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Clinical Transparency Ltd

Adverse Incident Reporting

1. Policy Statement
Clinical Transparency Ltd will ensure effective reporting of incidents (including information incidents), accidents and near misses as a means of ensuring and improving safety and quality.
2. Purpose
To set out the procedure to follow to ensure incidents and near misses are reported promptly and appropriately. 

3. Scope
The operation of this policy applies to all staff involved in the delivery of procedures on behalf of Clinical Transparency Ltd including those on temporary contracts and/or employed as subcontractors to.

This document details the procedure for incident reporting. 
4. Exclusions
None

5. Location
All areas participating in the delivery of Clinical Transparency Ltd work.
1. Using the Incident Report Form

An Incident Report Form must be completed for all types of incident and near misses.
*Within this Procedure, Incident refers to incidents and near misses unless specifically indicated otherwise  
· For High and Extreme Incidents the form must be completed immediately 
· For Low and Moderate incidents the form must be completed within 3 days of the incident occurring 

Incident Report Forms are available from the Director. 
If more than one member of staff is involved in an incident or witnesses it they need only complete one incident form unless they wish to provide different or conflicting information.

The form has mandatory fields, identified by an M. Requirements for completion include: 

· The form must be completed by the member of staff, signed by the Line Manager and identified to the Director within 3 days of the incident occurring 

· In the case of Extreme incidents they must be reported immediately 
· The form is a legal document and should contain facts only, not statements of opinion 

· Where an incident involves a device, where possible the device should be isolated and relevant details (i.e. make, model, serial number etc) recorded on the form 

· All available details should be entered on the Form, including management action required/taken to reduce or remove any identified risks 

· The likelihood and severity of the incident should be rated if possible 

· A copy of the form must be retained
· All completed forms must be sent to the Director.
2. Using Incident Reporting Information 

Clinical Transparency Ltd screens all Incident Report Forms. These are then entered onto the Organisations Risk Management database which is subject to strict access control to ensure compliance with data protection requirements.
Incidents or near misses graded as ‘Extreme’ are investigated using an approved Root Cause Analysis technique (See Section 5) and will usually be reported externally as Serious Untoward Incidents (SUIs). Such incidents are re-graded appropriately during and following investigation.

It is essential that Clinical Transparency Ltd captures information about all incidents and near misses regardless of how minor they may appear. Comprehensive Incident Reporting will enable the organisation to build a clear profile of the opportunities to improve quality and manage risks to staff, and services offered.
Any members of staff completing an Incident Report Form, either on behalf of another or where another is named should ensure, as far as possible, that the individual involved understands and agrees with what has been written. This agreement should be confirmed, where possible, with a signature. It is important that the information contained on the form is accurate, complete and factual. This will help to protect both staff and the organisation in the event of a complaint or subsequent litigation.

Incident Report Forms are confidential documents and must be treated as such. Completed forms must not be subject to unauthorised access. The copy form must therefore be retained in a secure location after the original has been dispatched to the Incident Reporting function.

Staff can expect the contents of the form to remain confidential. There may be circumstances in which it is appropriate and helpful to allow the form to be seen by others involved in the investigation process. Such disclosures should only be authorised by the Director, with full consideration of confidentiality requirements and any permitted exceptions. 
3. Severity Grading of Incidents

Severity grading must be applied to incidents as soon as possible after the event by the Director. Particular points to note are as follows: 

· incidents graded as ‘Extreme’ will, by definition, be very serious and must be notified immediately 
· All ‘Extreme’ incidents are routinely reported and are subject to Root Cause Analysis. Severity grading will be reviewed during and following investigation
· Following receipt of incident forms all severity gradings are reviewed by the Director and may be the subject of moderation. 

· Staff are actively encouraged to seek advice and guidance on severity grading from the Director as required. Training on the use of severity grading will be provided, as required 

4. Immediate Management Action 

The Director has responsibility to ensure that immediate remedial actions to prevent the recurrence of an incident are detailed on the Incident Report Form.
The task of ensuring compliance with recommended actions may be delegated to other staff but only under appropriate management supervision. Any remedial action such as first aid, emergency treatment and the reduction or removal of identified risks should be initiated immediately. All advice give must also be clearly documented and remedial actions recorded on the Incident Report Form. Staff are expected to ensure that all preventative actions identified are complied with. Consideration should be given to the following areas in deciding appropriate remedial actions:
Environment – has a substance or trip hazard been removed, are isolated areas suitably managed, is lighting sufficient, is there sufficient space for certain tasks, are activity levels within an area suitable for the surroundings?
Equipment – is available equipment adequate, functional, appropriately designed, suitably decontaminated, appropriately designed, stable, suitably stored etc? 

Knowledge Base – are staff sufficiently trained, do they understand tasks, do they have adequate skills and experience etc? 

Procedures – has a protocol been followed, was there adequate preparation for the task, has essential equipment been regularly checked or calibrated etc? 

Staff – are skill mix and numbers of staff adequate, was the procedure hurried, was an element of distraction involved, were staff fatigued or under stress? 

Work Practice – was communication clear and unambiguous, was documentation of a suitable standard, were staff adequately supervised etc?

5. Investigating Incidents 

The level of investigation required for a reported incident or near miss will be assessed on the basis of the risk assessment carried out by the Director. Risks will fall into three categories for investigation:

Incidents rated extreme scoring 15 and over 
All Extreme incidents should be subject to a full and thorough investigation. A systematic approach will be used to identify root causes of all incidents rated as Extreme, thus enabling the organisation to develop and implement an appropriate risk management action plan. In addition to the strategic risks, all other Extreme risks will be reported to the Director who will approve Action Plans and monitor progress. 

For all Extreme incidents a Root Cause Analysis, or similar process in which staff are trained, must be completed. This will be instigated by the Director. It will be the responsibility of the person leading the investigation to co-ordinate the sharing of information with any third parties. 

The type of investigation applicable will be dictated by the facts of the incident. 
Incidents rated ‘High’ scoring between 7 and 14 

This is the category to which the second highest numbers are expected to fall. Investigations in to such incidents will be lead by the Director. The investigation should lead to the development of an Action Plan and highlight areas for organisational learning.
Less effort should be expended on high event investigations. An attempt should be made, however, to establish the root causes. Investigation and analysis will be carried out by one or two key staff e.g. local manager and clinician. 

The investigation lead will be responsible for forwarding copies to any third party involved.

Investigating Incidents rated ‘Low’ and ‘Moderate’ scoring 7 or under 
For all Low and Moderate incidents the Director will be responsible for undertaking any investigating. This will include, where appropriate, forwarding copies to any third party involved. 

These are unlikely to warrant individual investigation, but root cause analysis of trends may be undertaken, either as part of a working group, periodic reports produced for the Director or as a preventative risk management strategy established to prevent recurrence. 

The investigation should lead to the development of an action plan and highlight areas for organisational learning. Information on remedial actions identified and implemented will be reviewed periodically by the Director
Re-grade Incident 
At any time during the review or investigation the grading of an incident may be reviewed and changed. When the grade is changed this should be noted on the file and the investigation procedure for the new grade must be followed.
6. Confidential Reporting 

Staff are actively encouraged to report incidents even where they either do not have access to an Incident Report Form or are not in a position to complete one. Details of such incidents should be communicated to the Director, although the absence of full information regarding an incident may limit its further investigation.

7. Communicating with and supporting staff 

Involvement in or witnessing an incident can be traumatic for staff, even when they may have sustained no apparent physical injury. It is vital that access to appropriate support and guidance. Such support may take a number of different forms and Clinical Transparency Ltd should be aware that staff needs may change over time as they come to terms with events. Sensitive and ongoing communication with staff will ensure that needs are identified and addressed as required. The following should be considered when dealing with staff involved in an incident: 

· Ensure that any physical injuries are attended to. 

· Staff should be accompanied where possible when attendance at A & E is required. 

· They should also be offered accompanied transport home, whether from the workplace or from A & E if they are unfit to continue working 

· The psychological and emotional effects of the incident should be considered

· The need for other therapeutic interventions should be explored with the staff member if required 

Staff should be provided with an opportunity to discuss the incident in a confidential environment. Given that the Director may be involved either in the investigation process it is not always appropriate for them to discuss the matter with the staff member. 

A debriefing may therefore be undertaken with the assistance of another nominated colleague. 

Staff directly involved in an incident should be kept informed as to the progress and outcome of any investigation.
In exceptional circumstances incidents may lead to Disciplinary action. It is not acceptable for a manager involved in the investigation of an incident to be subsequently involved in the Disciplinary process.
8.   External Reporting Processes & Requirements 

The organisation is obliged to report certain types of incident to external agencies. A brief summary of these requirements is as follows: 

9.   Reporting of Injuries, Diseases and Dangerous Occurrences (RIDDOR) 
Under the RIDDOR, the organisation has a legal duty to notify the Health and Safety Executive (HSE) with details of certain incidents that occur in the course of work activities. Principally major injuries and injuries requiring over 3 days off work (see Appendix A) must be reported to the HSE. RIDDOR reportable incidents should be reported immediately using Incident Report Form. 

10.  NHS Litigation Authority (NHSLA) 
The NHSLA requires notification of any incident involving staff which results in more than ten days absence, fatal injuries, amputation of a limb, head injury or likely HSE prosecution. 
11. National Patient Safety Agency (NPSA) 
Anonymous incident data is reported to the NPSA under the National Reporting and Learning System (NRLS).

12.   Working with Other Agencies 

Clinical Transparency Ltd recognises the importance of joint working around incident investigation and inter-agency learning and it is committed to developing appropriate joint investigation and communication processes between partner agencies.

13.   Retention of Records 

The Director must ensure that suitable provision is made for the storage of copies of Incident Report Forms for a period of two years from the date of completion. Clinical Transparency Ltd will retain copy forms for a period of eight years.

Where a serious incident has occurred the relevant Director is responsible for ensuring that there is a contemporaneous record of events from the time the incident is reported. In the busy period following this sort of incident, those involved often forget details such as when and why a decision was made, who made it and what was decided. This is often vital information to which the organisation may be required to refer in the event of a subsequent complaint or litigation. Copies of any such records must therefore be attached to the Incident Report Form before it is forwarded and must be dated with the author clearly identified.

Appendix A - RIDDOR Descriptions 
Reportable major injuries are: 

· Fracture other than to fingers, thumbs or toes; 

· Amputation; 

· Dislocation of the shoulder, hip, knee or spine; 

· Loss of sight (temporary or permanent); 

· Chemical or hot metal burn to the eye or any penetrating injury to the eye;

·  Injury resulting from an electric shock or electrical burn leading to 

· unconsciousness or requiring resuscitation or admittance to  hospital for more 

·  than 24 hours; 

· Any other injury: leading to hypothermia, heat-induced illness or unconsciousness; or 
requiring resuscitation; or requiring admittance to hospital for more than 24 hours; 

· Unconsciousness caused by asphyxia or exposure to harmful substance or 

· biological agent; acute illness requiring medical treatment, or loss of consciousness 
arising 
from absorption of any substance by inhalation,  ingestion or through the skin, 
and
· Acute illness requiring medical treatment where there is reason to believe that this 
resulted from exposure to a biological agent or its toxins or infected material. 

Over-three-day injury 
If there is an accident connected with work (including an act of physical violence) and your employee, or a self-employed person working on your premises, suffers an over-three-day injury you must report it to the enforcing authority within ten days. 

An over-3-day injury is one which is not ‘major’ but results in the injured person being away from work OR unable to do their full range of their normal duties for more than three days.
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