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A Serious Incident Requiring Investigation (SIRI), Serious Untoward Incident (SUI), Serious Incident (SI) refers to an incident that occurred during NHS funded healthcare (including in the community), which resulted in one or more of the following;
· Unexpected or avoidable death or severe harm of one or more patients, staff or members of the public; 
· Serious harm to one or more patients, staff, visitors or members of the public or where the outcome requires life-saving intervention, major surgical/medical intervention, permanent harm or will shorten life expectancy or result in prolonged pain or psychological harm (this includes incidents graded under the NPSA definition of severe harm); 
· A never event - all never events are defined as serious incidents although not all never events necessarily result in severe harm or death. (see Never Events Framework);
· A scenario that prevents, or threatens to prevent, an organisation’s ability to continue to deliver healthcare services, including data loss, property damage or incidents in population programmes like screening and immunisation where harm potentially may extend to a large population;
· Allegations, or incidents, of physical abuse and sexual assault or abuse; and/or
· Loss of confidence in the service, adverse media coverage or public concern about healthcare or an organisation.
Never Event is a serious, largely preventable patient safety incident that should not occur if the available preventative measures have been implemented by healthcare providers[footnoteRef:1] [1:  National Patient Safety Agency, ‘Never Events – Framework: Update for 2010-11’, March 2010. Available at http://www.nrls.npsa.nhs.uk/resources/?entryid45=68518
] 

High Risk/Level Investigation is where the Incident does not meet the criteria for a Serious Incident. Appropriate managers with responsibility for dealing with EXTREME or HIGH RISK graded incident forms (Appendix 3) should consider the need to conduct a more formal investigation and Root Cause Analysis of the incident. This will be appropriate for incidents that whilst serious in nature do not meet the criteria for reporting as serious incidents or never events. These will be classified and recorded as High Level Incidents. 
Being Open and Duty of Candour
	Date and Time the Patient (and/or family/friends) have been informed that a SI investigation is occurring or rationale for not informing
	






Professional Bodies or Other(s) Informed
	Have professional bodies or appropriate regulatory bodies/police been informed. Please detail date/time/incident number and any immediate actions taken
	









Incident Description & Outcome
Guidance: Provide a clear, concise description of the incident and its effect on (or outcome for) the patient, the staff, the service and any other stakeholders. What to include in the description of the patient safety incident: a concise description of the incident; incident date; incident type; healthcare specialty in which the incident occurred; actual effect of the incident on patient and/or service and others; actual severity rating of the incident (consequences). The impact and consequences described should only be those relevant to the incident and may not solely be based on physical harm. For example, psychological injury, social or political consequences, or reputation of service or individuals might also be considered: avoid emotional, judgemental or value laden words to describe events; consider the careful and limited use of photographs or diagrams to support the description 
[PLEASE INSERT]










Terms of Reference
Guidance: Terms of reference describe the plan and latitude allowed to those conducting the investigation. These should be agreed between the commissioner and the investigation lead prior to the investigation. Have regard for previous internal investigations findings, and identify: 
· specific problem or issues to be addressed; who commissioned the investigation (and at which level in the organisation);
· Investigation lead and team; 
· aims and objectives of the investigation and desired outputs; 
· scope and boundaries beyond which the investigation should not go (e.g. disciplinary process); 
· timescales for the report and for reviewing progress on the action plan; 
· project administration arrangements (including accountability, meetings, resources, reporting and monitoring arrangements); 
· timescales; 
· actual or potential for involvement of the police, Health and Safety Executive and plans for this to be addressed and managed effectively at the earliest point


[PLEASE INSERT]







Gathering Evidence
Guidance: List a summary of all evidence gathered from people, documentation, plant/equipment and site visits:
· interview notes; letters: e-mails; equipment; equipment fault reports; literature review findings; NICE or other clinical/non-clinical guidance; national alerts; statutory requirements; policies and procedures; site plans; photos; training records; maintenance records. In addition there needs to be consideration to current situation and the situation at the time of the incident i.e. was the procedure different? Contextual data such as local or national audits may also be valuable.
· Formal signed witness statements would not normally form part of a Root Cause Analysis investigation report produced for learning purposes. Staff may wish to write factual reflective notes. Formal signed witness statements are relevant and appropriate to disciplinary or criminal investigations[footnoteRef:2]  [2:  www.npsa.nhs.uk/rca ] 

[PLEASE INSERT]





Chronology/Timeline
Guidance: The report should include a summary of the key points of the mapped chronology to enable a clear understanding of the events leading up to the incident. This is ideally presented in visual format e.g. summary timeline or part of a ‘cause and effect’ chart, or a ‘tabular timeline’:
	Event date
and time
	Event
(What actually happened)
	Policy/Protocol (What should have happened)
	Missing information /
data gaps

	Notable practice


	
	
	
	
	

	
	
	
	
	


Nb. Add additional rows where required
Contributing Factors
Guidance: The contributory factors identified for each prioritised care and service delivery problem should be listed. This analysis should highlight contributory factors taken from the NPSA contributory factors classification / framework and should not include negative descriptors, e.g. poor / inadequate / careless / complacent. Refer to www.npsa.nhs.uk/rca or NHS England Derbyshire & Nottinghamshire AT Incident Reporting Policy for further guidance. Also consider Human Error: Human error occurs when the actions and decisions of individuals result in failures that can immediately or directly impact patient safety. 
[PLEASE INSERT]





Route Cause Analysis
Guidance: Complete an RCA Meeting; successful RCA requires a team approach, consisting of a facilitator, a team member and someone who was involved in the incident. Also consider involving the patient and those closely involved in the PSI (explore their wishes with sensitivity). The 5 Why’s develops a questioning attitude and never accepts the first reason provided. ‘Why’ is asked again and again until the participants agree the fundamental issue has been found. This section of the report should demonstrate a direct link between cause and effect. These descriptions of root causes (conclusions) should: be numbered; be clearly linked by analysis to the evidence found; avoid blame and not include inflammatory statements or negative descriptors (e.g. poor/careless/inadequate/reckless)
[PLEASE INSERT]







Lessons Learned
Guidance: There may be occasions when nothing could have prevented the incident and no root cause(s) are identified. There are always lessons to learn and key safer practice issues may be identified which did not materially contribute to the incident. Lessons learned from the incident and the investigation should be identified, numbered and addressed by the recommendations, alongside any root causes.
[PLEASE INSERT]




Recommendations
Guidance: Recommendations and solutions should be designed to address the root causes (conclusions). Recommendations should:
· be clearly linked to identified root cause(s) or key learning point(s) (to address the problems rather than the symptoms);
· address all of the root causes and key learning points;
· be designed to significantly reduce the likelihood of recurrence and/or severity of outcome;
· be clear and concise and kept to a minimum wherever possible;
· be Specific, Measurable, Achievable, Realistic and Timed (SMART) so that changes and improvements can be evaluated;
· be prioritised wherever possible; be categorised as: those specific to the area where the incident happened; those that are common only to the organisation involved; Those that are universal to all and, as such, have national significance.
· Provision of on-going support of patients and staff affected by the incident.
[PLEASE INSERT]









Action Plan
Guidance: Action plans should set out how each recommendation will be implemented, with named leads responsible for each action point or solution. To ensure solutions are realistic, accepted, and owned by the service, it is essential that frontline staff and those with appropriate local knowledge are heavily involved in, or consulted on this process. For example:
	Recommendation
	Actions
	Lead
	Due Date
	Evidence
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