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1. INTRODUCTION

1.1.	Purpose

Fusion Radiology recognises and acknowledges the importance of good communication and openness between staff and patients at all times, not just when things go wrong.

The purpose of this policy is to set out the arrangements for open and honest communication following an event/incident, complaint or claim in compliance with the Being Open principles and Duty of Candour requirements.


1.2.	Scope

This Policy applies to all staff employed by Fusion Radiology. Responsibility for ensuring compliance with this policy rests with the registered manager. The registered manager is responsible for ensuring that all concerns/complaints are fully investigated and responded to within the agreed timeframe. All Fusion Radiology staff have a responsibility to read this policy and understand its impact on their area of work. Staff should be able to respond appropriately to a complainant and endeavour to achieve immediate resolution. If this is not possible, all staff have the responsibility to escalate the concern/complaint in accordance with this policy

1.3.	Definitions

Being Open Principles – The 10 principles developed by the NPSA and set out in Appendix 1 – these principles require Fusion Radiology and their staff to be open and transparent in all dealings with people who use our services. This applies equally to no harm or low harm events where the statutory Duty of Candour has not been triggered, but an apology and being open with the patient is the right thing to do. If felt appropriate, the Duty of Candour steps may still be followed (i.e. follow-up in writing, offer of the investigation report) for low or no harm events.

Duty of Candour Requirements 
The Duty of Candour requirements involve:

· Recognising when an event occurs that impacts on a patient in terms of harm;

· Acknowledging when things go wrong;

· Notifying the patient in person (wherever possible), explaining that something unintentional or unexpected has occurred and providing a true account of what happened;

· Apologising to the patient and/or representative;








· Ensuring the patient, family and carers are appropriately and adequately supported and kept informed following the event and during the investigative process;

· Keeping proper records of all steps in the process and sending a written notification to the patient;

· Supporting those involved to cope with the physical and psychological consequences of what happened in accordance with the Investigating, Learning and Supporting Guide.


Notifiable Safety Incident - any unintended or unexpected event that occurred during the provision of services that resulted, or could result, in:

· Death of the service user - where the death relates directly to the incident rather than the natural course of an illness or underlying condition

· Severe harm - a permanent lessoning of bodily, sensory, motor, physiologic or intellectual functions, including removing 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

· Moderate harm - harm that requires a moderate increase in treatment, and significant, but not permanent, harm. The moderate increase in treatment could for example be an unplanned return to surgery, an unplanned re-admission, a prolonged episode of care, extra time in hospital or as an outpatient, cancelling of treatment or transfer to another treatment area (such as intensive care)

· Prolonged psychological harm - means psychological harm which a service user has experienced, or is likely to experience, for a continuous period of at least 28 days

Patient Safety Incident - any unintended or unexpected event which could have or did lead to harm for one or more patients receiving NHS funded care.

Level of Harm – the possible levels of harm following a Patient Safety Incident as defined by the NPSA (RCA Glossary published by NPSA in August 2000):


2. POLICY

2.1.	Principles and how staff are encouraged to have open communication

Openness about what happened and discussing patient safety events promptly, fully and compassionately can help patients and carers cope better with the after effects. 

Being open is a process rather than a one-off event. The NPSA developed 10 Being Open Principles to guide organisations in how to be open. These principles are set out in full at Appendix 1 and underpin this policy.


2.2. An explanation of the process for acknowledging and explaining when things go wrong

This section should be read in conjunction with the flowchart found at Appendix 2.


2.2.1. Step 1: Event is identified and reported
If a complaint is to be made, or an incident is to be reported in which the Duty of candour is triggered, a Fusion Radiology incident form should be completed and reported to the registered manager.

2.2.2. Step 2: Verification

Once a report has been made, the registered manager will verify the level of harm attributed to the event by the reporter. The various levels of harm are set out in section 1.3 above and briefly are as follows:

· No harm
· Low harm
· Moderate harm
· Severe harm
· Death

The next steps will depend on the level of harm identified and the grading of the event. The following table summarises the possible outcomes:

	Level of Harm
	Action needed

	No Harm
	Follow the Being Open Principles (Appendix 1)

	or
	

	Low Harm
	

	
	

	Moderate Harm
	Follow the Being Open Principles (Appendix 1) and the Duty of

	or
	Candour Requirements (Steps 3 – 9 below and Appendix 2)

	Severe Harm
	

	or
	

	Death
	






Steps 3 to 9: The Duty of Candour Requirements

2.2.3. Step 3: Identify Responsible Duty of Candour Lead

The event owner assigned to the report is deemed to be the responsible Duty of Candour lead initially. In conjunction with Risk Management the event owner will consider if this should be changed to the registered manager or another appropriate member of Fusion Radiology staff.

2.2.4. Step 4: Duty of Candour Conversation

The responsible Duty of Candour lead must hold a face-to-face Duty of Candour conversation with the patient and/or their carers (as appropriate to the individual case). The following factors should be considered:

Timing

The initial Duty of Candour discussion with the patient and/or their carers should occur as soon as is practicably possible after recognition of the event, or at the latest within 10 days of the incident.

Location

· Use a quiet room where there are no distractions from work, and where there will be no interruptions;

· Do not host the meeting near to a place where the event occurred as this may be difficult for the patient, their family and carers.

Who should you have the candour discussion with?

· In the normal course of events, the candour conversation should take place with the patient, or the next of kin where necessary. Care must be taken to protect the confidentiality of the information about the patient and discussions should not be held with people who have been identified as people with whom the patient did not want information shared. Where information is shared then this should be restricted to that which is necessary and proportionate to enable the candour discussion to take place.

What if the patient cannot be contacted or declines to speak to staff about the incident?

In the event that the patient cannot be contacted or does not wish to speak to staff about the event, then, provided reasonable attempts have been made to have the 

candour discussion, a written record must be kept of the attempts to contact or speak to the relevant person. This record should be made in the patient’s notes.




Content of the initial Duty of Candour discussion

Inform the patient, their family and their carers of all the people (including their role) who will be attending the candour discussion in advance. This allows them the opportunity to state their own preferences about which Fusion Radiology staff should be present.
The core elements of the candour discussion

· A face to face meeting should be held where the patient and/or their representative will be provided with the following information:

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

· The patient should be provided with a true account and explanation of the facts as they are known at that time. Staff should stick to the facts that are known and agreed by the multidisciplinary team.

· An explanation should be given about what will happen next in terms of the further enquiries which will be carried out into the incident, the short through to long-term treatment plan and incident analysis findings.

· The patient must be provided with reasonable support in relation to the incident, including support during the face-to-face discussion.
· 

· It is essential that the following do not occur:
o Speculation;
o Attribution of blame;
o Denial of responsibility;
o Provision of conflicting information from different individuals.



2.2.5. Step 5: Written Apology and Notification

A written summary of the candour discussion must be forwarded to the patient or family/carers (as appropriate), as soon as is practicably possible. This will usually be from the registered manager. 
The written notification should include:


· Confirmation of the face to face discussion,
· An outline of the facts of the event,
· An open apology,

· Confirmation of the investigation process and individual contact details for the investigation team,

· The results of any enquiries carried out into the event to date.



A copy of the written apology and notification letter should form part of the patient’s medical record.

2.2.6. Step 6: Incident Investigation

An investigation into the cause of the event must be conducted. 


2.2.7. Step 7: Investigation Completion

Following approval, the letter and report are sent to the patient or representative from the Registered manager, unless they have specified that they do not wish to receive a copy. The offer of follow-up discussion is usually made.

Follow-up discussions are an important step in the candour process. Depending on the event and the timeline for the investigation there may be more than one follow-up discussion.

The following factors should be considered for any follow up meeting:
· The discussion should occur at the earliest practical opportunity;

· 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

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

2.3.	Key objectives regarding concerns/complaints

Fusion Radiology will also encompass the following key objectives:

  To provide an operational strategy to facilitate the effective management of concerns/complaints to meet statutory requirements;
  To provide easy access to complainants wishing to raise concerns ensuring that issues raised are managed in a consistent, fair and just manner for both complainant and complained against.  
 To provide separation of concerns/complaints from disciplinary procedures; 
 To empower all staff to resolve concerns/complaints at a local level and provide training and support to facilitate this proactive approach; 
 To provide a rapid and open process ensuring concerns/complaints are used as a mechanism for identifying where improvements in service provision are required;

3. ROLES AND RESPONSIBILITIES

3.1.     Registered Manager

The Registered Manager has overall accountability for ensuring that systems are in place to enable the implementation of the concerns, complaints and Duty of Candour Policy. The Registered manager is responsible for monitoring the effectiveness of this policy.

3.2.	All Staff

Have a responsibility to acknowledge and report any patient safety event and then to take appropriate advice from that point. Staff have a responsibility to act within their professional codes of conduct and to promote a culture within the Trust of openness, honesty and sound communication with patients, their family and carers.

4. DOCUMENT CONTROL

This will be an open policy and accessible via the intranet.

The author will in conjunction with the intranet administrator (Registered manager) be responsible for ensuring archiving of replaced electronic versions within the electronic document library. Requests for this policy in an alternative language or format (such as Braille, audiotape, large print etc.) will be considered and obtained whenever possible.


5. DISSEMINATION AND IMPLEMENTATION

A “publish and point” method of communication will be used, where relevant staff are informed about the publication of a new or revised document on the intranet and pointed to the location of that document.

This policy is a reference document. Relevant staff will be made aware of its existence and pointed to it for reference via staff induction, induction handbook and other risk management briefings.










6. MONITORING COMPLIANCE AND EFFECTIVENESS

6.1. Standards/Key Performance Indicators CQC Regulation 20 (in force from 27 November 2014)

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

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

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

(b) provide reasonable support to the relevant person in relation to the incident, including when giving such notification.
(3) The notification to be given under paragraph (2)(a) must—
(a) be given in person by one or more representatives of the registered person,

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

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

(d) include an apology, and
(e) be recorded in a written record which is kept securely by the registered person.

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

(a) the information provided under paragraph (3)(b),
(b) details of any enquiries to be undertaken in accordance with paragraph (3)(c),
(c) the results of any further enquiries into the incident, and
(d) an apology.

(5) But if the relevant person cannot be contacted in person or declines to speak to the representative of the registered person —
(a) paragraphs (2) to (4) are not to apply, and

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

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


NPSA Being Open Alert (November 2009)

1) Local policy: Review and strengthen local policies to ensure they are aligned with the Being open framework and embedded with your risk management and clinical governance processes.

2) Leadership: Make a board-level public commitment to implementing the principles of Being open.

3) Responsibilities: Nominate executive and non-executive leads responsible for leading your local policy. These can be leads with existing responsibilities for clinical governance.

4) Training and support: Identify senior clinical counsellors who will mentor and support fellow clinicians. Develop and implement a strategy for training these staff
and provide on-going support.

5) Visibility: Raise awareness and understanding of the Being open principles and your local policy among staff, patients and the public, making information

Visible to all.

6) Supporting patients: Ensure Patient Advice and Liaison Services (PALS), and other staff has the information, skills and processes in place to support patients through the Being open process.

6.2.	Process for Monitoring Compliance

6.2.1. Monitoring

Data analysis will be used to monitor the Concerns, complaints and duty of candour process for individual events. Other opportunities for relevant monitoring will be considered as required. 

6.2.2. Audit

Specific audits will be identified and undertaken as required in order to identify compliance with the requirements of this policy and to evaluate the effectiveness of the policy.

7. Contacts for reporting incidents and complaints

At Fusion Radiology, we want you to feel heard. We encourage the reporting of incidents so that we can work with you to solve any problems and improve our services.  Fusion staff responds and resolve complaints within 10 working days.

If you have any issues regarding Fusion Radiology staff or services, please contact us at:

Telephone: 01582 249216
Email: info@fusion-radiology.com 
Please send any written complaints to:  Compliance team
Fusion Radiology, 110-112 Leagrave Road, Luton, LU4 8HX

7.1  Health Service Ombudsman
Fusion Radiology will provide the details of the Health Service Ombudsman in all complaints responses and will co-operate fully with any investigation pursued by the Health Service Ombudsman. In such cases, the Patient Safety and Complaints Manager will act as the liaison officer.
If patient are still not happy with the response provided, you can ask the independent Parliamentary and Health Service Ombudsman to look at your complaint.
Parliamentary and Health Service Ombudsman
Millbank Tower
Millbank
London, SW1P 4QP
Phone: 0345 015 4033
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