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SERIOUS UNTOWARD INCIDENT reporting Policy

1. Introduction

1.1 This document outlines the arrangements for the reporting and investigation of Serious Untoward Incidents (SUIs) within Brent Teaching Primary Care Trust (tPCT).  
1.2 It follows the latest guidance from the Healthcare Commission, National Patient Safety Agency, NHS Litigation Authority, Department of Health and London Strategic Health Authority.  It builds on previous policies on serious incident reporting within the tPCT.

1.3 Under the Management of Health & Safety at Work Regulations 1999, employers are required to have appropriate arrangements in relation to health and safety management, which includes investigation of accidents and taking remedial action.

1.4 Strategic Health Authorities (SHAs) are responsible for the reporting arrangements around SUIs and potential areas of media interest.  The SHA will brief upwards to the Department of Health.  This policy therefore recognises the need to notify the Strategic Health Authority as quickly as possible of all relevant serious incidents.

1.5 The Serious Untoward Incident Procedure is for reporting and management of serious incidents.  The definition of an SUI is at Section 2 below and examples of serious incidents which would fall under this procedure are at Appendix 1.  This list is not exhaustive.
1.6 The Policy for the Reporting and Management of Incidents (Incident Management Policy) should continue to be used for all incidents which do not fall under the definition of a SUI.
1.7 The tPCT recognises the importance of ensuring lessons are learned from all adverse events.  

1.8 Investigations of SUIs will use the Root Cause Analysis (RCA) technique and will focus on establishing the root causes of the incident to understand what, how and why it happened.  

1.9 Root Cause Analysis is used to identify areas for change, recommendations and sustainable solutions, to help minimise the re-occurrence of the incident type in the future.  This approach is equally applicable to complaints and claims. 

1.10 The National Patient Safety Agency’s Root Cause Analysis e-learning programme is a modular online training programme with support materials available to download and use.  It has been designed to help busy NHS staff whose training must adapt to fit hectic schedules.  The RCA e-learning 
1.11 programme and toolkit can be found at http://www.npsa.nhs.uk/health/resources/root_cause_analysis.  

1.12 Introductory training in Root Cause Analysis will be available to all staff internally through courses run internally by the Trust.

1.13 Every directorate and department will have staff that have completed this introductory training and an ongoing programme to maintain or increase levels of understanding.

1.14 Advanced investigation techniques training has been delivered to those staff with specific responsibilities for developing the safety agenda for patients and for staff.  

1.15 However, it will be re-introduced systematically to managers through use of the NPSA’s Root Cause Analysis e-learning programme.
2. Definition of a Serious Untoward Incident
2.1 A Serious Untoward Incident (SUI) can be defined in general terms as something out of the ordinary or unexpected, with the potential to cause harm, and/or likely to attract public and media interest.  This may be because it involves a large number of patients, there is a question of poor clinical or management judgement, a service has failed, a patient has died under unusual circumstances, or there is the perception that any of these has occurred.  
2.2 SUIs are not exclusively clinical issues - an electrical failure for example may have consequences that make it an SUI.  Accidents in which serious injury is suffered may also be SUIs.
2.3 In deciding whether or not you are dealing with a serious untoward incident, consider the possible impact the incident could have, including in the media.  If it could be damaging to the NHS, the incident needs to be reported.  The catchphrase is “no surprises”.  
2.4 If you are unsure whether or not an issue needs reporting, seek advice from your Director, the Director of Nursing, Quality & Clinical Governance or Risk Manager.  Following this, if there is still uncertainty, the relevant Director for the service in which the incident has occurred must check with the London Strategic Health Authority’s (SHA) Head of Governance or Communications Manager.

3. roles & responsibilities

3.1 Throughout this document, the roles and responsibilities of staff from the Chief Executive to all employees are described at each stage of the SUI process.
3.2 However, useful checklists for the Chief Executive, Lead Directors (corporate, provider and commissioned services), Director of Nursing, Quality & Clinical Governance, Line Managers and Investigating Managers are at Appendix 6.
4. Grading incidents for severity, Risk Assessments & Appropriate levels of investigation
4.1 Incident Severity

4.1.1 The staff member completing the incident reporting form should grade the incident in consultation with their line manager (or if unavailable, the staff mentioned in section 2.4 above) before the incident is entered onto the database.  The grading must be done as soon as possible after the event to trigger appropriate reporting and investigation.  
4.1.2 In line with NPSA guidance, incident severity is based on the level of harm caused at the time of the incident.  The immediate assessment of incident grade should be undertaken quickly, and it is not necessary for the assessor to be in possession of all the facts at the time of grading the incident.  
4.1.3 The incident will be re-graded following the investigation.
4.1.4 The Trust incident gradings are:

· Death (caused by the incident) 
· Severe (Permanent or long term harm e.g. brain damage, loss £500k- £1m)
· Moderate - (Short term harm e.g. fracture, loss £50k- £500k)
· Low - (Minimal harm e.g. bruising, loss under £50k)
· None (No harm occurred)
4.1.5 Within Brent tPCT an SUI will normally be categorised as those graded ‘Death’ or ‘Severe’.  However, there may be incidents which fall into a lower category but due to potential adverse media coverage will be considered an SUI.  This will include those events reportable to the SHA as detailed in their SUI procedure.
4.2 Appropriate Levels of Investigation

4.2.1 Different grades of incidents will require different depths of investigation which will be undertaken by various levels of management.  
4.2.2 A full incident investigation or Root Cause Analysis (RCA) will not be required in all cases but will be carried out for all incidents identified as serious and falling under this policy.
4.2.3 RCA investigation techniques will be used in all cases of unexpected deaths, permanent injury, loss of function or body part directly related to an incident, or cases likely to attract media interest.
4.2.4 The ‘SUI Investigation Procedure’ describes the responsibility for investigations.
4.2.5 All SUI investigations will be led by a senior manager appointed by the Lead Director, and will be undertaken using the Root Cause Analysis (RCA) technique.
4.2.6 In such cases, investigations will be led by staff with a degree of independence from the incident.
4.2.7 For near misses or incidents with less harmful outcomes where a full investigation/RCA is not considered appropriate, much learning can be derived by carrying out less intensive investigation approaches. 
4.2.8 In those cases, the Incident Management Action form, available on the intranet will be used. 
4.2.9 RCA will be actively considered for a proportion of these incidents, based on level of harm (or potential) and/or potential to learn lessons both about prevention and mitigation. 
4.2.10 Trends in injury / illness data may also indicate a need to investigate more of a particular type 
of incident using RCA so such data will be regularly reviewed.
4.3 Risk assessments
4.3.1 Proactive risk assessment is about identifying where things could go wrong before they do so. It is important to ask, in advance, questions like "what could go wrong here?"; what is the worst likely harm, if it does go wrong?, "how many people might be affected?" (consequence) and "how often in a day/week/year could it go wrong?" (likelihood). 
4.3.2 Answers to these sorts of questions allow a judgement to be made about how much should be done to reduce risk as far as is reasonable.
4.3.3 An existing risk assessment may have identified the possibility of the current incident occurring.  Following the incident, this risk assessment should be reviewed.  As part of managing the incident, the line manager (or site manager where applicable) should be looking to see if the likelihood or consequence risk score has increased as a result of the incident.  If so, then the procedure outlined in the Risk Management Strategy should be followed.  
4.3.4 The manager should also determine whether the existing controls and action plans associated with that risk are effective, or being implemented. This may result in a risk being upgraded from a low to medium or medium to high risk.  
4.3.5 New risk assessments should be produced by the manager where none existed before.  These will be reactive but the purpose will be as above – to determine levels of risk and appropriate control measures.
4.3.6 Old risk assessments must be retained, as these may provide evidence that action was taken or may be required should a civil action be brought against the tPCT. 
4.3.7 Once the recommendations from the investigation have been implemented, the manager should revisit the risk assessment to check whether the risk has reduced as a result of actions taken.
4.3.8 The Risk Manager must be notified where the risk is graded Moderate (6-12, Amber) or High (15-25 Red) so the risk can be entered onto the tPCT Corporate Risk Register.  
4.3.9 Risk Management will inform the responsible manager through risk reports for each directorate when such an entry has been made. 
4.3.10 Managers must review red risks after 1-6 months and Amber risks after 6-12 months.  The manager responsible for the department or area will normally be expected to conduct the review.  In more serious or complex cases Risk Management or other senior managers may be involved.
4.3.11 Risk assessments will also be recorded on the team, department and directorate risk register.
5. Immediate Action and Reporting Procedure
5.1 The first action after any incident is to ensure the safety and well being of patients and staff.  This may be by removing them from an area or seeking and administering emergency medical treatment on site or by admission to an acute A&E department via blue light ambulance.
5.2 Statements should be obtained from witnesses as a written record of their recollection of events will all be invaluable at a later investigation. 
5.3 It is important that evidence associated with an incident is preserved. This is particularly relevant in relation to equipment.  
5.4 Any equipment suspected of being the cause of, or implicated in the incident must, as far as possible, be withdrawn from use, labelled and securely stored.  It must not be returned to the manufacturer/supplier without contact with the Medicines and Healthcare Products Regulatory Agency (MHRA) for medical equipment or Health & Safety Executive (HSE) for other equipment.  
5.5 Other evidence, if it is relevant to the incident, may also need to be retained.  This includes product packaging.  
5.6 For other areas where a violent incident has taken place, it may be important to record the evidence photographically.
5.7 Incidents that occur during ‘office hours’ will initially be managed by the relevant clinical and management team.  It is the responsibility therefore of all members of staff, if involved in, discovering or observing a Serious Untoward Incident, to immediately report the incident to the most senior manager available.  Initially this can be done verbally followed by completion of the incident report form on the same day of the incident.  All Serious Untoward Incidents must be reported - failure to report will be treated as a breach of Trust procedures.
5.8 It is the responsibility of the Director to whom the incident is reported to confirm the incident meets the criteria of a serious untoward incident.  
5.9 He/she must immediately inform the Chief Executive and Director of Nursing, Quality & Clinical Governance of the facts of the SUI.  
5.10 The Director for the service in which the incident has occurred will be designated as Lead Director for that incident.  In managing the investigation, the Lead Director will follow the procedure laid down in this and other relevant policies.
5.11 Out of Hours - the Senior Manager or Clinician will inform the Senior Manager on-call, who will then be responsible for contacting the on-call Director.
5.12 Other Trusts who have services on Brent tPCT premises should ensure that any Serious Untoward Incident occurring on Brent tPCT premises is reported to the Chief Executive.  
5.13 Where Brent tPCT is providing services in premises owned by any other Trust, any Serious Untoward Incident should also be reported to the Chief Executive of that Trust.
5.14 Following the report of a SUI, it is the responsibility of the Chief Executive or his/her nominated representative to ensure that the following reporting arrangements (also summarised at Table 1 below) are followed. 
5.15 The Chief Executive may delegate the day-to-day responsibility for ensuring the procedures are followed to the Director of Nursing, Quality & Clinical Governance.
5.16 The Director of the area where the incident occurred (Lead Director) is responsible for completing the London SHA Serious Untoward Incident Notification Form (Appendix 2) immediately they are informed of the incident.  

5.17 On completion, the form should be forwarded to the Chief Executive and Director of Nursing, Quality & Clinical Governance for sign off.  The Director of Nursing, Quality & Clinical Governance will ensure the information is entered onto the London SHA database for serious untoward incidents (STEIS) within 24 hours.
5.18 The Lead Director must also ensure that the tPCT electronic incident report form is completed in accordance with the Trust’s ‘Policy for the reporting and management of incidents’.
5.19 The incident report form may cross refer to any documents produced as part of the SUI report.  

5.20 The Lead Director is responsible for ensuring that the Director of Nursing, Quality & Clinical Governance is informed.  The Director of Nursing, Quality & Clinical Governance will work with the Lead Director to ensure that an appropriate initial investigation is carried out in line with the tPCT procedure on investigating Serious Untoward Incidents.  

5.21 Some incidents will need to be reported to external agencies.  The agencies are detailed at Appendix 3.
5.22 Where a Serious Untoward Incident includes court procedures or GMC/Regulatory Body proceedings sometime after the initial incident, the imminence of such proceedings must be reported to the Strategic Health Authority.  
5.23 The Chief Executive is responsible for ensuring that tPCT Board members are informed of the SUI at the earliest opportunity.  
5.24 The Director of Nursing, Quality & Clinical Governance is responsible for co-ordinating the implementation of the Serious Untoward Incident Policy and the Serious Untoward Incident Investigation Procedure.
5.25 Any accidental death and major injuries, which are not due to clinical causes, will need to be reported to the Health & Safety Executive (HSE) as soon as possible under RIDDOR and no later than 10 days after the incident.
5.26 Assaults on staff need to be reported to the Police and also the Counter Fraud and Security Management Service (CFSMS). 
5.27 Reporting of incidents to external agencies will follow the arrangements detailed in the Brent tPCT ‘Policy for the Reporting and Management of Incidents’ (see extract at Appendix 3).
	TABLE 1: REPORTING ARRANGEMENTS IN CASE OF AN SUI
	
	

	Action
	Timescale
	By whom

	Notify a senior manager about the incident
	Immediately
	Staff member involved

	Decide whether definition of SUI applies
	Immediately
	Lead Director

	Verbal report to the SHA giving brief details of the incident and the name of the investigator. Contact relevant Relationship or Performance Manager or the Head of Clinical Governance by telephoning 020 7932 3756/3988.

OR
Out of hours urgent notification should be made to 08700 555 500 Pager # LON 01
	Immediately
	Lead Director

	Complete London SHA SUI notification form at Appendix 2 and forward to Chief Executive and Director of Nursing, Quality & Clinical Governance for sign off
	Immediately 
	Lead Director

	Ensure Brent tPCT electronic incident report form completed
	Same day 
	Lead Director

	Notify tPCT Board members
	At earliest opportunity
	Chief Executive

	1 Ensure incident entered onto London SHA database (STEIS)
2 Inform host PCT and/or commissioning PCT (where required)
	Within 24 hours
	1 Director of Nursing, Quality & Clinical Governance

2 Lead Director

	1 Re-confirm whether SUI or not 
2 Update STEIS accordingly
	Within 3 working days of incident occurring
	1 Lead Director

2 Director of Nursing, Quality & Clinical Governance

	Provide appropriate information to other relevant bodies e.g. Police, HSE, NPSA etc.
	As within Incident Management Policy (see Appendix 3)
	As within Incident Management Policy (see Appendix 3)

	(1) Complete investigation including final report and action plan and send to Chief Executive and Director of Nursing, Quality & Clinical Governance.
(2) Ensure SHA STEIS database updated accordingly and report themes, trends & Learning to SHA Clinical Governance Network as required
	(1) 45 days 
(2) 60 days
	(1) Lead Director

(2) Director of Nursing, Quality & Clinical Governance


6. Communicating with patients/clients, relatives, carers, members of the public
6.1 Where an SUI occurs, the investigating manager will follow the process in Brent tPCT’s “Being Open Policy” which describes the process for communicating with those affected by an incident.  These include patients/clients, relatives, staff, visitors, contractors and members of the public.
6.2 The Being Open process includes the following actions:
· Inform the patient/client or his/her relative(s), carers, members of public and staff of the incident as soon as possible after the incident.  The patient/client or his/her relatives must be informed before the media.
· Record the incident and all subsequent treatment given as a result of it, in the patient’s/ client’s healthcare records.

· Offer appropriate care and counselling.
· Inform the patient/client’s GP.
6.3 It is of primary importance that those directly involved in the incident are kept informed of the progress made in investigating the incident.

7. Handling Media Interest
7.1 Every SUI has potential for media interest and for this reason the Strategic Health Authority must be notified in accordance with the timescales in Section 4 above. 
7.2 The Lead Director will contact the tPCT’s Head of Communications, who will liaise with the Strategic Health Authority to ensure appropriate action is taken.
7.3 The Head of Communications will liaise with the Strategic Health Authority and the Lead Director in ensuring that the patient/client and his/her relatives are informed at the appropriate time that the incident may cause media attention.  
7.4 If necessary, the patient/client will be offered support in dealing with the media.  Patient/clients will be given any emergency helpline number as advised by the Strategic Health Authority.
7.5 The Lead Director will seek guidance from the tPCT’s solicitors as necessary regarding any legal points, and the Director of Nursing, Quality & Clinical Governance will advise on any Caldicott / confidentiality issues.
8. Major Incident
8.1 In the NHS, a major incident is “any occurrence which presents a serious threat to the health of the community, disruption to the health service, and causes (or is likely to cause) such numbers or types of casualties that leads to require the implementation of special arrangements by one or all of the emergency services, the NHS or the Local Authority”.
8.2 In the event of the SUI being declared a Major Incident, the tPCT’s Major Incident Plan will be implemented.  This is available on the tPCT’s shared folders (with the relevant password).
8.3 The plan clearly sets out the role of the Teaching Primary Care Trust during an incident and the roles and responsibilities of all staff including, in particular, that of the lead Director or out of hours ‘on-call’ Director who has full authority to respond to the incident on behalf of the Chief Executive.
9. Establishing and maintaining a hotline/operation room

9.1 Brent tPCT’s Major Incident Control Centre located at the Wembley Centre for Health & Care is set up as a control suite for tPCT local incidents.
9.2 In the event of an SUI activating the major incident plan, or requiring an operations room to be established these facilities will be used as the operations room for hotline and helpline facilities.
9.3 It is the on-call Director or Senior Manager on-call’s responsibility to decide to open the Major Incident Control Centre and call out the Major Incident Control Team once they have assessed the information.
9.4 The Major Incident Control Centre is equipped with a number of GTPS telephone lines, GTPS fax lines, e-mail (with a dedicated Brent tPCT major incident e-mail address) and photocopying facilities.  A Major Incident Control Box containing documentation and equipment is stored in the reception area for the control centre.
9.5 All on-call staff including Directors attend training sessions on familiarising themselves with the practical setting up of the Major Incident Control Centre and the use of the facilities.
9.6 There are also ‘back-up’ facilities at another centre, details of which are available in the tPCT’s Major Incident Plan.
9.7 Should the on-call Director or senior manager make a decision to open up the Major Incident Control Centre and hotline arrangements, the Major Incident Plan procedure will be followed, in terms of maintaining services, documentation and IT support etc.

10. Our commitment to a fair and open culture
10.1 A clinical or non-clinical error, accident or incident, however serious, is rarely caused wilfully.  It is not, in itself, evidence of carelessness, neglect or a failure to carry out a duty of care.  Errors are often caused by a number of factors including, process problems, human error, individual behaviour and lack of knowledge or skills.  Learning from such incidents can only take place when they are reported and investigated in a positive, open and structured way.  
10.2 Determining safe practice is an important part of successful risk management.  Moving away from punishing errors to learning from them will promote a fair and open culture and safe practice throughout the organisation.  This will enable the tPCT to identify trends and take positive action to prevent the incident from happening again.
10.3 To promote a fair and open culture and encourage the reporting of incidents, the tPCT will take a non-punitive approach to incidents.  
10.4 Staff remain accountable to users, carers, the tPCT and their professional bodies for their actions, but a non-punitive approach means that disciplinary action will not be taken against a member of staff for reporting an incident, except in the rare circumstances where there is evidence of:

· Gross professional or gross personal misconduct

· Repeated breaches of acceptable behaviour or protocol

· An incident that results in a police investigation.

10.5 This policy must be read in conjunction with the tPCT’s Whistle Blowing Policy which endorses this approach and which should be referred to for the process which enables staff to raise concerns without fear of punishment. 
11. Support for staff 

11.1 The tPCT recognises that a SUI, whether direct or indirect is potentially stressful for all employees, both for those who are directly involved and those who are not.
11.2 The tPCT’s expectation is that line managers will ensure that the appropriate support is discussed and made available to staff.  The tPCT will continue to make available to all staff, access to support and counselling services.
11.3 Staff who have concerns regarding the delivery of care or services or the running of the tPCT’s business should refer to the tPCT’s Whistle Blowing Policy.
12. Procedure for reporting a Serious Untoward Incident in a commissioned service
12.1 The key services commissioned by the tPCT include primary care independent contractors, acute services and jointly commissioned services such as with the local council.  This is not an exhaustive list and this section will apply to all services commissioned by the tPCT.

12.2 All services commissioned by Brent tPCT are expected to have procedures for identifying and handling SUIs along with other incidents of lesser severity.
12.3 All NHS organisations are responsible for ensuring that incidents are reported to the National Patient Safety Agency (NPSA) and Strategic Health Authority.

12.4 All commissioned services should report SUIs involving/impacting on Brent tPCT patients immediately to the tPCT.  
12.5 The report should be sent to the relevant link manager of the commissioned service in the tPCT.

12.6 The relevant link manager will immediately notify the director responsible for commissioning that service.  
12.7 The director responsible for commissioning will meet with the Chief Executive, Medical Director and Director of Nursing, Quality & Clinical Governance to agree the action to be taken with the contractor.

12.8 The director responsible for commissioning will thereafter be designated the Lead Director for the incident and follow the requirements set out in this document so far as they are applicable.

12.9 The director responsible for commissioning will ensure the SUI is notified to the Executive Management Team, Board sub-committee responsible for overseeing risk management and Risk Manager.
12.10 An annual report on commissioned service incidents will be produced by the director responsible for commissioning that service for inclusion in the risk management annual report.
13. process for monitoring the effectiveness of the SUI policy
13.1 The tPCT will monitor the effectiveness of this policy through key performance indicators (KPIs) which will include a two-yearly review of the policy to ensure it meets the minimum requirements within the relevant National Health Service Litigation Authority (NHSLA) and core Standards for Better Health.  The core standards incorporate National Patient Safety Agency guidance.
13.2 The KPIs to be used will be:
· The SUI reporting policy contains all the minimum requirements within the relevant National Health Service Litigation Authority (NHSLA) Standards and core Standards for Better Health
· 100% of SUIs are entered onto the SHA STEIS incident database within 24 hours of the incident occurring/being discovered
· 100% of SUIs are reported on the Brent tPCT incident form within 24 hours of the incident occurring/being discovered

· 100% SUIs a) contain a Trust incident grading for severity when reported on an incident form and b) the incident severity is based on the level of harm caused at the time of the incident
· For 100% of SUIs, a new risk assessment is produced or an existing risk assessment is reviewed by the responsible manager

· For 100% of SUIs, the risk assessment is revisited to check whether the risk has reduced as a result of actions taken once the recommendations from the investigation have been implemented.
· 100% of SUIs are notified to the relevant bodies within the required timescales
· An annual risk management report including the results of the KPIs and improvement actions is produced for the Board committee responsible for overseeing risk management
13.3 The Risk Manager will be responsible for ensuring the audit is conducted.

13.4 The Risk Manager will develop an audit tool enabling the measurement of the key performance indicators. 

13.5 The audit will be conducted once a year.
13.6 The results of the audit will be included in the annual risk management report together with recommendations for improvement.
13.7   The annual risk management report will be submitted to the Board committee responsible for overseeing risk management.
14. Dissemination, Implementation and Access to this Document

14.1 This policy will be disseminated and made available by being placed in the policies section of the Brent tPCT internet and intranet.  It will also be sent to each Director with a PowerPoint presentation highlighting key sections for onward forwarding to their operational staff.  
14.2 Additional training on this policy will be provided for the following groups of staff:

· Executive and Non-executive Board Members as part of the annual Board risk management training

· Managers through special risk management training for managers

· All other staff within the mandatory induction training for new staff and refresher training for existing staff

15. Review, Updating and Archiving of this Document

15.1 This policy will be reviewed every two years.
15.2 This procedure will be archived by the Chair of the Board sub-committee responsible for risk management by removing it from the intranet and internet and placing it in an archive folder.
SERIOUS UNTOWARD INCIDENT INVESTIGATION PROCEDURE

1. Introduction
1.1 This document lays out the Serious Untoward Incident (SUI) investigation procedure for the tPCT and details the responsibilities of managers.

1.2 The investigation procedure begins after the reporting of the SUI to the lead Director in accordance with the tPCT’s Serious Untoward Incident Reporting Procedure above.
1.3 Following a SUI and the completion of the investigation, the Chief Executive, in conjunction with the lead Director, Director of Nursing, Quality & Clinical Governance and/or Medical Director, will meet to review existing procedures in the light of the investigation.

1.4 Following a review of the incident, the Chief Executive will ensure that procedures are adopted or altered to reflect the lessons learnt from such incidents.

1.5 The Chief Executive will ensure that such procedures are disseminated to all departments.

1.6 The Board sub-committee with responsibility for overseeing risk management will monitor the completion of action plans and the subsequent sharing of lessons learnt.
1.7 The sub-committee may obtain this assurance from nominated groups or individuals within the Trust.
2 Investigation and external reporting procedure

2.1 Different grades of incidents will require different depths of investigation to be undertaken by various levels of management.  
2.2 All Serious Incident investigations will be led by a senior manager and must be undertaken using the Root Cause Analysis (RCA) technique (see sections 1.9 and 1.10 in the SUI Policy for description of a root cause analysis investigation and training arrangements).

2.3 The sections below describe in the case of each type of investigation, responsibilities, report contents and reporting procedure etc.

2.4 Initial Investigation

2.4.1 Each SUI investigation will follow the requirements of this section.

2.4.2 The purpose of the initial investigation is to determine the facts of the case.
2.4.3 The Lead Director on being informed of a potential Serious Untoward Incident will:

a) Work with the Director of Nursing, Quality & Clinical Governance in setting up the initial investigation.

b) Ensure that the Board sub-committee responsible for overseeing risk management is informed.

c) Keep the Chief Executive and Director of Nursing, Quality & Clinical Governance advised of the progress of the investigation.

2.4.4 The Director of Nursing, Quality & Clinical Governance will agree with the lead Director which Managers should be involved in carrying out the investigation. 

2.4.5 The lead Director will produce a report setting out the findings of the initial investigation with recommendations.  The recommendations will be developed into detailed action plans.  The guide to report writing and report format including action plan to be used is at Appendix 5.
2.4.6 Each recommendation will include evaluation of the costs and benefits of solutions when deciding which to prioritise and how they will be resourced.  The benefits of this evaluation will include reduced risk and other important benefits (e.g. morale) which may be difficult to quantify.
2.4.7 Recommendations will be developed using the lessons learnt from across the whole organisation’s risk management system, safety alert bulletins (SABS) and from other nationally issued healthcare safety information from relevant bodies such as the Department of Health, National Patient Safety Agency, Medicines and Healthcare Regulatory Agency, Health & Safety Executive, professional bodies etc.
2.4.8 The initial investigation will gather the information necessary to provide the minimum data set required by the National Patient Safety Agency.  The Minimum data set for investigation includes the following:

a) What happened (event/near miss description, severity of actual or potential harm, people and equipment involved.)?
b) Where did it happen (location/speciality)?
c) When did it happen (date and time)?
d) How did it happen (immediate or approximate causes)?
e) Why did it happen (contributory and root causes)?
f) What action was taken or proposed (immediate and longer term)?
g) What impact did the event have (harm to the organisation/patient/others)?
h) What factors did or could have minimised the impact of the event?
2.4.9 The lead Director will, in discussion with the Director of Nursing, Quality & Clinical Governance:

a) Liaise with the SHA as appropriate.

b) Report the incident to any other agency with legitimate interest, e.g. police, social services, other Trusts
c) Consider seeking legal advice

d) Secure any records pertaining to the incident.

e) Liaise with the Head of Communications
f) Liaise with the Medical Director where required
2.4.10 The Director of Nursing Quality will discuss the report with the nominated officer from the National Patient Safety Agency and agree what further action, if any, needs to be taken.
2.4.11 The lead Director will forward the final report to the Board sub-committee responsible for overseeing risk management via the Risk Manager.

2.4.12 The Board sub-committee will monitor the completion of actions.  The Lead Director will inform the Chief Executive of the results of his/her investigation.  

2.4.13 The Board sub-committee responsible for overseeing risk management will take responsibility for informing the Board of the results of SUI investigations in quarterly reports.
2.5 Further investigations
2.5.1 The SHA/National Patient Safety Agency may require further investigations to be carried out.  The format of this will depend on the incident:
2.5.2 In some circumstances, the Healthcare Commission may be involved in the follow up stages to the reporting of the incident and initial trust investigation/inquiry.  Most frequently this will follow an invitation from the trust/SHA.
2.5.3 In some instances it will be decided that an inquiry will be led by the SHA.  In this instance or in situations where it is felt a formal inquiry cannot be convened until any legal proceedings are finished, factual statements from those involved in the incident should be forwarded to the Chief Executive for review, thus allowing remedial action to be decided if indicated.
2.5.4 In some (rare) circumstances a formal External Inquiry will be required.  The setting up of an External Inquiry will always be agreed with (and usually instigated by) the SHA.
2.5.5 To facilitate further investigations, a senior manager will be appointed to support the investigation and prepare the final report.

2.6 A more detailed investigation within the tPCT requiring a formal investigatory panel

2.6.1 The Lead Director will be responsible for appointing an investigatory panel when requested by the Chief Executive establishing its terms of reference and co-ordinating the investigations of the panel.

2.6.2 The Director of Nursing, Quality & Clinical Governance will provide appropriate support to the lead Director.
2.6.3 The Lead Director will be responsible for making any additional reports to external agencies, and ensuring the preparation of a final report on the incident to the Chief Executive.
2.6.4 The internal investigation panel will comprise a minimum of three people at either Trust board or Executive board level.  It must include an appropriate member of the profession concerned who is closely associated with aspects of the incident under scrutiny but not directly involved in the incident.  In the most serious cases raising issues of public confidence in the service, the internal investigation will necessitate tPCT board involvement. 

2.6.5 In exceptional circumstances, the guidance contained in Health Memorandum HM (66)15: Methods of dealing with complaints by patients relating to the conduct of Health Authority/Trust investigations may be applied.  This enables the appointment of an independent person or panel to investigate a very serious incident, which could, or does, engender public concern.  These arrangements do not preclude a professional from another organisation being invited to participate in a tPCT convened investigatory panel if the Chief Executive believes this would be beneficial.
2.6.6 The terms of reference for an investigatory panel must include:

a) Composition of the inquiry including external advisors as necessary.
b) Style and nature of the internal inquiry which could range from a straightforward fact finding investigation to a more formal inquiry membership drawn from beyond the local NHS (advice is available from the SHA).
c) Who should lead it (this should normally be somebody from an organisation external to the one where the incident took place in the most straightforward of cases).

d) A requirement to consider any other relevant factors raised by the incident.

e) A remit to investigate the circumstances surrounding the incident in question.

f) To produce a report on its findings, making recommendations on the best course of action to be taken to remedy any unsatisfactory matters, and to ensure as far as possible that no similar incident is repeated in the future.

g) Methods of working to include such issues as confidentiality, conducting interviews, clearing notes and statements with interviewees, etc.

h) Critical dates (e.g. Completion of report).

i) Arrangements for handling the subsequent report e.g. is it to be published in full, in part, or not at all. The presumption should be that as much of the information as possible will be disclosed about a serious untoward incident of significant public interest unless there are very good reasons for not doing so. Where such reasons exist they should be explained clearly to the public. Names of staff and patients should be anonymous at all times.

2.6.7 The Director of Nursing, Quality & Clinical Governance will provide support to the Lead Director and any investigating panel.
2.6.8 The panel will use the report format at Appendix 5.
3 Communication
3.1 The investigating manager will be responsible for keeping informed patients/clients, relatives, staff, visitors, contractors and members of the public affected by an incident.  
3.2 It is of primary importance that those directly involved in the incident be kept informed of the progress of the investigation and must be kept informed before the media.
3.3 The outcome of the investigation must be reflected in future practice throughout the Trust.
3.4 The tPCT should ensure that arrangements are in place for reporting appropriate incidents to the Nursing and Midwifery Council (NMC)/General Medical Council (GMC) or other relevant professional bodies.
3.5 Once the investigation begins, staff other than the investigating manager should refrain from direct discussion with the patient or family concerned on any matters relating to the incident.  Any such queries should be redirected accordingly.
3.6 The investigatory panel will call witnesses to give evidence and ask staff to submit statements. Any employee, who has been involved in an incident that may require investigation, shall be removed from caring for any patient or family of a patient who may be involved.  
3.7 Staff involved in providing information should limit any accounts of adverse incidents to their own involvement, rather than speculation or criticism of the roles of others. The statements should be factual and should be written as quickly as possible following the incident. These statements may be used later at a Coroner’s hearing.  A witness statement template is included in Brent tPCT Incident Reporting Policy & Procedure (see extract at Appendix 4).
3.8 Expert advisers will be called if required.
3.9 Every effort should be made to complete the initial investigation as soon as it is practicable.  As far as possible this must be no later than 45 days after the initial report of the incident is received.  Where this is not possible, the Chief Executive should be informed.  Any other issues that are discovered as a result of the investigation, such as disciplinary issues, will be dealt with separately through the appropriate procedures.
3.10 The findings of the investigatory panel will follow the standard format (Appendix 5) and must include the following:

a) Statements of membership and terms of reference.

b) A detailed description of the history of events.

c) The panel’s conclusion on the sequence of events.

d) Recommendations for remedial action.

3.11 The report will be submitted to the Chief Executive who may nominate the Director of Nursing, Quality & Clinical Governance to forward a copy to the SHA, and ensure that the report is considered by the Trust Board.
3.12 The Chief Executive (or if nominated, the Director of Nursing, Quality & Clinical Governance) will determine the appropriate follow-up action including any liaison with the patient or relative.
3.13 The Lead Director has responsibility for liaising with patients and relatives, notifying them of the incident and ensuring that they are kept informed of appropriate information surrounding the incident.
3.14 Any press enquiries relating to the incident should be forwarded to the SHA.  They will then co-ordinate all press handling and ensure any statement to be issued is approved by the relevant parties, and liaise with the Department of Health as appropriate. 
3.15 The Trust’s Director of Nursing, Quality & Clinical Governance will be responsible for maintaining a file of all Serious Untoward Incidents and associated reports.
3.16 The Director of Nursing, Quality & Clinical Governance will be responsible for the regular reporting of Serious Untoward Incidents to the Management Team and the tPCT’s Board sub-committee responsible for overseeing risk management.

4 invovlement of relevant stakeholders

4.1 There may be a requirement for external agencies such as the Health and Safety Executive (HSE), the Medicines and Healthcare Products Regulatory Agency (MHRA), the Police or Environmental Health Agency (EHA) etc. to be involved in an investigation.

4.2 They may be needed to help investigate certain incidents which may be outside the expertise of individuals within the tPCT such as the failure of a medical device or an adverse drug reaction. 
4.3 The responsibility for contacting these individuals, and the circumstances in which their involvement may be required is at Appendix 3.  
4.4 It may also be necessary, if an incident occurs across a number of organisational boundaries, to work together in a joint investigation.  This will be managed in accordance with the concordat on joint investigations within the health service.

5 Confidentiality
5.1 Incidents relating to Serious Untoward Incidents are of a confidential nature.  Staff involved in the handling of information or investigations concerning untoward incidents must not divulge information which would breach confidentiality.

5.2 Any breach of confidentiality will be treated as a serious matter and may lead to disciplinary action.  
5.3 It is important to remember that any document may be discloseable in a civil court should a case be brought against the tPCT.

6 SHARING OF LESSONS LEARNT
6.1 The sharing of the lessons learnt post investigation is a critical part of incident management. 
6.2 Following a review of the incident, the Chief Executive must ensure that procedures are adopted or altered to reflect the lessons learnt from such incidents.
6.3 The Chief Executive must ensure that such procedures are disseminated to all departments through the appropriate means e.g. Team Brief, updates on the Trust intranet, professional forums and lessons learnt reports. 

6.4 Lessons will be shared across organisational boundaries through the SHA Clinical Governance Forums and through lessons learnt reports.
7 incident & causal factors analysis

7.1 Incident Analysis

7.1.1 The Risk Manager will undertake a quarterly analysis of incidents and causal factors.
7.1.2 The analysis will form part of the quarterly risk management report and will be submitted to the Board committee responsible for overseeing risk management which ultimately informs the Board.
7.1.3 The analysis will be both qualitative and quantitative in nature, and discuss any trends that have been identified i.e. if there has been a growing trend in communication issues, whether they have they been due to poor written information, poor verbal information, communication between professional groups, communication between different sites or communication with other neighbouring organisations etc.
7.1.4 The quarterly risk management reports will be placed on the tPCT’s intranet for all staff.

7.2 Causal Factors
7.2.1 A number of causal factors will be uncovered during an investigation which will lead to the identification of trends for example: communication, training, equipment etc. and which could be extremely useful to the Trust.

7.2.2 The Risk Manager will undertake a quarterly analysis of causal factors to be included in the quarterly risk management report.

8 ENSURING CONTINUAL RISK MANAGEMENT
8.1 All SUIs will be graded for severity as outlined in Section 3, ‘Grading incidents for severity and Risk Assessments’.
8.2 On concluding the investigation, the incident grading should be revisited to determine whether it has remained the same as facts become known.

8.3 The tPCT will ensure that those risk reduction measures, taken post investigation are continuing to be effective, and that risk has not been transferred unwittingly by reviewing risk assessments should in line with Section 4, ‘Grading incidents for severity, Risk Assessments…’ of the SUI Policy above.
9 FEEDBACK AND SUPPORT FOR STAFF

9.1 The tPCT recognises that SUIs are potentially stressful for all employees, both for those who are directly involved and those who are not. 
9.2 The tPCT’s expectation is that the line managers will routinely offer staff involved appropriate support including the opportunity to talk through what happened with managers and colleagues.

9.3 Staff may in particular require support and counselling following a serious incident and line managers should arrange individual counselling and support through the Occupational Health Service to all staff wish it.

9.4 Individual counselling is confidential but the tPCT will monitor anonymised information along with feedback on willingness to discuss incidents within teams, to assure itself that staff are receiving the support they need.  This will be done through the relevant questions on the staff survey.
9.5 Line managers will ensure that support for staff includes regular feedback on the action taken in response to staff reports/suggestions as well as other investigations and case note reviews.

9.6 General feedback on the changes made following incidents will be included within a Lessons Learnt bulletin.
9.7 The tPCT has a Whistle blowing Policy which describes the process for staff and is primarily for concerns where the interests of others or of the patients, staff, public, or of the organisation itself are deemed at risk e.g. through malpractice.

9.8 If an employee is concerned about a matter that the tPCT should know about or look into, he/she should use the Whistle blowing Policy.  No member of staff who raises an issue in good faith will suffer any detriment for doing so, even if the claim is not substantiated.  It is hoped that staff would feel able to and report concerns internally as a first stage, but there is no obligation to do so.
10 RECORD KEEPING

10.1 Copies of all documents will be treated as confidential and securely retained by the relevant departments or Lead Director investigating the incident.
10.2 Information on the SUI reporting forms will be entered onto the tPCT’s incident database by Risk Management.
10.3 All such information will be kept in accordance with the Data Protection Act.
10.4 Individuals and their appointed representatives have the right to see any records relating to them and any statements may be used at a Coroner’s hearing.
10.5 A clear and contemporaneous record of the handling of the incident must be kept.
10.6 Any information given to staff, patient(s), relatives and the public must be documented.
10.7 The Lead Director is responsible for ensuring that records are copied to relevant parties, collating witness statements and ensuring the witness statements are signed, dated, timed and are legible.
10.8 Document handling should ensure that:

· An identified person takes responsibility for key pieces of evidence – e.g. notes, x-rays, equipment – and requires written acknowledgement of receipt if handed to others.  Hand over of documents should be in person, not through internal post.

· There is tracking of location of evidence and the progress of the inquiry can be e.g. delivery of statements within deadlines.
· Clinical records are complete e.g. all professionals’ notes and test results, etc. have been included, and loose items securely filed.

· Notes are photocopied so they can be provided to more than one individual for reference whilst they write statements, to avoid delays.

· Documents are stored in a lettered or numbered index file, with each item of evidence given an individual reference.

11 process for monitoring the effectiveness of this procedure
11.1 The tPCT will monitor the effectiveness of this procedure through key performance indicators (KPIs) which will include an annual review to ensure the policy meets the minimum requirements within the relevant National Health Service Litigation Authority (NHSLA) Standards and core Standards for Better Health.

11.2 The KPIs to be used will be:

· The procedure contains all the minimum requirements within the relevant National Health Service Litigation Authority (NHSLA) Standards and core Standards for Better Health

· 100% of SUIs have a final investigation report within 45 days of the incident occurring
· 100% of SUI investigation reports are entered onto the SHA STEIS incident database within 60 days of the incident occurring

· Quarterly SUI risk management reports contain incident and causal factors trend analysis

· Quarterly SUI risk management reports contain benchmark information comparing tPCT performance with similar organisations
· At least 2 Lessons Learnt reports are produced and disseminated each year
· An All SUI investigation reports contain information on key Care and Service delivery problems, key contributing and causal factors, recommendations and action plans
· An annual risk management report containing results of the audit and improvement actions is produced for the Board committee responsible for overseeing risk management
11.3 The Risk Manager will be responsible for ensuring the audit is conducted.

11.4 The Risk Manager will develop audit tools enabling the measurement of the key performance indicators. 

11.5 The audit will be conducted once a year.
11.6 The results of the audit will be included in the annual risk management report together with recommendations for improvement.  The annual risk management report will be submitted to the Board committee responsible for overseeing risk management.

12 Dissemination, Implementation and Access to this document

12.1 This policy will be disseminated at the same time and using the same procedure as the SUI policy above

12.2 Additional training will be provided at the same time and using the same procedure as the SUI policy above.

13 Review, Updating and Archiving of this Document

13.1 This procedure will be reviewed every two years as with the SUI Reporting Policy.  
13.2 This policy will be archived in the same method as the SUI Reporting Policy.
APPENDIX 1 – EXAMPLES OF SERIOUS INCIDENTS
The examples below must be reported as serious incidents but the list is not exhaustive.  If in doubt about whether an event is a “serious untoward incident” seek advice from your Director, the Director of Nursing, Quality & Clinical Governance or Risk Manager.  If they are unsure, they should seek advice from the London Strategic Health Authority’s Governance or Communications Manager.  If out of office hours, contact the on-call senior manager via the switchboard on 020 8962 0072.

The following list is not exhaustive and further discussion with the NHS London Head of Clinical Governance should take place if Trusts require advice or guidance.

· The unexpected death of, or serious/life threatening injury to, a patient under the direct care of a health professional, member of the public or member of staff.  Foul play may or may not be suspected

· Significant cases involving vulnerable adults

(
A cluster of unexpected/unexplained deaths or serious adverse outcomes

(
Suspicion of serious error or repeated serious complaints about an individual member of staff

(
Where a death occurred, an injury took place, or where someone was seriously put at risk as a result of a lack of, or faulty procedures, instructions or faulty equipment or drugs

· The failure of clinical or non-clinical procedures or their application so serious as to endanger life of a patient, member of the public or member of staff, or to pose a serious security risk or situations when a patient requires additional intervention(s) as a result of failures in the diagnosis/treatment process

· Known, or suspected, cases of health care associated infection, which fall within the definitions of this minimum data set or which are deemed a significant outbreak or involve failure of systems, such as decontamination or hospital acquired Legionellosis
· Infected healthcare workers/patient incidents that necessitate consideration of a look back exercise

· Failures of screening or infection control systems that necessitate consideration of a look back exercise

· A serious complaint or allegation about a member of staff, or suspicion of serious error(s) or repeated serious concern about poor clinical or management judgment, which would give rise to public concern

· Procedures involving wrong patient or body part or serious implications resulting from wrong blood

· Retained instruments, or other material, after surgery and requiring re-operation

· Significant harm to a child reported under the local child protection procedures, e.g. death or injuries where abuse or neglect is suspected or where a child has suffered further harm as a result of a health care worker failing to follow procedures or where a serious Part 8 Joint Services Case Review is to be undertaken

· Obstetrics- all direct or indirect maternal deaths or unexpected stillbirths
· Patient receiving a radiation dose much greater, or less, than intended whilst undergoing a medical exposure

· Failure or misuse of equipment or plant which either caused or could have constituted a risk of injury, harm or danger to the life of a patient, member of the public/member of staff

· A number of low level incidents which aggregate to suggest a potentially more serious problem

· Any Health & Safety Improvement Notices or potential prosecution of an NHS Trust

· Any incident that might lead to criminal charges including violent attacks on either staff or patients, or hostage situations

· Incidents, which might give rise to serious criminal charges

· Serious breach of confidentiality

· Major incidents, fires, floods or other events, which cause death or injury or seriously endanger the life of patients or staff, or which threaten the business continuity of a Trust

· Suicide of any person on NHS premises or under the care of a specialist team in the community

In addition, and with respect to mental health services; 

· A patient absconding from a secure unit

· A homicide, or suspected homicide, by a patient who has received mental health services

· All deaths within secure settings

· All deaths of people subject to the Mental Health Act, or equivalent legal restriction, who has, or is, receiving care and treatment from mental health services

APPENDIX 2 - LONDON SHA SERIOUS UNTOWARD INCIDENT NOTIFICATION FORM

· To be completed by the Lead Director after any Serious Untoward Incident (SUI) has occurred and information transferred to the Strategic Health Authority STEIS system within 24 hours by the Director of Nursing, Quality & Clinical Governance

· When reporting information to the SHA, it is important to bear in mind the organisation’s duty of confidentiality to patients. 

	Date of making report:


	Time (24 hour clock):

Date:

	Name of NHS organisation(s) involved
	

	Trust/PCT incident reference number (to be used in all correspondence


	

	Names and contact details of lead manager/director
	Name:
	

	
	Job Title:
	

	
	Telephone:
	

	
	E-mail:
	

	Name and contact details of communications contact:
	Name:
	

	
	Job Title:
	

	
	Telephone:
	

	
	E-mail:
	

	When did the incident occur?
	Date: 
	Time (24 hr clock):

	Where did the incident occur? Location and, where relevant, specialty
	

	Information about patients/carers etc. involved (Patient description, initials only, NOT name(s); where possible include gender and age)
	

	Information about staff involved (Designations, NOT names)


	

	What happened? (Give a factual account of the incident, including a description of: any medical devices, medicines or equipment involved)
	

	Other information not in the public domain (Provide a brief overview of any other material factors that are not and should not enter the public domain, or indicate whether other information is available)


	

	Describe any immediate action taken to protect and/or improve patient/visitor/staff safety


	

	Next steps
	

	Has, or will information on this incident be reported to any other agency/body? (Specify e.g. HSE).
	

	Information about actual or likely media interest, including draft response/line to take


	


Form completed by:
Name:








Tel:








Copied to (e.g. Commissioning lead PCT):






If there is a problem with completing the STEIS system, please forward completed form to:

Anne Douse

Head of Clinical Governance

NHS London 

E-mail: anne.douse@london.nhs.uk
APPENDIX 3 - INCIDENTS REPORTABLE TO EXTERNAL AGENCIES

	Type of Incident


	External agency Reportable to
	Responsible Manager

	Serious untoward incidents involving patients
	Strategic Health Authority where the patient is resident
	Lead Director for the incident

	Medical Devices
	MHRA
	· Heads of department involved in development of products that are

· supplied to patients

· Lead Manager for Accuro Facilities Management (Willesden Centre PFI)

· All other sites, Health & Safety Advisor

	Medical products – adverse drug reactions (Yellow Card)
	MHRA
	Medicines Management Team

	Non-medical equipment
	NHS Estates Defect Office*
	Associate Director of Estates & Facilities

	Special dietary and enteral food and ready to feed preparations for hospital use
	Medical Devices Agency*
	Lead Director

	**Food contamination - 
microbiological or chemical
	Local Authority Environmental Health Department
	Lead Manager (for Willesden Centre PFI Lead Manager for Accuro Facilities Management)

	**Fire
	NHS Estates
	Associate Director of Estates & Facilities

	**Accidents
	Health & Safety Executive
	Health & Safety Advisor

	**Unexpected patient deaths
	Coroner
	Medical Director/ Consultant or Lead Clinician

	* May also need reporting to the Health & Safety Executive under Reporting of Injuries, Diseases and Dangerous Occurrences regulations (RIDDOR)

** Normally reported and investigated via other procedures (e.g. Accident/Incident procedure/ fire policy etc.) unless particularly serious to qualify as a Serious Untoward Incident.

Details of all reports must be sent to Risk Management.


Appendix 4 – Witness Statement

	WITNESS STATEMENT

	A copy of one of these forms is to be completed by all witnesses to the incident. They must complete the form in their own words and they should sign the statement immediately after the last line. Any amendments made to the statement should be initialled by the witness. They can add diagrams if necessary.

	Name:

Contact Telephone Number:

Contact Address:


	Date

Location of Incident:



	
	Page No ……

Signature:

Continuation sheet (Witness Statement)

Page No…….

Signature:




Appendix 5 - GUIDE TO REPORT WRITING AND REPORT FORMAT

· The purpose of a report is to compile and summarise succinctly the information gathered, and demonstrate how this has been used to form recommendations. Detail belongs in an appendix or the investigation file, but care must be taken not to over-simplify a complex situation.

· There is no one size fits all - lead investigators should maintain a consistent but not a rigid approach, and adapt style, format, and length when it is appropriate to do so.

· If reports extend over more than four pages a summary should be produced.

· Language should be simple and clear conforming to plain English.

· The tone needs to be clear and factual without appearing cold or impersonal, and objective or neutral rather than partisan.

· Only relevant information should be disclosed.

· Reports usually use the third person e.g. refers to the patient, the doctor, the trust, the investigating team rather than use I / we /you.
· The report should ensure it presents the patient(s) or staff affected as individuals, although without being overly personal or compromising confidentiality.

· Bullet points are appropriate for sections of the report conveying lists of facts or findings, but text is more appropriate elsewhere.

· Whilst a report must be factual, the lead investigator/investigating team are required to do more than simply summarise facts, whilst not moving into speculation. Using the term ‘the investigating team believes’ or a similar phrase is useful for distinguishing assumptions from fact.

· The report should not assume the reader understands normal processes in the department or the normal progress of the patient’s condition; these need to be clearly explained in a way lay people can understand to put the incident in context.

· We become blind to our own jargon and abbreviations; the lead investigator/investigating team should ensure their drafts are checked for this.

· All paragraphs of a report must be numbered to aid any later referencing.

· The purpose of using pseudonyms in SUI reports, even in incidents made public in other ways, is to ensure the purpose of the report is used for ‘how and why’ rather than ‘who’ and to ensure the lessons learnt can be shared more widely than patients’ and staff’s rights to confidentiality would otherwise allow.

· Staff pseudonyms should be terms such as ‘Ms Y’ or ‘Dr X’. 

· An acceptable pseudonym for the patient may be best agreed with the patient or family themselves. 
· Location, exact title or gender e.g. “Charge Nurse Y in ITU” can identify individuals particularly in specialist departments or roles. General terms such as “the nurse in charge” are clearer to lay readers as well as not being gender specific.

· Despite all these efforts departments and individuals may be identifiable to those with a close knowledge of the incident, the patient, the staff or the service in which it occurred. 

· It can be easier to use real names initially and replace them at the point where the draft report is shared outside the immediate investigating team.

· Using pseudonyms is not equivalent to secrecy; a key is retained as part of the investigation file and to enable Trusts to carry out their responsibility to consider together, rather than in isolation, incidents/complaints relating to any specific staff member.

	1
	Cover page, including


	

	
	Incident number
	The number automatically given on the incident management system

	
	Outline of incident
	A brief summary of the incident.

	2
	Contents page


	

	3
	Summary 

One page summary if report over 4 pages
	The executive summary should describe the following in the briefest terms

· Nature of the incident and its consequences
· Nature of the investigation
· Findings
· Recommendations

	4
	Main body of report


	

	4.1
	Terms of reference

May be standard to all Trust SUIs or specific to this incident
	

	4.2
	Lead investigator: 

Name, role, qualifications, department
	

	4.3
	Investigation team/SUI panel:

Names, roles, qualifications, department
	

	4.4
	Sources of data:

Medical records, statements, interviews, training schedules, staff rotas, equipment, etc.
	A summary or list rather than the actual copies (which belong in the investigation file).



	4.5
	Guidance, legislation, policy and procedures consulted:
	A summary or list rather than the actual copies (which belong in the investigation file) including the version and date as well as the actual title. This might include local or national guidance.

This might also include contextual data such as local audits or national ones (for example, to put issues with nursing documentation in incident two in the context of national findings on documentation completion).

	4.6
	Involvement of patient/family in investigation
	e.g. interviews to establish the questions they hope the investigation will address or to hear their recollection of events.

	4.7
	Support provided for patient/family
	e.g. family liaison person appointed, information given on sources of independent support.

	4.8 
	Support provided to other patients
	Some incidents will also cause to distress to other patients, e.g. inpatient suicide, and if so the support provided should be described.

	4.9
	Support provided for staff involved
	Refer to informal support e.g. from colleagues, as well as formal support, written materials or access to support networks. Consider all staff involved even if not Trust employees e.g. students, contractors.

	4.10
	Investigation process
	Refer to tools and techniques used, for example components of RCA such as fishbones and spider diagrams, processes such as multi-disciplinary review meetings.

	4.11
	Any immediate preventative action taken
	Actions taken to prevent recurrence before or during the investigation should be noted, and their appropriateness or effectiveness and risks reviewed in the final action plan.

	5
	Timeline
	For complex and detailed cases the timeline in the report needs to be a summary rather than the version with all details compiled during the RCA investigation.

	6
	Good practice

which deserve positive acknowledgement.

This section might also be used to comment on staff co-operation and openness in the course of the investigation
	

	7
	Key Care and Service delivery problems 

The main problem points (full list in more complex incidents would be in investigation file) 
	

	8
	Key Contributing factors 

A summary of most significant factors in report, with the full list under headings - e.g. NPSA fishbone boxes - in investigation file
	

	9
	Root causes/causal factors
	These should be the most fundamental underlying factors contributing to the incident that can be addressed. There is often more than one, but if many root causes are identified they may be missing the underlying cause.

Root causes should be meaningful, not sound bites such as communication failure or systems failure. Whilst they can usually be summarised to a short phrase for the investigation summary they are often complex enough to deserve a sentence or paragraph in the report.



	10
	Impact on outcome

Clarify whether the issues found in the investigation directly contributed to the outcome
	Finding problem points, contributing factors and root causes does not in itself mean the incident’s outcome could have been prevented.



	11
	Recommendations 
	Recommendations should be directly linked to root causes and need to be clear but not detailed (detail belongs in the attached action plan). Most Trusts agree there should be no more than three to five recommendations.

Each recommendation will include an evaluation of the costs and benefits of solutions when deciding which to prioritise and how they will be resourced.  The benefits of this evaluation will include reduced risk and other important benefits (e.g. morale) which may be difficult to quantify.



	12
	Risk assessment
	Even positive changes have the potential to produce adverse effects in a system as complex as healthcare. The investigators should describe how they have considered or explored any potential downside to the recommendations they have made and how to mitigate these, utilising their Trust risk assessment processes and matrixes.

	13
	Likelihood of recurrence
	It is rare in an area like clinical care that depends on human action to be able to promise an incident has been or will be completely prevented from recurring. The investigators should indicate the expected impact of their recommendations. They may wish to refer to Trust’s risk matrix at this point.



	14
	Sharing lessons
	Comment on how lessons learnt have been or will be shared with other organisations e.g. through SHA Clinical Governance network, professional networks, NPSA, etc.

	15
	Monitoring arrangements
	Describe arrangements for local monitoring of action plan, e.g. progress report to risk committee(s).

	16
	Acknowledgements 
	It may be appropriate to thank patient and family, staff or experts for their contribution to the investigation.

	17
	Dissemination 
	How patient, family and staff involved will be informed of the outcome of the investigation.

	18
	Conclusion
	If the report has a logical flow, from process to findings to analysis to recommendations, there may not be any need for a specific conclusion – the root causes and recommendations are in essence the conclusion of the investigation.


Action Plan Template 

Incident Reference Number: XXXXX
	
	Recommendation 1
	Recommendation 2

	Recommendation(s) to address root causes


	
	

	Action(s) to achieve recommendations


	
	

	Level of recommendation(s) 


	
	

	Implemented by


	
	

	By when


	
	

	Resource required (time)


	
	

	Resource required (money)


	
	

	Resource required (other)


	
	

	Evidence of completion


	
	

	Monitoring arrangements

Describe arrangements for  monitoring, e.g. progress report to risk committee(s).


	
	

	Review and sign-off by


	
	


Appendix 6 - Checklists for the SUI Policy & Investigation Procedure 

	
	Checklist for the Lead Director (corporate and provider services)
	

	1 
	Have you confirmed the incident meets the criteria of a serious untoward incident?
	(

	2 
	Have you informed the Chief Executive and Director of Nursing, Quality & Clinical Governance (immediately)?
	(

	3 
	Have you ensured that the patient/client, relatives, carers, staff, members of the public affected by the incident have been informed as soon as possible and before the media in line with Brent tPCT ‘Being Open’ Policy?
	(

	4 
	Have you ensured that those affected (inc. patients/clients/relatives/staff/carers) have been offered appropriate care, counselling and feedback?
	(

	5 
	If the premises in which the SUI occurred are owned by another Trust, have you reported it to the Chief Executive of that Trust?
	(

	6 
	Have you provided a verbal report to the SHA giving brief details of the incident and the name of the investigator?
	(

	7 
	Have you completed the London SHA SUI notification form at Appendix 2 and forwarded it to Chief Executive and Director of Nursing, Quality & Clinical Governance for sign off?
	(

	8 
	Have you notified the tPCT’s Head of Communications?
	(

	9 
	Have you ensured the Brent tPCT electronic incident report form has been completed?
	(

	10 
	Where Brent tPCT is providing services in premises owned by another Trust, has the Chief Executive of that Trust been informed (where required)?
	(

	11 
	Have you ensured relevant agencies (e.g. Police, HSE, NPSA, CFSMS etc.) have been provided with appropriate information (As within Incident Management Policy Appendix 3)
	(

	12 
	Have you reconfirmed whether the incident is an SUI 3 days after the incident (N.B. In the event of the SUI being declared (N.B.  If a Major Incident, the tPCT’s Major Incident Plan will be implemented)?
	(

	13 
	Have you agreed the members of the investigation team including a lead investigator with the Director of Nursing, Quality & Clinical Governance? 
	(

	14 
	Have you contacted relevant external agencies or other organisations about their requirement to be involved in the investigation in line with Appendix 3?
	(

	15 
	Have you made the investigation team aware of the contents of this policy and the requirements of the ‘SUI Investigation Procedure’ in particular Section 2.3 which sets out the method of investigation using RCA?
	(

	16 
	Have you kept the Chief Executive, Director of Nursing, Quality & Clinical Governance advised of the progress of the investigation?
	(

	17 
	Does the final investigation report and action plan use the template set out in Appendix 5 of the SUI investigation procedure?
	(

	18 
	Have you sent the completed final investigation report and action plan to the Chief Executive, Director of Nursing, Quality & Clinical Governance and Risk Manager (for forwarding to the Board sub-committee responsible for overseeing risk management)?
	(

	19 
	Have you met with the Chief Executive, Director of Nursing, Quality & Clinical Governance and/or Medical Director, to review existing procedures in the light of the investigation following the investigation?
	(


	
	Checklist for the Lead Director (Commissioned Services)
	

	1 
	Have you confirmed the incident meets the criteria of a serious untoward incident?
	(

	2 
	Have you informed the Chief Executive and Director of Nursing, Quality & Clinical Governance (immediately)?
	(

	3 
	Have you ensured that the patient/client, relatives, carers, staff, members of the public affected by the incident have been informed as soon as possible and before the media in line with Brent tPCT ‘Being Open’ Policy?
	(

	4 
	Have you ensured that those affected (inc. patients/clients/relatives/staff/carers) have been offered appropriate care, counselling and feedback?
	(

	5 
	Have you provided a verbal report to the SHA giving brief details of the incident and the name of the investigator?
	(

	6 
	Have you completed the London SHA SUI notification form at Appendix 2 and forwarded it to Chief Executive and Director of Nursing, Quality & Clinical Governance for sign off?
	(

	7 
	Have you notified the tPCT’s Head of Communications?
	(

	8 
	Have you ensured the Brent tPCT electronic incident report form has been completed?
	(

	9 
	Have you reconfirmed whether the incident is an SUI 3 days after the incident (N.B. In the event of the SUI being declared (N.B.  If a Major Incident, the tPCT’s Major Incident Plan will be implemented)?
	(

	10 
	Have you met with the Chief Executive, Medical Director and Director of Nursing, Quality & Clinical Governance to agree the action to be taken with the contractor?
	(

	11 
	Have you notified the Executive Management Team, Board sub-committee responsible for overseeing risk management and Risk Manager?
	(

	12 
	Have you confirmed that any relevant external agencies or other organisations have been contacted about their requirement to be involved in the investigation (see Appendix 3 for key agencies)?
	(

	13 
	Have you sent the completed final investigation report and action plan to the Chief Executive and Director of Nursing, Quality & Clinical Governance and Risk Manager (for forwarding to Board sub-committee responsible for overseeing risk management)?
	(

	14 
	Have you met with the Chief Executive, Director of Nursing, Quality & Clinical Governance and/or Medical Director, to review existing procedures in the light of the investigation following the investigation?
	(

	15 
	Have you documented any information given to staff, patient(s), relatives and the public?
	(


	
	Checklist for the Chief Executive
	

	1 
	Have you confirmed the incident meets the criteria of a serious untoward incident?
	(

	2 
	Have you designated the relevant Director as lead for the incident?
	(

	3 
	Have you informed the Director of Nursing, Quality and Clinical Governance that you are delegating the day-to-day responsibility for ensuring the procedures in the policy are followed to him/her?
	(

	4 
	Have you notified tPCT Board members of the SUI?
	(

	5 
	Have you met with the lead Director, Director of Nursing, Quality & Clinical Governance and/or Medical Director, to review existing procedures in the light of the investigation following the investigation?
	(

	6 
	Have you ensured that procedures are adopted or altered to reflect lessons learnt and that these have been disseminated to all departments?
	(

	7 
	Have you documented any information given to staff, patient(s), relatives and the public?
	(


	
	Checklist for the Director of Nursing, Quality & Clinical Governance
	

	1 
	Have you confirmed the incident meets the criteria of a serious untoward incident?
	(

	2 
	Have you forwarded the completed London SHA SUI notification form from the Lead Director to the Risk Manager?
	(

	3 
	Have the details been entered onto London SHA database (STEIS)?
	(

	4 
	Has STEIS been updated following re-confirmation of the incident as an SUI?
	(

	5 
	Have you agreed the composition of the investigation team with the Director of 
	(

	6 
	Have you met with the Chief Executive, Lead Director or Medical Director, to review existing procedures in the light of the investigation following the investigation?
	(

	7 
	Have you ensured the SHA STEIS database has been updated accordingly post investigation? 
	(

	8 
	Have you reported themes, trends & Learning to SHA Clinical Governance Network?
	(

	1 
	Have you documented any information given to staff, patient(s), relatives and the public?
	(


	
	Checklist for line managers (or relevant manager responsible for the site/area)
	

	1 
	Have you ensured the safety and wellbeing of patients and staff, preserved associated evidence and collected witness statements?
	(

	2 
	Have you confirmed the incident meets the criteria of a serious untoward incident and discussed the grading of the incident with the member of 
	(

	3 
	Have you notified the relevant Director verbally?
	(

	4 
	Have you ensured the member of staff involved has completed a Brent tPCT electronic incident report form?
	(

	5 
	Has a copy of the incident report been forwarded to the relevant Director?
	(

	6 
	Have you discussed and made available appropriate support e.g. opportunity to discuss the incident with colleagues, managers, or counselling through Occupational Health?
	(

	7 
	Have you provided regular feedback on the action taken in response to staff reports/suggestions as well as the investigation?
	(

	8 
	Have you reviewed existing risk assessments or conducted a new one?

Have you reviewed existing controls?
	(

	9 
	Have you re-graded the incident post investigation?
	(

	10 
	Have you revisited the risk assessments post investigation?

Have you reviewed existing controls?
	(

	11 
	Have you entered the risk assessments onto a Risk Register which has been forwarded to the Risk Manager?
	(

	12 
	Have you documented any information given to staff, patient(s), relatives?
	(


	
	Checklist for the lead investigating manager
	

	1 
	Have you familiarised yourself with the contents of the SUI policy and the requirements of the ‘SUI Investigation Procedure’ in particular Section 2.3 which sets out the method of investigation using RCA?
	(

	2 
	Have you ensured the document handling procedure in section 10.8 of the ‘SUI Investigation Procedure’ has been followed?
	(

	3 
	Have you kept those directly involved in the incident aware of the progress of the investigation in particular before the media?
	(

	4 
	Does the final investigation report and action plan use the template set out in Appendix 5 of the SUI investigation procedure?
	(

	5 
	Have you documented any information given to staff, patient(s), relatives and the public?
	(























Related policies and documents (all Brent tPCT documents unless marked with an asterisk*)





Policy for the reporting and management of incidents


Departmental Health & Safety Manual


Risk Management Strategy and Policy


Fire Policy 


Whistle blowing Policy 


Infection Control Policy 


Child Protection 


Major Incident Plan


Arrangements for RIDDOR Reporting (shortly to be drafted) 


*Reporting Medical Device Adverse Incidents and Disseminating Medical Device Alerts. MDA/2007/001 (www.mhra.gov.uk ) 


Being Open Policy


Claims Policy


Serious Untoward Incidents Investigation Procedure


Communications Procedure
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Untoward incident

Report to Manager

Manager reports to Director who decides whether SUI*

Not SUI:

Complete Trust incident form & follow up according to internal Trust/PCT procedure

Commence initial investigation within 24 hours



Inform SHA & Host PCT & Commissioning PCT if possible** 

of initial findings and update STEIS 

(approx 3 working days after notification)



No:

		SHA de-escalate on STEIS and close

		Trust/PCT log & follow up according to internal Trust/PCT procedure





Yes: Full investigation using RCA or similar technique to be completed within 45 days of the incident ***

Investigation complete: Root Cause and Lessons Learnt updated on STEIS within 60 days Full reports on other incidents, as defined, to SHA/NPSA/HSE etc. SHA close case on STEIS. 

Produce regular board updates on action plan progress 

Update STEIS as appropriate

Update SHA/NPSA/HSE etc. on all critical dates in managing SUI e.g. Coroner Inquest







Themes & Trends + Learning to SHA Clinical Governance Network

SUI: 

within 24 hours or as soon as practicable

		Inform SHA Relationship Manager

		Inform Host PCT & Commissioning PCT if possible**

		Enter on STEIS

		Enter on Trust incident report form



		Out Of Hours also inform SHA 

Communications on call 

(08700 555 500 Pager# LON01)



*Out of hours, report to Manager on Call

* *It may not always be possible for tertiary Trusts to discover the commissioning PCT in a timely manner and they may only be able to inform the host-PCT

***Complex investigations may take longer but this will need to be negotiated with the SHA



Initial investigation 

confirms as SUI 

Yes/No?
















