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Purpose of this document

To provide comprehensive guidance to Trust staff of all grades for the reporting and management of all adverse events and near misses. 

The Trust aims to take an integrated approach to learning from all incidents in order to improve and assure its services, whether clinical or non-clinical.  It recognises that such learning can only take place in a non-threatening environment and that fear of disciplinary action may deter staff from reporting an incident.  The view of the Trust is therefore that reported adverse events or near misses will NOT normally lead to disciplinary action.
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Definitions (the first 4 definitions are also reproduced on the front cover of the incident report book)
Incident: Any event or circumstance arising that could have or did lead to unintended or unexpected harm, loss or damage.
Harm: Injury (physical or psychological), disease, disability or death.  In the case of incidents arising during patient care, harm can be considered ‘unexpected’ if it is not related to the natural cause of the patient’s illness or underlying condition. Adverse outcomes related to natural course of illness or proper treatment in accordance with accepted clinical standards are therefore NOT classed as clinical incidents.
Adverse event: An incident that led to actual harm, loss or damage
Near miss: An incident where no immediate harm, loss or damage was suffered, but if not detected could have led to an adverse event. 

Red category: incidents where the actual impact of the event is ‘catastrophic’ or ‘severe’ (see appendix 1 for table of criteria for descriptors of severity), or where the likely potential impact of a near miss would fall within these AND there is a high likelihood of recurrence.

Amber category: incidents where actual impact is ‘moderate’, or where the likely potential impact of a near miss is ‘catastrophic’ or ‘severe’ with a low likelihood of recurrence, or ‘moderate’ with a high likelihood of recurrence.

Green category:  all other incidents and near misses

Background

The NHSE 'Organisation with a Memory' report and the subsequent document 'Building a Safer NHS for patients' highlighted the requirement to ensure that the Trust system meets the proposed standards and is capable of reporting to the new National Patient Safety Agency. Local experience had also shown that the old Trust incident reporting system did not adequately support clinical incident reporting and analysis. A Modernisation working group was therefore convened to redesign the entire system from initial report to feedback of collated incident reports.

Introduction

In accordance with national guidance and legislation, the Trust is required to record ALL adverse incidents and near misses whether they are major/minor; clinical/non-clinical; affecting one or more persons; related to patients, staff, student, contractors or visitors to trust premises; involving equipment, buildings or property.  Incidents may be observed and reported by staff, patients or the general public.

The initial recording and investigation of these incidents will follow the procedures outlined in the flow chart below.  Level of internal investigation will be determined by incident severity as defined by the criteria on reverse of top copies of incident reporting forms (see appendix 1).  Standard trust reporting and investigation forms must be completed in all instances.

Legislation requires that some more serious incidents with wider implications be reported to various outside agencies eg the Coroner; the Health and Safety Executive (under the RIDDOR regulations); the National Patient Safety Agency; the Medical Devices Agency; the Medicines Control Agency; Serious Hazards of Transfusion; the Centre for Communicable Diseases Control; NHS Estates.  Appropriate senior managers and the Risk Office will make such reports according to the procedures detailed later in the document.

Flow chart for reporting and management of incidents 

(also reproduced on flap of incident reporting and investigation & coding form book covers)
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Instructions for reporting (also reproduced on inside front cover of incident report form book)
· It is the responsibility of any person who becomes aware of a reportable incident to IMMEDIATELY discuss it with the senior person on duty in the area at the time.  An estimate of the incident severity should be made (see definitions on the reverse of the top copy of each incident form).

· Category RED incidents must be notified by phone to the appropriate General Manager/Director immediately and the Risk Manager as soon as possible.

· The incident report form should be filled in and signed by both the initial reporter and the senior person present as soon as possible after the incident has occurred and any immediate remedial actions have been completed, and in all cases before the end of the shift/working day.  Use continuation sheet/s if required – ensure that each carries a note of the incident form number at the top right hand corner.

· Only record KNOWN FACTS, not your opinion.

· Please use only black or blue pen and WRITE LEGIBLY.

· The reporter/s have to make a decision on the appropriate level for investigation and coding, and then refer to a manager at that level.  The incident should be briefly discussed with this person as soon as possible, ideally before they receive the incident form.  However, reporting should not be delayed due to the investigating manager not being instantly available.

· As soon as the incident form is complete, and BEFORE the reporter goes off shift, the top copy should be sent (or given) to the Risk Office and the middle copy to the manager who will investigate.  The bottom copy remains in the Incident Report book to form a permanent record for the area.

· All TRANSFUSION related incidents should be reported IMMEDIATELY by phone to the Blood Bank.

· INFECTIOUS OUTBREAKS should be reported by bleep or phone to the Infection Control Team.

· A Medicines Control Agency ‘Yellow Card’  (available in the back of the BNF) should also be completed for ADVERSE DRUG REACTIONS and sent to Pharmacy, who will log it and forward it to the MCA. 

·  Incidents involving  DEFECTIVE MEDICINES should be referred to Pharmacy for investigation, coding and reporting to the MCA.

· Any member of staff who believes that they or any other person (including patients) has received an ABNORMALLY HIGH RADIATION DOSE must inform the Radiology Department.

· CYTOTOXIC SPILLS should be referred to Pharmacy for investigation.

· If a fault is found with a MEDICAL DEVICE
1. The equipment must be taken out of action and quarantined, as an independent investigation may be required.  Details of settings, dose rates and other volatile data must be recorded.

2. The EBME Department must be contacted and given the following details:

· Name of equipment

· Model no./ type of equipment

· WSHA no./equipment serial no.

· Location of the equipment

· Incident report form no.

· Name and contact no. of person reporting the incident

3. A red INCIDENT REPORT label must be completed and attached to the equipment.

4. UNDER NO CIRCUMSTANCES should the device be returned to the manufacturer without prior consultation with the Health and Safety Risk Advisor or the EBME manager.

· SEE BACK OF REPORT FORM BOOK FOR GUIDANCE ON RIDDOR REPORTING to HSE

· RIDDOR reportable adverse events occurring out of office hours which have caused major injuries or fatality (coded red in the severity criteria on the Trust incident reporting form) must be reported immediately to the Health and Safety Executive by the Site Manager (see detailed guidance and phone numbers on back of incident reporting book).  

· Less serious RIDDOR reportable events must be notified to the Risk Office by phone as soon as possible the same day if they occur in the working week, or at the beginning of the next working day if they happen at night or during the weekend.

Instructions for use of investigation and coding form (also reproduced on inside front cover of investigation and coding form book)
General points

· The manager to whom the incident has been referred should carry out investigation and coding.  This person remains responsible for ensuring that all relevant information is supplied to the Risk Office and fed back to the incident reporter, even if it proves necessary to involve other managers in the investigation.

· A senior clinician or clinicians should be involved in the investigation and coding of clinical incidents. Record their name/s and speciality/ies in the actions and comments box.

· Investigation should be carried such a way as to promote a non-threatening environment, with emphasis on learning from the incident, identifying and rectifying inherently risky systems rather than apportionment of blame.  Confidentiality of all individuals concerned should be protected as far as possible throughout the investigation, including ensuring all written documentation is stored in a secure environment. Prior to requesting statements, all relevant and appropriate records & documentation should be studied, copied if relevant, and as much information gleaned as possible.  In particular, the attention of managers is drawn to the statement below, which has been approved by the Trust Board.

The Trust aims to take an integrated approach to learning from all incidents in order to improve and assure its services, whether clinical or non-clinical.  It recognizes that such learning can only take place in a non-threatening environment and that fear of disciplinary action may deter staff from reporting an incident.  The view of the Trust is therefore that reported adverse events or near misses will NOT normally lead to disciplinary action.

Not withstanding the above, the initiation of grievance or disciplinary procedures should always prompt the completion of an incident form, if one has not been completed already.

· Consideration should always be given to informing patients, relatives involved in an incident or near miss. This decision will depend on the circumstances of the incident and will be taken by the individual responsible for investigating the incident. This individual will also be responsible for identifying the person who speaks to patients and relatives. If the media become involved every effort should be taken to inform patients, relatives and staff as appropriate prior to discussion with the media.

Use of the incident investigation and coding form

· Consider informing patients, relatives and staff affected by incident.

· Check incident severity estimate made by initial reporters (see criteria on outside back cover).  If your estimate differs, record this on the investigation form.  If the incident is more serious than the initial estimate indicates, refer upwards to the appropriate management level IMMEDIATELY.

· Consider causal factors list and ring ALL those that you consider may have made a significant contribution to the occurrence of the incident.  Consider what actions might lead to reduction of risk of recurrence of the incident, how far you can personally address these, and which may need discussion with more senior management/ other managers at your level.

· Record and BRIEFLY comment on all further actions taken or planned and any learning points identified for the Trust.

· Ring ONE descriptive code that BEST describes the incident on the reverse of the top copy of the form. Ring qualifier (a,b,c etc) for those categories where one is invited.

· With the Risk Office, check that reports to external bodies have been made where required and record this in the box provided on the reverse of the top copy. These bodies may include:

· Coroner

· NPSA (National Patient Safety Agency)

· HSE (Health & Safety Executive, Reporting of Injuries, Diseases and Dangerous Occurrences – RIDDOR)

· DoH regional office

· NHSLA (NHS Litigation Authority)

· GMC/UKCC (General Medical Council, United Kingdom Central Council for Nursing)

· CCDC (Centre for Communicable Diseases Control)

· Medicines Control Agency

· Medical Devices Agency

· SHOT (Serious Hazards of Transfusion)

· NHS Estates

Further information on reporting to outside bodies will be found in the relevant section of the Policy and Procedure for Incident Reporting and Management.

Management of serious incidents

Procedures for emergency preparedness should be available in each work area, so that appropriate effective emergency response can be provided.  An emergency plan based on risk assessment should be regularly reviewed and updated where appropriate.  All Managers should be familiar with these procedures and auditable records should be kept.

Directors should ensure regular training for staff is provided on the emergency procedures.  The procedures should cover such items as:

· evacuation process

· how to contact emergency services

· contact lists (posted visibly) for senior managers, duty managers, consultants, other agencies etc.

· individual actions and responsibilities

· communication to public/media (in accordance with the Trust’s media policy and involving the Communications Manager).

Guidance to internal and external communication activity required both immediately following the incident and during the investigation process is given in appendix 6.

Investigation procedures

	Actual or Potential Future Loss 
	Level of investigation
	Personnel involved 

	Red
	Full Root cause analysis

May necessitate internal/external inquiry
	Risk Manager

General Manager or Director

	Amber
	Complete coding and investigation sheet
	Clinical Manager or

Head of Department

	Green
	Complete coding and investigation sheet
	Ward / Department Manager


Serious incidents (category RED)

The organisation should protect itself and its staff by initiating a record of events from the time a serious incident is reported. In the fluster of a major event, people forget details such as  - when and why a decision was made, who made it, and exactly what was decided. This information should be recorded as part of the formal documentation of the incident in a contemporaneous manner.
For clinical incidents, the NPSA expect a full root cause analysis to be carried out in collaboration with the clinical team which was treating the patient/s at the time.  A WORD template and an example of root cause analysis from NPSA are attached at appendix 2.

NPSA expect that root cause analysis will be completed and the results reported to NPSA within 45 working days of the incident.  This information must also be reported to the relevant regional office of the DoH for serious ADVERSE EVENTS resulting from patient care (ie those where serious actual harm resulted.)

The investigation should include consideration of all the causal factors listed on the Trust incident coding and investigation form (see appendix 3), which should be completed to summarise the outcome of the investigation.

For all incidents which trigger the procedure an interim investigation and REPORT COVERING THE PRIMA FACIE FACTS MUST BE CARRIED OUT WITHIN 72 HOURS. This report should follow the standard format, described in Appendix 4 of this procedure.  Where staff of other agencies are involved, the relevant manager of that agency will be informed as soon as possible.

Consideration of communications activity may be needed during this period. On identification of incident that may or has lead to multiple enquires from the public, responsibility lies with the senior duty manager on-call to contact the Director of Modernisation and the Communications Manager. If incident escalates, a meeting between these three would agree the following action:

· Detail of the Trust’s response to enquiries, both from individuals and the press

· Define the information to be recorded for calls and the format to be used for this information

· A call centre would initially be established in the Patient Advocacy and Liaison (PALS) office.

There is often a narrow line between some of the incident criteria described and complications arising from the inevitable risks of medical treatment.  Where there is doubt, appropriate medical advice will be sought immediately by the General Manager/Director concerned before any further steps are taken.  Should any doubt remain, the initial reporting procedure should be carried out without delay.

On the basis of the report, a decision will be made by the Chief Executive whether or not to proceed to a full investigation, using an Enquiry Panel.  

At this point it may be necessary to involve the Chairman and Non-executive Directors, should there be media or other external interest.  Should a full investigation not take place, an action list must still be agreed, lead responsibility for implementation be agreed and a tracking process set up along the same lines as set out below.  Only the most serious cases are likely to require a Chairperson from outside of the Board or senior management team.  Incidents involving clinical matters will require the inclusions of appropriate senior clinical staff on the investigation panel that are not closely associated with that aspect of the service under scrutiny.  The Strategic Health Authority will advise on independent chairpersons and sources of expertise as required.  Where legal matters are raised in the initial report, the Trust’s legal advisors should be consulted.  Decisions also need to be taken at this stage on the level of support needed by those involved in what is often a traumatic and stressful process.

Terms of Reference for the investigation must be produced in writing and include all the aspects set out in Appendix 5.

The investigatory panel should be the minimum size necessary to do the job, but this will depend in the breadth and scope of the enquiry set out in the Terms of Reference, and the need to co-ordinate with other agencies.  Appendix 5 gives guidelines on setting up the enquiry team and how to ensure they operate in a professional and effective manner.  

The panel may call witnesses to give evidence and/or require staff to submit statements.  Some may already exist from the prima facie report.  An outline structure and content for documenting statements is shown in Appendix 4.  Expert witnesses will be called and appropriate consultation with professional bodies, defence societies and Trade Unions will be taken.  Staff may be accompanied by a representative or other person not connected with the incident if they so wish.  All deliberations of the panel will be conducted in the strictest confidence and fully documented.  Decisions to reveal any of the findings or recommendations ahead of final report should have full agreement of the panel and the Executive to whom they are reporting.  This might include information to patients or relatives or advice to staff to seek legal or other advice, or some immediate remedial action.  Where such action is taken, the incident tracking process described below should be initiated at that time by the Executive to whom the panel reports.

The report should be prepared to the format described in Appendix 4 and should include a series of auditable recommendations set out in an action plan with timescales and responsibilities, including a clear communication programme internally and externally.  Headings for the communications plan are shown in Appendix 6.  A Manager identified by the Chief Executive should be given the lead responsibility for implementation and this should include the production of a monthly tracking report until all recommendations have been completed and signed off.  The tracking report should highlight the current position (of investigation or the implementation process), the status of each action and any additional action which was required. Again, support for those involved during the implementation phase needs to be considered.

A separate file for each incident should be maintained to include the prima facie report, documented evidence, the investigation report and tracking reports.  These should, on sign off, be packaged, labelled and kept for a period of 10 years.

RIDDOR reportable accidents (including violent incidents, fires)

There are 4 categories of incidents, which need to be reported to the Health and Safety Executive (HSE) under RIDDOR Regulations:

· Death or Major Injury (fracture, dislocation, amputation, loss of sight etc).

· Over 3 day Injury (4+ days absence (or reduced duties) from work due to injury sustained while at work in the Trust - includes days off/weekends etc).

· Disease resulting from employment in the Trust (employee contracts TB after nursing patient with TB etc).

· Dangerous Occurrence (gas leak, Glutaraldehyde spillage etc).

For every accident the following should all have been recorded on the Trust incident form

1. When the accident occurred - time and date

2. How the accident happened - a description of what occurred in the words of any victims and witnesses

3. Exactly where accident happened - specific details e.g., classroom in ward A, second shower stall

4. Name and address of all witnesses

5. Was any injury sustained, and if so:-

· Who was injured? - name, address, sex, age, job title

· Part of the body injured, e.g., head

· Nature of the injury, e.g., bruise

· Was medical treatment given and if so, what?

· Any other action taken immediately?

Managers need to establish:

· What did the individual do or fail to do that contributed to the accident.

· What physical conditions contributed to the accident.

All accidents should be investigated as soon as possible and a report submitted within 24 hours. However, in instances where the individual is not fit to complete a report themselves, they may need their manager/supervisor to complete the report for them.
Further consideration by the manager in consultation with the injured person and/or witnesses should include the following questions.

1. At the place of the accident what was a state of the:

· Lighting

· Temperature/humidity

· Noise

· Dust and fumes

· Workplace layout

· Flooring

· Housekeeping

2. What had the victim been doing at the time of the accident:

· Was the activity part of normal duties?

· Had the victim been trained in the activity?

· Was the victim experienced in the activity?

3. What about training, job experience and supervision:

· How long had the worker of been doing that job?

· What safety training had the worker received, and was it effective?

· What supervision was there?

· What safety training had the supervisor received?

4. What information was available to the worker on:

· Safe use of plant and equipment?

· Safe handling of materials?

5. Maintenance

· Was all plant and equipment maintained to a standard?

· What do maintenance reports reveal about the state of any equipment?

6. Protective clothing

· Did protective clothing hamper communications in any way?

· If protective clothing was issued, was it suitable for the individual and the job?

7. At the time of the accident, were there any clear or possible breaches of legal standard?

· If so, are there any common factors that could link them?

· Is there any evidence of previous unsafe practices?

8. Were other workers involved in the incident in any way? If so, how?

All of the above should be incorporated into a full accident report, together with statements by the injured person and witnesses.  An accident investigation pack is available from the Risk Office.

The Trust Incident Investigation and Coding form should be completed to summarise the outcome of the investigation.

Incidents which are not RIDDOR reportable or category RED

These must be investigated by a manager at the appropriate level (Operational Service Manager for AMBER, line manager for area for GREEN) according to the guidance for completing Trust incident coding and investigation forms.

Procedures for reporting to external bodies

Coroner

All deaths that fall into the categories below must be reported to the Coroner.  If the death may be related to an incident which occurred at WSHT, a Trust incident report form should also be completed and the incident treated as CATEGORY RED i.e. notified immediately to the appropriate General Manager/Director and the Risk Office.
1.
Industrial diseases

2.
Cot death and post natal deaths

3.
Suicides

4.
Where death may be linked to an accident (whenever it occurred).

5
Death after operation or before full recovery from Anaesthetic

6.
Death due to abortion

7.
Cause of death unknown or within 24 hours of admission.

8.
Possibility of complaint about any medical care (Negligence)

9.
Neglect or self neglect

10.
Any violent, suspicious or unnatural death

11.
Drug related deaths

12.
Death of anyone currently or recently detained in Police/Prison custody

ANY DEATH that may be related to an incident that occurred in the WSHT is likely to fall within these criteria and must therefore be referred to the Coroner for consideration.

The first point of contact is always the Coroner's Officer, mornings on 3686 (mortuary); afternoons (01284) 774167.  S/he will need:

· Name, date of birth, home address of deceased plus contact number/name for next of kin.

· Brief description of medical history; time in WSH; treatment; info to be put on Death Certificate.

· Notes and letter containing above medical info to be sent to Coroner's Officer in Mortuary ASAP.

Coroner:

Contactable via Coroner's Officer or 'out of hours' via Police control.

Death Certificate:
Please take care in completion.  Grieving families are distressed if the Registrar rejects an incorrectly completed certificate.  Guidance is given in Certificate books and available from Coroner's Officer.

NPSA (National Patient Safety Agency)

The reporting mechanism will be clarified when definitive guidance is received.  The Risk Office and the investigating General Manager/Director will jointly be responsible for reports.

Strategic Health Authority

Incidents whose ACTUAL CONSEQUENCES fall within the category RED criteria must be reported to the Strategic Health Authority, and/or any body which replaces it or to which it delegates responsibility for monitoring of such incidents.  Reporting will be done by the Risk Office in consultation with the Chief Executive and the investigating General Manager/Director according to currently published criteria. All correspondence will be copied to the Trust’s Communications Manager.

HSE (Health & Safety Executive, Reporting of Injuries, Diseases and Dangerous Occurrences – RIDDOR)  (this page also reproduced on the back of the Incident report book)
There are 4 categories of incidents, which need to be reported to the Health and Safety Executive (HSE) under RIDDOR Regulations:

· Death or Major Injury (fracture, dislocation, amputation, loss of sight etc).

· Over 3 day Injury (4+ days absence (or reduced duties) from work due to injury sustained while at work in the Trust - includes days off/weekends etc).

· Disease resulting from employment in the Trust (employee contracts TB after nursing patient with TB etc).

· Dangerous Occurrence (gas leak, Glutaraldehyde spillage etc).
Over 3 day Injuries have to be reported to HSE within 10 days.  All others must be reported within I working day of the incident occurring.  Very serious incidents will need to be reported immediately, even out of hours.
Procedures:

During Office Hours (Mon – Fri 9am to 5pm (excluding Bank Hols & Stat Days)

IMMEDIATELY report to the Risk Department ext. 3949 (01284-713949) who will report the incident on your behalf.

You will be asked for the following information:

· The category of incident you are reporting (major injury / over 3 day injury etc)

· Where the incident occurred

· When the incident occurred

· Name, address and age of injured person

· How the injury occurred (manual handling / slip, trip, fall / physical assault etc)

· Whether injured person is staff/patient/other

· What injuries were sustained

· Brief description of incident
Out of Office hours
Adverse events occurring out of office hours which have caused major injuries or fatality (coded red in the severity criteria on the Trust incident reporting form) must be reported immediately to the Health and Safety Executive by the Site Manager.

To report these incidents to HSE telephone 0151 9229235.

A recorded message will give you the phone number to ring to report the incident to the On-Call Duty Officer.

The On-Call Duty Officer will require some (or all) of the following information (depending upon the category of incident): -

· Our Regular Reporter Reference: VJK4Z - Take the name of the person you are talking to and write this down on the Incident report Form

· The category of incident you are reporting (major injury / over 3 day injury etc)

· Where the incident occurred

· When the incident occurred

· Name, address and age of injured person

· How the injury occurred (manual handling / slip, trip, fall / physical assault etc)

· Whether injured person is staff/patient/other

· What injuries were sustained

· Brief description of incident
NHSLA (NHS Litigation Authority)

Incidents where the trust becomes aware that litigation will result will be notified immediately to the NHSLA by the Administration Manager, who will liaise with the Risk Manager.

Professional Regulatory Bodies

Reports to professional bodies will be made by the Medical Director, Director of Nursing or the specific professional lead for the Trust as appropriate.

CCDC (Centre for Communicable Diseases Control)

Reports to the CCDC will be made by the lead doctor for Infection Control, who should always be involved in the management and investigation of any infectious outbreak as soon as it is identified.

Medicines Control Agency

Full instructions for reporting of adverse reactions to drugs and defective medicines are available in the BNF, where copies of ‘Yellow Cards’ will also be found.  Yellow cards completed by doctors should be sent to Pharmacy for logging and will be forwarded to the Medicines Control Agency by them.

Reports on defective medicines will be made by Pharmacy.

Medical Devices Agency 

(excerpt from Trust Policy PP(01)024 – medical device management)
An adverse incident involving a device should be reported to the MDA if the incident had lead to, or were it to occur again could lead to: -

· a death

· life/threatening illness or injury

· deterioration in health

· temporary or permanent impairment of a body function or damage to a body structure

· the necessity for medical or surgical intervention to prevent permanent impairment of a body function or permanent damage to a body structure;

· unreliable test results leading to inappropriate diagnosis or therapy

On notification of an incident involving a medical device, the Health and Safety Risk Advisor and the EBME Manager will consider the appropriate course of action to be taken and if necessary will contact the Medical Devices Agency. 

SHOT (Serious Hazards of Transfusion)

The Blood Transfusion Team, who should always be involved in the management and investigation of any incident involving transfusion of blood products as soon as it is identified, will make reports to SHOT.

NHS Estates

Fires will be notified to NHS Estates by the Risk Manager using the approved form.

The East Anglian Regional Radiation Protection Services
Any abnormally high radiation dose must be notified to the Radiology Service Manager and the Radiation Protection Supervisor who will then consult the Radiation Protection Adviser on the action to be taken. An ‘abnormally high’ dose would be one of ten times the reference level.  Further detail is available in Radiology Policy RAD2001/7.

Agencies concerned with environmental and waste issues

Reports will be made as required by the Estates Department, who should be involved in the investigation of all site issues.

Counter-fraud agencies

Suspected frauds will be reported to the local counter-fraud specialist (LCFS) by the Director of Finance.  The LCFS will report details of investigations to the Trust Audit Committee and the Directorate of Counter Fraud Services in accordance with the Counter Fraud and Corruption Manual for NHS Trusts.

Analysis and feedback of collated incident reports

Data from incident report and investigation/coding forms will be entered on computer by the Governance Support department.  It will be fed back as regular and ad-hoc collated reports for consideration by line managers and clinical teams to aid identification of high risk issues.

Line managers and clinical teams are expected to regularly review the information available and report back to the Clinical Governance Committee through clinical directors (for clinical risks) or the  Organisational Risk Committee through the appropriate representative (eg Chairman, Health and Safety Committee) on risks identified and actions taken to mitigate such risks in future.

Trust Committees reporting to the Clinical Governance and Organisational Risk Committees will also undertake review of relevant categories of incident, prompt actions where required, and report to the Trust Board subcommittees on issues identified.

Rationale for the main recommendations

All statutory requirements for incident reporting have been included.

Where possible all definitions, coding sets and recommendations in the draft document from NPSA have been followed.  Exceptions are as follows:

· Severity criteria: Increased length of stay and increased level of care criteria have been downgraded following discussion with an NPSA pilot site.

· ALARM codes for causal factors: ‘Participation in a research trial’ added to patient factors. ‘CNST requirements’ deleted from Management and Organisation factors.

· Incident codes incorporate all CNST codes, but have been arranged hierarchically with qualifiers and with extra codes for some categories in a local coding set, no suitable standard coding set being available nationally at present.
References: 

Doing Less Harm: Improving the safety and quality of care through reporting, analysing and learning from adverse events involving NHS patients.  Draft document from NPSA August 2001.

Medical Devices – Reporting adverse incidents and disseminating safety warnings. MDA Safety Notice MDA SN2002(01).

Development of the incident management system

Other relevant documents

Strategy for Clinical Governance PP(02)106
Policy and Strategy for Risk Management PP(02)093
Handling of Clinical Negligence and Personal Injury Claims PP(03)061

Health, Safety and Welfare Policy PP(02)018

Local resolution of complaints PP(03)002

Staff Concerns about Patient Care PP(00)056

Root cause analysis policy and procedure PP(03)130

Risk assessment guidance PP(04)132

Changes compared to previous document

This document is a description of a radically revised incident reporting system.  It replaces 

· PP(97)069; Serious Clinical Incident Policy

· PP(98)074; Reporting of Injuries Diseases and Dangerous Occurrences 1995 (RIDDOR)

· PP(99)013; Procedure for Untoward Incidents and Substandard Practice

Contributors and peer review

The Incident Modernisation Project Group consisted of;

Sue Maisey, Governance Manager (chair); Dr. Clare Laroche, Consultant Physician; Dr. John Slade, Consultant Anaesthetist; Mr. Soren Sjolin, Consultant Orthopaedic Surgeon; Patricia Davies, Midwifery Manager; Nigel Beeton, HoD, Radiography; Siobhan Costello, Operational Service Manager, Medicine; Jill Canning, Assistant Director of Modernisation Clinical Support Services; Diane Milan, Director of IT; Val Dutton, Health and Safety Risk Advisor; Melanie Johnson, Health and Safety Risk Assistant. 

Draft forms were extensively piloted and consultation took place with many staff groups including;

· General managers

· Operational Service Managers, who cascaded the consultation to ward managers

· Heads of Clinical Support Services

· Orthopaedic and Anaesthetic audit meetings

· The Nursing Directorate

· The Director of Human Resources

· The Coroner

· The regional medico-legal advice service

Many helpful comments were received and incorporated in the design.

The draft document was reviewed by the Trust Management Team and the Clinical Governance Committee.  Wording of the no-blame statement was revised and instructions for management of serious incidents were expanded as a result.

The document was submitted to the Organisation Risk Subcommittee of the Board in April 2002 and approved for general distribution in the Trust, subject to minor amendments suggested by Committee members.  These have been made.

Distribution list/dissemination method

This document will be widely circulated in the Trust and will form the basis of an intensive training programme to accompany the implementation of the new system and reporting forms.
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Adverse Incident No
Brief description

Case Study 
Person/s affected
	Age (yrs)
	Sex
	Person type
	Details

	 
	Male/female
	member of staff
	[profession and grade]

	
	
	visitor
	

	
	
	volunteer
	

	
	
	contractor
	

	
	
	patient
	[admitted for]

	
	
	
	[Previous medical history]

	
	
	
	[Medication]

	
	
	
	[Physical examination]


	Sequence
	When
	Where
	Who
	Notes

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Contributing conditions
	Possible Root Causes
	Suggested Actions

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	PRIVATE
Contributing conditions
	Possible Root Causes
	Suggested Actions

	Patient not identified as “at risk” of thromboembolism 
	· No procedure for identifying and managing patients 
“at risk of thromboembolism” 


· No system in place to ensure adequate ward supply of multiple Ted stocking sizes 
	Develop and implement a thromboembolism management protocol (prevention and treatment)

Revise ward stock imprest lists

	No prophylactic anticoagulation prescribed
	
	

	Reliance on Surgeons memory to consider need. Failure to follow policy – Ted stockings not fitted as unavailable
	
	

	Inappropriate ward allocation 
	· Mismatch between patient needs and staff skills due to efficiency targets 
	Review responsibility for bed allocation

Introduce patient dependency system 

Review skill mix of nursing staff on unit

	Failure to recognise seriousness of condition and report episode to medical officer
	
	

	No follow-up assessment as busy with other patients
	· Mismatch between patient needs and adequate time for staff to complete tasks due to efficiency targets 
	

	Very brief verbal handover to ICU staff Medical record left in Obstetric unit
	
	

	Nurse did not know who to call for immediate medical assistance
	· Inadequate communication of implementation of medical emergency team calling criteria 
	
Revise Code Blue policy to include medical emergency calling criteria and communicate to all staff and clinical units

Provide ALS training for house medical officers and introduce annual competency assessments

	Nurse thought code blue calls were only for patients who have arrested
	
	

	Inexperience of junior medical officer resulted in delay in treatment
	
	

	Consultant off site and unable to provide immediate support
	
	

	Seriousness of condition not communicated to ICU
	
	

	Transfer of critical and unstable patient without monitoring equipment or experienced staff
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STRUCTURE/CONTENT OUTLINE FOR RECORDING STATEMENTS

Section 1
-
Biographical details

Name

Professional qualifications

Role within the Trust

Time worked within the Trust

Section 2
-
Facts relating to the Incident

Role in relation to patients

Involvement with the Incident

Chronological facts/observations

· what happened

· support from case notes where appropriate

· where it happened

· who was involved

Date & Signature:

Do not include any of the following in the written statement

· speculation or hypothesis

· views on causes

· opinions on quality of work provided by other staff

· derogatory comments about what happened

PRIMA FACIE REPORT

A report of the incident or suspected incident should be produced within 72 hours, by the most appropriate Line Manager, covering the prima facie facts of the incident.  The following structure will aid production of the report:

Description of the Incident

· what happened

· when it occurred

· who was involved

· reference to any statements taken

Description of action taken

· emergency procedures invoked

· immediate remedial action, taken by whom and reasons

· further precautions taken

· press statements if prepared

Initial assessment of causes

· give reasons, evidence where possible

· note any assumptions being made which would need to be tested

Detail follow-up investigation required

· give reasons

The reporting manager should be prepared to present and discuss this report with Senior Managers and Trust Executives within 72 hours of the incident occurring.

CHOOSING THE ENQUIRY TEAM

Dependent on the nature of the incident, the enquiry panel could be internal, external or a mixture of both.  In all these cases, the team will function better if the guidelines set out below are followed:-

Chairperson

Should be skilled and independent of the issues being investigated.  The Chairperson needs to be able to co-ordinate impartially the various investigative activities, run meetings, lead a decision making progress, report writing and presentation to the client groups.

Team Members

They need the skill and specific knowledge to contribute to the investigation, so that their role in the enquiry team can be clearly defined.  They need also to be capable of playing a team role when it comes to analysing, agreeing decisions and making recommendations.  They need to be able to, and be prepared to, give the necessary time.

Involving Others

The Chairperson will need to recognise the need to co-opt and call upon other skills, either initially or as the investigation ensues.

Training/Briefing Session

It should not be assumed that an enquiry team is instantly capable of carrying out its role.  Ideally, its first meeting should, at least in part, be a training session.  As a minimum, an hour’s briefing by the Chairperson should happen before starting the investigation itself.  The briefing should cover:-

· gaining understanding of the aims

· agreeing the style and process of the investigation

· sharing expectations of each role and each other

· agreeing key milestones and how the various investigative strands will be brought together

This could be facilitated or be based on a self teach package available through the Personnel Department.

ESTABLISHING TERMS OF REFERENCE

Terms of Reference should be produced in writing and shared with all those involved.  They should also include

Aims

These should be expressed in neutral language to encourage problem solving rather than blame allocation.  The remit should be broad enough to cover both the circumstances around the incident and any other relevant factors raised by the incident.  A historical perspective should be encouraged to seek patterns or trends.

Enquiry Team

Chairperson

-
name and role in co-ordinating the investigation

Team Members

-
names and roles/specific contributions as appropriate

Time Commitment

It is likely that dedicated and intensive periods of time will be necessary to achieve the enquiry efficiently and expeditiously and this should be clearly identified.

Secretarial Support

What clerical support will be available; where will it be located?

Authority

What authority is vested in the team and who is the person designated to receive the report?

Timescales

Following the initial 72 hour investigation, it should be possible to estimate the time required to carry out the enquiry.  One month would provide sufficient time for most incident enquiries, whilst providing an appropriate sense of urgency.  The key milestones should be indicated in the Terms of Reference.

Enquiry Process

This part should include the investigation process to be undertaken, the meetings schedule, how findings will be brought together, recommendations agreed, how the report will be presented and whether it should be/has to be made public.  These aspects should not be left to chance.  It should also indicate the decision making progress by which any alterations to Terms of Reference, timescales etc., will be made in light of the progress.

ENQUIRY REPORT

Structure

The structure of reports should be broadly consistent.  The following headings should suffice for most reports:-

Introduction

Terms of Reference – including membership of panel

Enquiry Process

Background – history of events

Description of Incident and its Handling

Comments on Incident Handling (Enquiry Team)

Conclusions

Recommendations

Implementation Process

Tracking

Recommendations

These could usefully be presented under three headings:-

Policy and Procedure

Resources and Assets

Staff Performance and Capability

They should be prioritised in terms of MUST and COULD do.  Wherever costs are entailed, these should be itemised along with the benefits anticipated from accruing such costs.

Implementation Process

This should be in the form of an action chart, showing who, how and When by including key review points.  The plan should include communications activity and show how support for those involved in the implementation process would be provided wherever this is likely to be personally stressful.

Tracking

Ownership for tracking agreed recommendations must be decided.  A proforma for progress reports is attached.  These should be presented at key review points, and at least monthly, so that actions can be signed off and any additional action can be identified.

COMMUNICATIONS ACTIVITY

At the point of initiating management of a serious incident, and throughout the process, consideration should be regularly given to communicating with various internal and external groups and individuals, as shown below:-

Immediately following the Incident:


Internally


· Chief Executive and Executive Directors


· Trust Chairman and Non-executive Directors

· Senior Managers

· Risk Manager 

· Child Protection Officer

· Trust legal advisors

· Staff affected


Externally



· Strategic Health Authority Officers

· Strategic Health Authority Press Officer/P.R. Manager

· Primary Care Trust

· Social Services 

· Police

· Relatives and patients

· National Patient Safety Agency

At point decision taken to hold enquiry and at the end of the enquiry


Internally



· As above plus staff briefing – verbal and written (particular care needed in location where incident took place)


Externally
· As above, plus prepared press statement for local press, National press, TV (decide on point of contact for press and interviews) – see Trust media policy

· Trade Unions and staff organisations

· MPs (local usually)

· CHC

· Pressure Groups

· Relatives and patients concerned

· GPs

· Department of Health via Strategic Health Authority contact

· Primary Care Trust

A communications plan should be part of the final report, so that a co-ordinated and consistent approach is taken across all these groups.
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