Encourage staff to access the NPSA e-learning tool kit on Being Open. 
 

 Provide a counselling service for staff through the Occupational Health Department. 
 
3.7.3 Open Communication process for Patients and/or Carers following a 

complaint, claim or untoward / StEIS incident 
The following process for encouraging open communication with patients and/or carers 
should be considered: 
 

 Provide repeated opportunities for the patient / carers to obtain information. 
 

 Provide information to patients in verbal and / or written format. 
 

 Provide assurance that the patient will continue to be treated according to their 
clinical needs and that the prospect of, or an actual dispute between, the patient / 
carers and the healthcare team will not affect their access to treatment. 

 

 Facilitate inclusion of the patient’s carers in discussions where the patient agrees.  
 

 Provide carers with information to assist in making decisions if the patient is unable 
to participate in decision-making. This should be done with regard to confidentiality 
and in accordance with the patient’s instructions. 
 

 Ensure carers are provided with known information, care and support if a patient has 
died as a result of an incident.  

 

 Ensure that discussions with patients/carers are documented and that information is 
shared with them. 

 

 Ensure the patient/carers are provided with information on the complaints, claims or 
untoward incident procedure if they wish to have it. 

 
The following process for encouraging open communication should be considered where 
despite the best efforts, the relationship between patient/carers and the healthcare 
professional breaks down. They may not accept the information provided or may not wish 
to participate in discussions and the following strategies may be undertaken to assist:  
 

 Deal with the issue as soon as it emerges.  
 

 If the patient agrees, ensure their carer is involved in discussions from the beginning. 
 

 Ensure the patient has access to support services.  
 

 Offer the patient/carer 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. 
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 Use a mutually acceptable mediator to help identify the issues between the Trust and 
the patient and to look for a mutually agreeable solution. 

 

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

 Any actions taken must be recorded by the lead investigator in the investigation file. 
 

 Ensure feedback is provided to the patient/carer. 
 
3.7.4 Open Communication process with General Practitioners / other Healthcare 

Organisations following a complaint, claim or untoward / StEIS incident 
The following process for encouraging open communication with GP’s and other 
Healthcare Organisations the following should be considered by the Trust: 
 

 If there has been harm as a consequence of an incident, where possible, the Trust 
will send a brief communication to the patient’s GP on discharge, describing what 
happened.   

 

 If appropriate the discharge letter should also be forwarded to the appropriate 
community care service.   

 

 Include the GP in one of the follow up discussions either at discharge or at a later 
stage if appropriate. 

 
The following aspects should be considered for encouraging open communication to other 
healthcare organisations: 
 

 The nature of the 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 and prognosis. 
 

 Include the relevant healthcare organisation representative to the follow up 
discussions if appropriate. 

 
3.8 How Staff Acknowledge, Apologise and Explain when things go Wrong 
All patients and their relatives or carers should receive a sincere expression of regret and 
an apology for the harm that has resulted from a patient safety incident, complaint or claim 
as soon as possible after the event. This should be undertaken either by meeting with the 
patient, relative or carer, by telephone or by letter.  All communication and correspondence 
must be documented in the case notes and kept as a separate record. 
 
The following process will be undertaken for staff to acknowledge, apologise and explain 
when things go wrong: 
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 Acknowledge that an unanticipated adverse outcome has occurred, including any 
relevant facts regarding the nature of the outcome and definite and potential 
consequences for the patient and record in the case notes/investigation file. 

 

 In the event of an incident, the member of staff must complete an untoward incident 
form to identify that the adverse outcome has occurred and confirm that the patient / 
relative has been informed. 

 

 Express sympathy or empathy for the patient's and/or their representative's feelings 
about the situation and record this conversation in the patient’s case 
notes/investigation file or by minutes of meetings, letters of correspondence to the 
patient or relative. 

 

 Provide the patient and/or patient's representative with contact information for the 
responsible clinician or lead communicator, depending on the circumstances of the 
individual case and record this in the case notes/investigation file. 

 

 Offer support and counselling regarding the event and its consequences. 
 

 Identify who will communicate with the patient and/or their representative on an on-
going basis, including providing the names and phone numbers of individuals to 
whom the patient and/or patient's representative may direct questions, concerns, or 
complaints. 

 
3.9 Requirements for Truthfulness, Timeliness and Clarity of Communication 
Information about a patient safety incident will be given to patients and their relatives or 
carers in a truthful and open manner by a nominated person.  This information will be 
provided as soon as reasonably practicable, and based on the facts known at the time. 
 
As more information is acquired, the patient, relative, or carer should be updated. They 
should be given a single point of contact.   
 
This should be in the form of an appropriately worded and agreed manner of apology, 
together with an explanation, given as early as possible when things go wrong.   
 
3.10 Duty of Candour 
Clinicians have had an ethical Duty of Candour (DOC) to tell patients about mistakes for 
many years under their GMC/NMC registration. 
 
The standard NHS contract includes a new contractual Duty of Candour for providers from 
1st April 2013.  This contractual duty places an obligation on NHS providers – not just 
individual clinicians – to be open with patients when things go wrong and harm has been 
caused.   
 
In addition, regulations came into force on 27 November 2014 introducing a new CQC 
requirement re:  Duty of Candour.  From the 27 November 2014, all NHS providers 
registered with the CQC have to inform the service users when harm above a certain 
threshold has arisen.  Breach of the duty will be enforced by the CQC which will also be 



Blackpool Teaching Hospitals NHS Foundation Trust ID No. CORP/POL/538 

Title: Patient Safety Including Being Open and Duty 
of Candour 

Revision No: 1.2 Next Review Date: 01/06/2018 

Do you have the up to date version? See the intranet for the latest version 

Page 13 of 39 

part of the process of ensuring that provider organisations have open cultures and work 
with staff re: mistakes acknowledged and lessons learnt. 
 
The contractual and regulatory duties mean providers should: 
 

 Use National Patient Safety Agency definitions of moderate harm, severe harm and 
death that warrant a patient or family member being informed an incident has 
occurred.  This initial notification should be done face to face with the patient/carer or 
relative, or relevant person (person acting lawfully on behalf of the patient), with 
consent, if possible within 10 working days of the incident being reported.  A sincere 
expression of apology must be provided verbally, which should be recorded 
(template attached in appendix 6) 

 

 Provide a step by step explanation of what happened – an initial view, pending 
findings of an investigation. 

 

 The patient / carer, relative or relevant person must be offered written notification 
(including a sincere apology) of the incident.  The offer must be recorded whatever 
the outcome.  (Template letter attached in appendix 8).   

 

 A step-by-step explanation of the facts (in plain English) must be offered as soon as 
practicable.  This may just be an initial view pending investigation.   

 

 Full written documentation of any letters, discussions and meetings must be 
maintained, separate to the patient's medical records.  It does not need to be a 
verbatim record of discussions.  The response of the patient/carers should also be 
recorded.  If meetings are offered but declined this must also be recorded.  All follow 
up letters to patients / relatives must be approved for release by the Medical Director.   

 

 Any emerging information (whether during the investigation or after the investigation) 
must be offered and recorded. 

 

 All documented communication under 'Duty of Candour' should be attached to the 
incident report on the Safeguard Incident Reporting system. 

 
It is important that patients and/or their relatives or relevant person receive a meaningful 
apology.  An apology does not constitute an admission of liability.  Patients and their 
relatives increasingly ask for detailed explanations of what led to adverse outcomes and 
they frequently say that they derive some consolation from knowing that lessons have 
been learned for the future.  Explanations should not contain admissions of liability. 
 
3.11 How Additional Support is Provided 

 Consideration should also be given to supporting clinicians and staff who may be 
directly involved in an event.  This can be accessed through Occupational Health and 
through the use of the Trust procedure 'Supporting Staff Involved in 
traumatic/Stressful Incidents, Complaints or Claims' (CORP/PROC/550). 

 

 Consideration should be given as to whether the person involved in the event, (or 
their family), would benefit from emotional and / or practical support.  
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 There must be agreement on whether further meetings are needed and if so, when 
these meetings are needed and if so, when these meetings should occur and what 
each party expects to be discussed at any subsequent meetings. 

 

 The person involved in the event, (or their family or relevant person), must be given a 
point of contact in the Trust and contact details of the nominated person should be 
given to them. 

 

 Consideration should be given as to whether families are contacted following the 
unexpected death of an adult or a child. Each case needs to be analysed by a multi-
agency team. 

 
Advocacy and support: Patients and carers may need considerable practical and 
emotional help and support after experiencing an incident.   The most appropriate type of 
support may vary widely.   It is therefore important to discuss their individual needs with 
the patient / carers.  Support may be provided by patients’ families, Social Workers, 
religious representatives and healthcare organisations such as the Patient Experience 
Team (formally known as the Patient Advisory Liaison Service (PALS)) and Independent 
Complaints Advocacy Service (ICAS).  Where the patients need more detailed long term 
emotional support, advice can be provided by the Patient Experience Team on how to gain 
access to appropriate counselling services, for example Cruse Bereavement Care. 
 
3.12 Principle of Risk Management and Systems Improvement 
Root cause analysis (RCA), is used to uncover the underlying causes of a patient safety 
incident. Investigations focus on improving systems of care, which will then be reviewed 
for their effectiveness. 
 
3.13 How all Communication is Recorded 
The requirements for documenting all open communication that has been made between 
the: 
 
(a)  healthcare organisations 
(b) healthcare teams 
(c)  staff member(s) 
(d)  patient(s) 
 
and/or  
 
(e)  carer(s)  
 
following a complaint, claim or untoward incident / StEIS incident is detailed below: 
 

 The case notes/investigation file should demonstrate that contact and open 
communication has been made between (a) healthcare organisations (b) healthcare 
teams, (c) staff member(s), (d) patient(s) and/or (e) carer(s) by any of the following 
requirements for documenting communication:  

 
(a)   Letter  
(b)  Telephone  
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(c)  Verbally spoken to directly / 1:1 meeting   
(d)  E-mails 
(e)  Newsletters 
(f)  Minutes of meetings 
 

 If a being open discussion meeting has taken place, the minutes of the meeting 
should record the time, place, date, as well as the name and relationships of all 
attendees and the minutes should be filed within the investigation file in chronological 
order. 
 

 There should be a plan for providing further open communication and information 
between the (a) healthcare organisations (b) healthcare teams, (c) staff member(s), 
(d) patient(s) and/or (e) carer(s) where required and this should be documented 
within the investigation file in chronological order. 

 

 There should be written documentation in the investigation file of offers of assistance 
and the patient’s and / or carer’s response. 

 

 Any questions raised by the (a) healthcare organisations (b) healthcare teams, (c) 
staff member(s), (d) patient(s) and/or (e) carer(s)  should be answered and recorded 
in the investigation file in chronological order. 

 

 There should be written plans recorded in the investigation file for follow up as 
discussed.  

 

 Progress notes must be available relating to the clinical situation and an accurate 
summary of all the points explained to the patient and / or their carer and recorded 
and filed in the investigation file. 

 

 A summary of the being open discussion should be shared with the patient and a 
letter sent summarising the meeting and recorded and a copy filed in the 
investigation file and attached to the incident form on the Incident Reporting System. 

 

 A lead person should be identified for the (a) healthcare organisations (b) healthcare 
teams, (c) staff member(s), (d) patient(s) and/or (e) carer(s)   to contact if required. 

 

 There should be evidence recorded in the investigation file that regular contact has 
been made with the (a) healthcare organisations (b) healthcare teams, (c) staff 
member(s), (d) patient(s) and/or (e) carer(s) until the case has been closed. 

 

 The investigation file must also include the (a) Incident Form / Complaint  Letter / 
Letter of Claim (b) Incident report (c) Record of the investigation and analysis 
process, noting that this should be kept separately to the patient’s clinical case notes. 

 

 The investigation file should be held by the lead investigator and stored in a locked 
cabinet in a secure location within the Divisional Governance Team Office.   

 

 For moderate harm incidents not reported as Serious Untoward Incidents 
(NPSA level 3 harm incidents) all documented records for Duty of Candour 
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must be attached to the incident form on the Safeguard Incident Reporting 
system by the Lead Investigator or Divisional Quality Manager.  Assistance 
with this can be provided by the Incident Team by telephoning the Incident 
Helpline on telephone 01253 95 3667 or emailing the 
incident.helpline@bfwhospitals.nhs.uk . 

 

 A copy of relevant medical information should be filed in the patient’s clinical case 
notes and stored in a secure location. 

 
3.14 Principle of Multidisciplinary Responsibility 
This policy applies to all staff who have key roles in the patient’s care.  This approach will 
ensure the being open process is consistent with the philosophy that patient safety 
incidents usually result from systems failures and rarely from the actions of an individual. 
Within this Trust it is important that each individual Division adopts this approach and that 
this is facilitated through their clinical governance processes. 
 
3.15 Principle of Clinical Governance 
Being open requires the support of patient safety and quality processes through clinical 
governance frameworks, in which patient safety incidents are investigated and analysed to 
find out what can be done to prevent their recurrence. It also involves a system of 
accountability through the Chief Executive Officer to the Board to ensure these changes 
are implemented and their effectiveness reviewed.  
 
The Learning from Incidents and Risks Committee has been established to ensure that 
lessons are learned from incidents, and the Quality Committee will monitor the impact of 
patient involvement in safety incidents. 
 
3.16 Principle of Confidentiality 
Full consideration and respect should be given to patients’, relatives’, carers’ and staff 
privacy and confidentiality. Details of a patient safety incident should at all times be 
considered confidential. Communicating confidential patient data in an incident 
investigation may not require the consent of the individual to be lawful. However, any 
discussions with parties outside the clinicians involved in treating the patient should be on 
a strictly need-to-know basis. In addition, it is good practice to inform the patient and their 
relatives or carers about who will be involved in the investigation before it takes place, and 
give them the opportunity to raise any objections. 
 
3.17 Principle of Continuity of Care 
Patients are entitled to expect that they will continue to receive all usual treatment and 
continue to be treated with respect and compassion. If a patient expresses a preference 
for their healthcare needs to be taken over by another team, the appropriate arrangements 
should be made. 
 
3.18 Learn and Share Safety Lessons 
When a patient safety incident occurs the important issue is not ‘who is to blame’ but to 
question ‘how and why the incident occurred’. 
 
To promote learning the Trust uses Root Cause Analysis, which is a systematic 
investigation technique that looks beyond the individuals concerned and seeks to 
understand the underlying causes and environmental context in which the incident 

mailto:incident.helpline@bfwhospitals.nhs.uk


Blackpool Teaching Hospitals NHS Foundation Trust ID No. CORP/POL/538 

Title: Patient Safety Including Being Open and Duty 
of Candour 

Revision No: 1.2 Next Review Date: 01/06/2018 

Do you have the up to date version? See the intranet for the latest version 

Page 17 of 39 

happened. The incident investigation will always conclude with a report that will detail how 
and why the incident happened, along with the relevant action plan to prevent 
reoccurrence. 
 
A root cause, if addressed, will minimise the risk of the incident occurring again. The root 
cause analysis approach to incidents will provide the following: - 
 

 Structured and consistent approach to incident investigation. 
 

 Shift the focus away from individuals and on to the system to help build an open and 
fair culture. 

 

 Increase awareness of patient safety issues. 
 

 Demonstrate the benefits of reporting. 
 

 Promote change following an incident. 
 

 Inform lessons to be learned. 
 
The Incident investigation procedure is detailed in the Untoward Incident and Serious 
Incident Reporting Procedure. CORP/PROC/101. 
 
The Trust provides Patient Safety training sessions, which teaches candidates in the basic 
principles of root cause analysis and incident investigation. 
 
3.19 Implement Solutions to Prevent Harm 
Learning from patient safety incidents needs to be active, so changes are incorporated into 
the way that all staff work at all levels. In this Trust this is undertaken by the Learning from 
Incidents and Risks Committee. This group meets bi-monthly and reviews incidents and 
confirms the way that lessons can be learned. The Quality Committee also plays an active 
role in this.  
 
The local analysis of patient safety incidents lead to an action plan being developed to 
ensure that lessons are learned and change implemented throughout the organisation. 
The format of the action plan is detailed in the Incident and Serious Incident Reporting 
Procedure (CORP/PROC/101). 
 
Staff are more likely to adopt change if they think it will help them do their job. Leadership 
is an essential component of this and as such the Associate Directors of Nursing and 
Matrons are expected to share lessons learned with their staff. Serious incidents and the 
relevant action plans are reported at the Matrons' and Ward Managers’ meetings. 
 
Local and organisational lessons learned will be presented in an annual and quarterly 
CLIP report which is presented at both the Learning from Incidents Risk Committee and 
the Quality Committee.   
 
New solutions currently involve the expertise of the staff working within that area. It is 
however acknowledged that more patient involvement is required. Communicating action 
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plans to staff and showing them changes that have made a difference can help boost 
confidence that reporting incidents is worthwhile and does change practice. 
 
3.20 Training 
There will be no specific formal training on the Policy, however the following training will 
include the culture and requirements of "Being Open" and the "Duty of Candour": 
 

 Governance and Risk Management mandatory and induction training. 

 Medical Device training. 

 Managing Incidents and Root Cause Analysis training. 

 Incident Reporting training. 

 Complaints and Patient Experience management training. 
 

 Ad hoc awareness sessions and presentations on the new Duty of Candour 
Regulation 20. 

 
Senior clinical staff can access further guidance and an e-learning module developed by 
the NPSA using the following link:  http://www.nrls.npsa.nhs.uk/beingopen/ .   
 
3.21 Process for Monitoring Compliance 
The process for monitoring compliance is outlined in Appendix 12 and the audit proforma 
to be used in respect of the NHSLA Risk Management Standards can be found at 
Appendix 13. 
 
3.22 Race Relation Amendment Act (2000) – Race Equality Impact Assessment 
The Policy has been developed taking into consideration the Equality Analysis Impact 
CORP/PROC/482, and the Equality Impact Assessment Tool has been completed – see 
Appendix 14. 
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10 DEFINITIONS/GLOSSARY OF TERMS 

CQC Care Quality Commission 

DOC Duty of Candour 

In the context of this 
document Being 
Open 

The process whereby healthcare staff apologise to patients, their 
families or carers if a mistake or error is made that leads to 
moderate or severe harm or death, explaining clearly what went 
wrong and what will be done to stop the problem happening 
again. 

Independent patient 
advocate 

An independent patient advocate provides a necessary service 
as someone who is impartial and whose only role is to help an 
individual to express their own views through the complaint 
process; either supporting them to express themselves or 
speaking on their behalf, with their permission and at their 
request. 

Patient Safety 
Incident 

Any unintended or unexpected incident that could have, or did 
lead to harm for one or more patients receiving NHS-funded 
healthcare 

NHSLA National Health Service Litigation Authority 

NPSA National Patient Safety Agency’s 

NRLS National Reporting and Learning System 

Relevant Person Person acting lawfully on behalf of the patient. 

Root Cause Analysis 
(RCA) 

A systematic process whereby the factors that contributed to an 
incident are identified. As an investigation technique for patient 
safety incidents, it looks beyond the individual concerned and 
seeks to understand the underlying causes and environmental 
context in which an incident happened. 

Significant Event 
Audit 

The regular and systematic assessment of the care experienced 
by individual patients where there has been a positive or adverse 
episode, with the objective of using the lessons to improve patient 
safety and care 
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Appendix 1: Being Open And Duty Of Candour - Incident Consequence Grading 
Scale 

 
Patient Safety Incident 

Severity Level 
 

Response 

 
No harm/near miss/  
no injury 

 
Patients are not usually contacted or involved in investigations and 
these types of incidents are outside the scope of the Being open and 
Duty of Candour policy. 
 

 
Minor/Low harm 

 
Unless there are specific indications or the patient requests it, the 
communication, investigation and analysis, and the implementation of 
changes will happen at a local service delivery level with the 
participation of those directly involved in the incident. 
 

 
Moderate harm, severe 
harm or death 

 
A higher response is required in these circumstances.  All incidents 
identifying moderate harm, severe harm or death are subject to the 
Duty of Candour Regulation 20. 
 
Notification should be in accordance with the Trust’s Untoward 
Incident and Serious Incident Reporting Procedure 
(CORP/PROC/101).  A member of the Risk Management team will be 
available to provide support and advice during the Being open and 
Duty of Candour process if required. Patients or their Next of Kin, or 
relevant person, if the patient has consented to you informing them or 
does not have capacity, must be told about patient safety incidents 
that affect them, receive appropriate apologies, are kept informed of 
investigations and are supported to deal with the consequences. 
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Appendix 2: Being Open And Duty Of Candour - Harm Descriptor 

Descriptor Actual Impact Example 

Catastrophic 
 

Any incident that directly causes a patient death (e.g. Part 1 of death certificate) 
including suicide or, homicide or permanent injuries for multiple patients. 
OR 
Incident affecting in excess of 50 victims regardless of level of harm e.g. mass 
production of incorrect drug, screening error etc. 
 
Duty of Candour applies 

• Fall leading to injury that directly causes death of 
patient 

• Patient dies as a result of Trust acquired 
Clostridium Difficile (Recorded on Part 1 of 
death certificate) 

• Medication incident directly resulting in patient 
death e.g. Medication administered to which the 
patient had a known allergy & administration 
results in death 

Death or sever harm as a result of an incident 
classified as a ‘never event’ (See Reporting of 
Serious Incidents Policy for incidents) 

Major/Severe 
 

Any incident that contributes to but is not the direct cause of a patient death 
(e.g. Part 2 of death certificate). 
OR  
Any incident that results in permanent harm, loss of body part, misdiagnosis 
resulting in poor prognosis.  Severe harm is classed as "a permanent 
lessening of bodily, sensory, motor, physiological 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. 
 
OR an incident which affects 16 – 50 victims – e.g. vaccination problem 
 
Duty of Candour applies. 

• Fall causing an injury which contributes to patient 
death 

e.g. recorded on Part 2 of death certificate 
OR causes permanent harm or permanent 

disability e.g. fractured neck of femur 
• Pressure ulcer resulting in sepsis & sepsis 

recorded on death certificate 
• Patient dies with but not as a direct result of Trust 

acquired Clostridium Difficile (Recorded on Part 2 
of death certificate) 

Medication error which contributes to patient death 
e.g. failure to reconcile cardiac medication 
contributing to patient death 
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Appendix 2: Being Open And Duty Of Candour - Harm Descriptor 

Descriptor Actual Impact Example 

Moderate 
 

Significant, but not permanent harm.  Semi-permanent harm or damage e.g. 
injury takes over one month and up to one year to resolve. 

Harm that requires a moderate increase in treatment. 

"Moderate increase in treatment" means an unplanned readmission, a 
prolonged episode of care, extra time in hospital or as an outpatient, 
cancelling of treatment, or transfer to another treatment area (such as 
intensive care). 

Prolonged psychological harm - psychological harm which a server user has 
experienced, or is likely to experience, for a continuous period of at least 28 
days. 
Duty of Candour applies. 

• Fall causing harm that takes 1-12 months to 
resolve e.g. fractured humerus 

• Trust acquired category 3 or 4 pressure ulcer 
Outbreak of Clostridium Difficile affecting 3-15 

Minor 
 

 

Short term injury or damage e.g. injury that has been resolved within one 
month 
 
OR an incident which affects 1-2 victims 
 
Duty of Candour does not apply. 

• Fall causing harm that resolves within one 
month e.g. scalp laceration 

• Patient develops Trust acquired pressure ulcer 
Category 1 or 2 or a moisture lesion 

• Patient sent to theatre without MRSA status 
being recorded. Theatre made aware of 
MRSA status and theatre cleaned 
appropriately post patient 

Medication error resulting in patient harm which: 
resolves within 1 month e.g. increased dose of 
antihypertensive administered in error which 
requires additional BP monitoring 

Insignificant 
 

No injury or adverse outcome Near Miss 

Duty of Candour does not apply. 

 

• Delay in MRSA screening with no adverse affect 
to care or affect to service 

• Medication error which results in no patient 
harm; e.g. 1 Medication taken to incorrect patient 
to administer but error realised before medication 
is administered e.g. 2 Medication administered 
but no additional observation or intervention 
required 

NB: Pressure Ulcers are never insignificant. 
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Appendix 3: Flow Chart To Ensure Duty Of Candour Is Followed For Every Moderate Or Severe Harm Incident 
Actions to undertake at 
ward/department level 

Actions to undertake at matron level and above 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Within 10 working days of incident report 
 

Notify patient/s and /or their next             
 
 

Notification must ….. 
 
 
 
 

 
                                                       

 
 
 
 

                                                                     
 
 
 
 
 
 
 
 
 
 
 
 

Within 30/60 days in line with policy 
 
 

Within 10 working days of 
investigation being completed 

 
 

Notify patient/ Next of Kin or Relevant Person that 
the incident has occurred 

Be Verbal 

Be conducted in person 

Offer to provide the 
patient/next of kin with a copy 
of the investigation report 

 

Requires approval by Medical 
Director before release 

Provide copy of investigation 
report if accepted 

Provide a 
step-by-step 
explanation of 
the events and 
circumstances 
which resulted 
in the incident 

Conduct 
Trust 
Investigation 

Record for audit 
purposes any refusal 
by the Relevant Person 
of a meeting or other 
contact or information 
in relation to the 
incident.  Attach all 
records to the incident 
form on the Safeguard 
Incident Reporting 
System. 

Maintain full written 
records of any meeting 
or other contact with 
the Relevant Person in 
relation to the incident.  
Attach all records to 
the incident form on 
the Safeguard Incident 
Reporting System. 

Be conducted by the department involved and 
including the treating Clinician 

 

Provide all facts the Provider knows about the 
incident as at the date of the notification 

 

Include an appropriate apology 

 

Be accompanied by the offer of a written 
notification 

 

Be recorded in writing for audit purposes 

INCIDENT OCCURS 

Provide immediate 
support and assistance                                 
to the patient and any 
staff affected by the 
incident 

Record the incident on 
the Trust’s Incident 
System 

Immediately inform your 
manager of the 
occurrence of the 
incident 

Attach all Duty of 
Candour correspondence 
to the incident on the 
Safeguard Incident 
Reporting System 

Attach all Duty of Candour 
correspondence to the 
incident form on the 
Safeguard Incident Reporting 
System. 



Appendix 4: Being Open And Duty Of Candour - Summary of Duty of Candour 
requirements 

Requirement under Duty of Candour 
Responsible Person / 

Department 
Timeframe 

1.   Patient or their family/carer must 
be informed that a suspected or 
actual incident has occurred. 

Clinician* responsible for 
episode of care during, or as a 
result of which, the incident 
occurred.  Divisional Director 
/Lead Clinician/ADON/Quality 
Manager should be made 
aware/ involved. 

Maximum 10 working days 
from incident being reported 
on Safeguard incident 
reporting system. 

2.   Initial notification of incident must 
be verbal (face-to-face, where 
possible) unless patient or their 
family/carer decline notification or 
cannot be contacted in person. 
Sincere expression of regret or 
sorrow must be provided verbally. 
This must be recorded.** 

Clinician responsible for 
episode of care during, or as a 
result of which, the incident 
occurred. 
Quality Manager should be 
made aware/ involved. 

Maximum 10 working days 
from incident being reported 
on Safeguard incident 
reporting system.   

3. Offer of written notification. 
Including sincere expression of 
regret or sorrow must be provided 
in writing. Whether declined or 
accepted, this must be recorded. 

As above Maximum 10 working days 
from incident being reported 
on Safeguard incident 
reporting system.  See 
template letter – Appendix x 

4. Step-by-step explanation of the 
facts (in plain English) must be 
offered. This may just be an initial 
view, pending investigation. 

As above. As soon as practicable. 

5.   Maintain full written documentation 
of any meetings. If meetings are 
offered but declined this must be 
recorded. 

As above. All follow-up 
letters/reports to the relevant 
person must be approved for 
release by the Medical Director.   

With 8 weeks 

6. Emerging information (whether 
during investigation or after 
investigation) must be offered. 

As above As soon as practicable. 

7.   Share incident investigation report 
(including action plans) in the 
format they were approved in. 

Lead Investigator to provide 
final copy of report to identified 
Divisional lead. 

Within 10 working days of 
report being signed off as 
complete and incident 
closed. 

8.   Provide plain English explanations 
of reports, upon request. 

Identified Divisional Lead to 
check 

Ad hoc. 

9.   Inform patient’s commissioner 
(and lead commissioner, if 
appropriate) when communicating 
with a patient about an incident. 

Deputy Director of Nursing & 
Quality / Contracting Lead 

Part of regular 6-monthly 
contract review, or other 
contractual discussions. 

10. Provide copies of any information 
shared with the patient to the 
commissioner, upon request. 

Deputy Director of Nursing & 
Quality / Contracting Lead to 
coordinate 

Ad hoc. 

 

*The clinician may be the lead doctor responsible for the patient’s care but in the case of falls resulting in a 

fracture or trust-acquired pressure ulcers category 3 and 4 the Matron may be more appropriate. 

 

** All Duty of Candour communication must be recorded and filed in the specific incident investigation file 
or for level 3 incidents, attached to the incident form on the Safeguard Incident Reporting system. 
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Appendix 5: Being Open And Duty Of Candour - Guidance on verbal approaches to 
patients 

 
The approach to Duty of Candour may need to be modified according to the patient's 
personal circumstances.  
 
The following can help as part of the initial verbal notification:  
 

 An introduction of who you are and why you are calling/meeting with the patient.  
 

 An expression of genuine sympathy, regret and a meaningful apology for the harm 
that has occurred  

 

 An explanation around the incident (this should only include facts from the SBAR or 
incident form/RCA). 

 

 Explain the RCA / investigation process (i.e. in line with policy how long the 
investigation will take and a group of staff will look at the sequence of events that led 
to the incident).  

 

 Explain that additional information may come to light as the investigation proceeds 
and that substantiated developments can be communicated. 

 

 Agree how the patient and/or family/carer would like to be kept informed (a meeting 
may be requested)  

 

 Ask if the patient and/or family/carer have any specific questions (relating to the 
incident) that they would like us to address  

 

 Inform the patient that they will have a lead contact and provide their details (this will 
be followed up in the letter) and explain that this person will be their main contact 
whilst the RCA / Investigation is underway.  

 

 Patients must be reassured that access to treatment and the continuity of their care 
will continue according to their clinical needs  

 

 They should be informed that they have the right to continue their treatment 
elsewhere if they prefer.  
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Appendix 6: Being Open And Duty Of Candour - Initial discussion 
 
Incident Number:             ___________________________  
 
Date of Conversation:      ___________________________  
 
Summary of Incident 
______________________________________________________________________________  
 
______________________________________________________________________________  
 
______________________________________________________________________________  
 
Who is present at this meeting 
______________________________________________________________________________
______________________________________________________________________________ 
______________________________________________________________________________ 
 

 
Name of Patient: DOB  

 

Who was informed: Patient/NOK/Relevant 

Person (please circle as appropriate)  
 
(If discussing with NOK please ensure you 
have obtained consent from patient if they 
have capacity?) 
 
 
 

Hosp. or NHS Number 

If NOK or Relevant Person please add name/address/contact details: 

Describe a summary of what has been said to the patient or NOK or Relevant Person 
ensuring an appropriate apology is offered: 

Does the patient/NOK/Relevant Person wish to have written notification that the incident 
has occurred? (Please ensure that a copy of the written notification is attached to the 
Incident on Safeguard if requested) 

Does the patient/NOK/Relevant Person wish to be informed of the investigation findings?   
 
If the answer is yes do they want this by telephone or written? 

Does the patient/NOK/Relevant Person want a written copy of the investigation once 
complete?  

 
 

*Please ensure a copy is filed in the Incident Investigation file and for level 3 incidents 
attached to the incident form on the Safeguard Incident Reporting System. 
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Appendix 7: Being Open And Duty Of Candour - Subsequent meetings to discuss 
findings 
Name of Patient 
 
 
 

DOB: 

 
 
 

Hospital or NHS Number 
 

What was discussed at the meeting: 
 
 
 
 
 
 
 
 

Are there any actions following this meeting and who is to undertake the actions? 

 
 
 
 
 
 
Has another meeting been agreed? 
 
 
 

If so, when is this to take place? 
 
 
 

Who is to arrange this meeting? 

 
 
 
Does the patient or NOK or Relevant Person require a written summary of this meeting 
(please ensure if they have been sent a copy that this is attached to the incident on 
Safeguard) 
 
 
 
 
 

 
* Please ensure a copy is filed in the Incident Investigation file and for level 3 incidents 
attached to the incident form on the Safeguard Incident Reporting System. 
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Appendix 8: Being Open And Duty Of Candour - Letter template to be used to 
construct communication letter in accordance with requirements of Duty of 
Candour 

 
 

Blackpool Victoria Hospital 
Whinney Heys Road 

Blackpool 
Lancashire 

FY3 8NR 
 

Ref:  Incident no. 
 

04 September 2018 

 
Dear  
 
I am writing to follow up on the conversation that we had on (insert date).  
 
Again I would like to express my sincere apologies that you/ your …..... has been involved in a patient safety 
incident (provide appropriate factual details here).  
 
I would like to assure you that the Trust aims to provide a quality service to all our patients. As explained we 
are therefore undertaking a full investigation into you/your …....’s care and treatment in an effort to 
understand exactly what happened.  We would also like the opportunity to discuss our investigation with you 
and describe how we can share our findings with you.  
 
The initial investigation will take up to 8 weeks to complete and there may be a number of actions that come 
out of the investigation. As discussed there may also be additional information that comes to light as the 
investigation proceeds and we have agreed that we will …………………………………….. to ensure that you 
are kept informed.  
 
When our investigation is completed we will write to you again to ask how you would like us to provide 
feedback regarding the outcome of the investigation.  If you would like us to arrange a mutually convenient 
time to meet (in advance of the completion of the investigation) please let us know.  ................ is acting as 
your lead contact for the duration of the investigation and they can be contacted on telephone number 
.................., email .....................or on the address at the top of this letter.  
 
I also recognise that you may not feel any further communication would be of any help and if this is the case, 
I would be grateful if you could contact ..................... to let them know.  
 
Just as importantly, if there is anything else you would like to mention at this stage to assist with the 
investigation then please do contact us.  
 
Yours sincerely 

 
 
* Please ensure a copy is filed in the Incident Investigation file and for level 3 incidents 
attached to the incident form on the Safeguard Incident Reporting System. 
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Appendix 9: Being Open And Duty Of Candour - Suggested letter template for use in 
writing to the patient or NOK with findings of the investigation 

 
Suggested letter template for use in writing to the patient or NOK with findings of 

the investigation. 

 

 
 

Blackpool Victoria Hospital 
Whinney Heys Road 

Blackpool 
Lancashire 

FY3 8NR 
 

Telephone: 01253 300000 

 
Ref:  Incident No. 
 
Date: 

 
Address: 

 
Dear Patient/Relative 
 
On behalf of the Trust I wish to express our sincere apologies that you/your ……... was involved in a patient 
safety incident on ……….. when ……………………..(give factual summary of the incident). 
 
It is standard practice within the Trust to review all incidents and events of harm where a patient is involved. 
 
Please find below a summary of the actions that we have taken following our review of your/your relative’s  
care, which we hope you will find helpful.    
 
 
Immediate Action Taken: 
 
 
Investigation Findings: 
 
 
Lessons Learned: 
 
 
How these lessons learned will be shared across the organisation: 
 
 
Yours sincerely 
 
 
 
Professor M O’Donnell 
Medical Director 
 

*Please ensure a copy is filed in the Incident Investigation file and for level 3 incidents 
attached to the Incident form on the Safeguard Incident Reporting System. 
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Appendix 10: Being Open And Duty Of Candour - Special Circumstances 

 
The approach to “Being open” may need to be modified according to the patient’s personal 
category and patient circumstances.  
 
 
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 “Being open” process after a patient safety incident. The 
opportunity for parents 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 alone or 
in the presence of the child. In these instances the parents’ views on the issue should be 
sought.  
 
 
Patients with mental health issues  
 
“Being open” for patients with mental health issues should follow normal procedures, 
unless the patient also has cognitive impairment (see below). The only circumstances in 
which it is appropriate to withhold patient safety incident information from a mentally ill 
patient is when advised to do so by a consultant psychiatrist who feels it would cause 
adverse psychological harm to the patient. 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.  
 
 
Patients 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 “Being open” 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 
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Appendix 10: Being Open And Duty Of Candour - Special Circumstances 

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.  
 
 
Patients with learning disabilities  
 
Where a patient has difficulties in expressing their opinion verbally, an assessment should 
be made about whether they are also cognitively impaired (see above). If not cognitively 
impaired they should be supported in the “Being open” 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 “Being open” process, focusing on ensuring that the patient’s views are 
considered and discussed.  
 
 
Patients 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 carer and the healthcare professional breaks down. They may not 
accept the information provided or may not wish to participate in the “Being open” process. 
In this case the following strategies may assist:  
 
 
Deal with the issue as soon as it emerges;  
 
Where the patient agrees, make sure their carer and/or relative are involved in discussions 
from the beginning.  
 
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 and/or offer the patient and/or their carer/relative 
another contact person.  
 
Appoint a mediator to help identify the issues between the healthcare organisation and the 
patient, and to look for a mutually agreeable solution.  
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Appendix 11: Being Open Process 
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Appendix 12: Being Open And Duty Of Candour - Process for Monitoring Compliance 
Minimum requirement to be 
monitored 

Process for 
monitoring 
e.g. audit 

Responsible 
individual/group/ 
committee 

Frequency 
of  

monitoring 

Responsible individual/group/ 
committee for review of 
results 

Responsible individual/group/ 
committee for development of 
action plan 

Responsible 
individual/group/committee for 
development of action plan 

a) Process for encouraging 
open communication 
between healthcare 
organisations, healthcare 
teams, staff, patients 
and/or their carers 
 

Audit Clinical Governance Team: 
Lead – Governance Risk & 
Patient Safety Manager – 
Patient Experience Manager 
– Trust Solicitor/Claims 
Manager 

Annual Clinical Governance Team: 
Lead – Governance Risk & 
Patient Safety Manager – 
Patient Experience Manager – 
Trust Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

Clinical Governance Team: 
Lead – Governance Risk & 
Patient Safety Manager – 
Patient Experience Manager – 
Trust Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

Clinical Governance Team: Lead 
– Governance Risk &  Patient 
Safety k Manager – Patient 
Experience Manager – Trust 
Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

b) Process for 
acknowledging, 
apologising and 
explaining when things go 
wrong 

Audit Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager 
– Trust Solicitor/Claims 
Manager 

Annual Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager – 
Trust Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager – 
Trust Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

Clinical Governance Team: Lead 
– Governance Patient Safety and 
Risk Manager – Patient 
Experience Manager – Trust 
Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

c) Requirements for 
truthfulness, timeliness 
and clarity of 
communication  

Audit Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager 
– Trust Solicitor/Claims 
Manager 

Annual Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager – 
Trust Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager – 
Trust Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

Clinical Governance Team: Lead 
– Governance Patient Safety and 
Risk Manager – Patient 
Experience Manager – Trust 
Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

d) Provision of additional 
support as required 

Audit Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager 
– Trust Solicitor/Claims 
Manager 

Annual Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager – 
Trust Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager – 
Trust Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

Clinical Governance Team: Lead 
– Governance Patient Safety and 
Risk Manager – Patient 
Experience Manager – Trust 
Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

e) Requirements for 
documenting all 
communication 

Audit Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager 
– Trust Solicitor/Claims 
Manager 

Annual Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager – 
Trust Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

Clinical Governance Team: 
Lead – Governance Patient 
Safety and Risk Manager – 
Patient Experience Manager – 
Trust Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 

Clinical Governance Team: Lead 
– Governance Patient Safety and 
Risk Manager – Patient 
Experience Manager – Trust 
Solicitor/Claims Manager  
 
Learning from Incidents and 
Risks Committee 



Appendix 13: Audit 

  

How Staff Acknowledge, apologise and Explain When Things Go Wrong (3.2.10b) 

Please tick (√) the box if the process audited is in relation to a 
Complaint  (     ) Claim  (      ) or Untoward/StEIS  Incident (  ) 

Q.   Requirement Yes No N/A 

1 
Did all patients and their relatives or carers receive a sincere expression of regret 
and an apology for the harm that has resulted from a patient safety incident, 
complaint or claim as soon as possible after the event? 

   

2 Was this undertaken either by meeting with the patient, relative or carer, by 
telephone or by letter and was this communication and correspondence 
documented in the case notes/file? 

   

3 Did the member of staff acknowledge that an unanticipated adverse outcome had 
occurred, including any relevant facts regarding the nature of the outcome and 
definite and potential consequences for the patient and was this recorded in the 
case notes/file? 

   

4 In the event of an incident did the member of staff complete an untoward incident 
form to identify that the adverse outcome had occurred and confirm that the patient 
/ relative had been informed. 

   

5 Did the member of staff express sympathy or empathy for the patient's and/or their 
representative's feelings about the situation and record this conversation in the 
patient’s case notes/file, or by minutes of meetings, letters of correspondence to 
the patient or relative? 

   

6 Did the member of staff provide the patient and/or patient's representative with 
contact information for the responsible physician or lead communicator, depending 
on the circumstances of the individual case and was this recorded in the case 
notes/file? 

   

7 Did the member of staff offer support and counselling regarding the event and its 
consequences? 

   

8 Was a member of staff identified to communicate with the patient and/or their 
representative on an on-going basis, including providing the names and phone 
numbers of individuals to whom the patient and/or patient's representative may 
direct questions, concerns, or complaints? 

   

How all communication is recorded (3.2.10e) 

Q.   Yes No N/A 

9 Did the case file demonstrate that contact and open communication had been 
made between a) healthcare organisations (b) healthcare teams, (c) staff 
member(s), (d) patient(s) and/or (e) carer(s) by any of the following requirements 
for documenting communication: 

 

a) Letter     

b) Telephone     

c) Verbally spoken to directly/1:1 meeting      

d) E-mails    

e) Newsletters    

f) Minutes of meetings    

10 If a being open discussion meeting had taken place, did the minutes of the meeting 
record the time, place, date, as well as the name and relationships of all attendees 
and were the minutes filed within the case notes/file in chronological order? 

   

11 Was there a plan for providing further open communication and information 
between the (a) healthcare organisations (b) healthcare teams, (c) staff 
member(s), (d) patient(s) and/or (e) carer(s) documented within the case notes/file 
in chronological order? 

   

12 Was there written documentation in the case notes/file of offers of assistance and 
the patient’s and/or carer’s response? 

   

13 Were any questions raised by the (a) healthcare organisations (b) healthcare 
teams, (c) staff member(s), (d) patient(s) and/or (e) carer(s)   answered and 
recorded in the case notes/file in chronological order? 

   

14 Were written plans recorded in the case notes/file for follow up as discussed?    
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Appendix 13: Audit 
15 Were progress notes available relating to the clinical situation and was an accurate 

summary of all the points explained to the patient and / or their carer and was this 
recorded and filed in the case notes/file? 

   

16 Was a summary of the being open discussion shared with the patient and a letter 
sent summarising the meeting and was this recorded and a copy filed in the case 
notes/file 

   

17 Was a lead person identified for the (a) healthcare organisations (b) healthcare 
teams, (c) staff member(s), (d) patient(s) and/or (e) carer(s)   to contact if required? 
 

   

18 Was there evidence recorded in the case/notes file that regular contact had been 
made with the (a) healthcare organisations (b) healthcare teams, (c) staff 
member(s), (d) patient(s) and/or (e) carer(s) until the case had been closed 

   

19 Did the case file also include the following:  

(a) Incident Form / Complaint  Letter / Letter of Claim    

(b) Incident report    

(c Record of the investigation and analysis process    

20 Was the case file:  

(a) Separate to the patients clinical case notes     

(b) Held by the lead investigator     

(c) Stored in a locked cabinet in a secure location within the Clinical Governance 
Team Office 

   

21 Was a copy of relevant medical information filed in the patient’s clinical case notes 
and stored in a secure location 
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Appendix 14: Equality Impact Assessment Form 
Department Organisation Wide Service or Policy Strategy Date Completed: June 2013 

GROUPS TO BE CONSIDERED 
Deprived communities, homeless, substance misusers, people who have a disability, learning disability, older people, children and families, young 
people, Lesbian Gay Bi-sexual or Transgender, minority ethnic communities, Gypsy/Roma/Travellers, women/men, parents, carers, staff, wider 
community, offenders. 

EQUALITY PROTECTED CHARACTERISTICS TO BE CONSIDERED 
Age, gender, disability, race, sexual orientation, gender identity (or reassignment), religion and belief, carers, Human Rights and socio 
economic/deprivation. 

QUESTION RESPONSE IMPACT 

Issue Action Positive Negative 
What is the service, leaflet or policy 
development? 
What are its aims, who are the target 
audience? 

The Procedural Document is to ensure 
that all members of staff have clear 
guidance on processes to be followed. 
The target audience is all staff across the 
Organisation who undertakes this 
process. 

Raise awareness of the 
Organisations format and 
processes involved in 
relation to the procedural 
document. 

Yes – Clear 
processes identified  

 

Does the service, leaflet or policy/ 
development impact on community safety 

 Crime 

 Community cohesion 

Not applicable to community safety or 
crime 

N/A N/A  

Is there any evidence that groups who 
should benefit do not? i.e. equal 
opportunity monitoring of service users 
and/or staff. If none/insufficient local or 
national data available consider what 
information you need. 

No N/A N/A  

 Does the service, leaflet or development/ 
policy have a negative impact on any 
geographical or sub group of the 
population? 

No N/A N/A  

How does the service, leaflet or policy/ 
development promote equality and 
diversity? 

Ensures a cohesive approach across the 
Organisation in relation to the procedural 
document. 

All policies and procedural 
documents include an EA to 
identify any positive or 
negative impacts. 

  

Does the service, leaflet or policy/ 
development explicitly include a 
commitment to equality and diversity and 
meeting needs? How does it demonstrate 
its impact? 

The Procedure includes a completed EA 
which provides the opportunity to 
highlight any potential for a negative / 
adverse impact. 

   

Does the Organisation or service 
workforce reflect the local population? Do 
we employ people from disadvantaged 
groups 

Our workforce is reflective of the local 
population.   

   

Will the service, leaflet or policy/ 
development 
i. Improve economic social conditions 
in 

deprived areas 
ii. Use brown field sites 
iii. Improve public spaces including 

creation of green spaces?   

N/A    

Does the service, leaflet or policy/ 
development promote equity of lifelong 
learning? 

N/A    

 Does the service, leaflet or policy/ 
development encourage healthy lifestyles 
and reduce risks to health? 

N/A    

Does the service, leaflet or policy/ 
development impact on transport? 
What are the implications of this? 

N/A    

Does the service, leaflet or 
policy/development impact on housing, 
housing needs, homelessness, or a 
person’s ability to remain at home? 
 
 
 

N/A    

Are there any groups for whom this policy/ 
service/leaflet would have an impact? Is it 
an adverse/negative impact? Does it or 
could it (or is the perception that it could 

None identified    
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Appendix 14: Equality Impact Assessment Form 
exclude disadvantaged or marginalised 
groups? 

ACTION: 

Please identify if you are now required to carry out a Full Equality Analysis No (Please delete as 
appropriate) 

Name of Author: 
Signature of Author: 

Helena Lee Date Signed: 
June 2015 

 

Name of Lead Person: 
Signature of Lead Person: 

Helena Lee Date Signed: 
June 2015 

 

Name of Manager: 
Signature of Manager 

Simone Anderton Date Signed: 
June 2013 

 

 


