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Equality Statement  
 
This policy applies to all Leeds CCG employees irrespective of age, race, 
colour, religion, disability, nationality, ethnic origin, gender, sexual orientation 
or marital status, domestic circumstances, social and employment status, 
HIV status, gender reassignment, political affiliation or trade union 
membership. 
 
All employees will be treated in a fair and equitable manner and reasonable 
adjustments will be made where appropriate, e.g. interpreter or signing 
provision, access arrangements, induction loop, etc. 
 
The Leeds West CCG will ensure that this policy and procedure is monitored 
and evaluated by the Assurance Committee.  
 

 
1. Policy and Guidance Aims 
 
Serious incidents represent less than 1% of all reported incidents. The 
impact or potential impact is so serious however that it is imperative to learn 
and reduce the risk of recurrence in similar circumstances. 
 
This policy is to be used for any incident with a consequence grading of 
‘major’ or ‘catastrophic’. 
The aim of this policy and guidance is to set out the requirements of staff in 
relation to how to respond to a Serious Incident (SI) and provide the tools for 
investigation.  This policy and guidance enables Leeds West CCG to:  
 

 Learn lessons from serious incidents and reduce the risk of recurrence 

 Promptly and fully report serious incidents  

 Effectively manage serious incidents so as to minimise harm and 
damage 

 Thoroughly and systematically investigate and analyse incidents 

 Take appropriate action when informed of a serious incident within a 
commissioned service 

 Identify learning from serious incidents and share that learning as 
appropriate 

 Comply with national guidance in relation to the management of 
serious incidents. 

 
Leeds West CCG will work closely with the NHS England Area Team in their 
role as the link between other NHS organisations, the Department of Health 
and other organisations to manage serious incidents,  
 
 

Leeds West CCG Serious Incident (SI) Policy 
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2. Scope of this Policy and Guidance 
 
This policy and guidance includes all Leeds West CCG employees and is 
applicable to care provided to NHS patients.  For the purposes of this policy 
an NHS patient is defined as a person receiving care or treatment under the 
NHS Act 1977. 
 
 
3. Definition of a Serious Incident 
 
A serious incident requiring investigation is defined by the NPSA as an 
incident that occurred in relation to NHS-funded services and care resulting 
in one of the following: 
 

 Unexpected or avoidable death of one or more patients, staff, 
visitors 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-threatening 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 scenario that prevents or threatens to prevent a provider 

organisation’s ability to continue to deliver health care services, for 
example, actual or potential loss of personal/organisational 
information, damage to property, reputation or the environment, or IT 
failure; 

 
 Allegations of abuse; 

 
 Adverse media coverage or public concern about the organisation or 

the wider NHS; 
 

 One of the national set of Never Events.  See Appendix 2.  
 
‘Near Misses’ may also constitute SIs, where the contributory causes are 
serious and under different circumstances they may have led to serious 
injury, major permanent harm, or unexpected death, but no actual harm 
resulted on that occasion.  An example is that of a system failure, the result 
of which is incorrect/delayed diagnosis.  This may not have any serious 
consequences for some patients, but for others could lead to the wrong 
treatment/serious delay in treatment and ultimately to death. 
 
Please see Appendix 1 for a list of example events that are reportable as SIs. 
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4. Policy Statement 
 
The CCG will manage serious incidents occurring as a direct result of its 
functions, or occurring in its providers of NHS care, in accordance with 
national policy frameworks. 
 

 NHS Commissioning Board – Serious Incident Framework – March 
2013 

 National Patient Safety Agency – National Framework For Reporting 
Serious Incidents Requiring Investigation – 2010 

 Department of Health - Never Events Framework – 2011-12 
 
 

5. Governance 
 
The serious incident process is governed via the Leeds West CCG formal 
committee structure through the following routes: 
 

Governing 
Body 

The Governing Body has overall accountability for safety 
and must be informed of all serious incidents. 
 

 The Governing Body will receive a quarterly 
assurance report of SI activity. 

Assurance / 
Governance & 
Risk Committee 

 This committee is the accountable body for ensuring 
that the Governing Body is assured of the 
effectiveness of the systems and processes for 
ensuring safety and learning. 

 Approves the policy and procedures for the 
management of serious incidents. 

 Will receive an assurance report of SI activity at each 
meeting. 

Leeds Quality 
Surveillance 
Group 

 The group receives a confidential report of all on-
going serious incidents logged with the CCG and its 
providers. 

 Monitors the action plans of all serious incidents 
reported by the Leeds CCGs until completed 
(excluding safeguarding incidents). 

Serious Incident 
Quality 
Assurance Panel 

 Reviews all submitted SI reports for assurance that 
the investigation has identified all appropriate lessons 
and a robust action plan is in place. 

Provider 
performance 
management 
groups 

 Discuss issues relating to serious incidents 

 Receive assurance of a robust process in providers 
for SI management. 

 Monitor action plans of grade 2 SIs. 

 Monitor SI themes and trends in each provider. 

 
 
 

http://www.england.nhs.uk/wp-content/uploads/2013/03/sif-guide.pdf
http://www.england.nhs.uk/wp-content/uploads/2013/03/sif-guide.pdf
http://www.nrls.npsa.nhs.uk/EasySiteWeb/getresource.axd?AssetID=68464&type=full&servicetype=Attachment
http://www.nrls.npsa.nhs.uk/EasySiteWeb/getresource.axd?AssetID=68464&type=full&servicetype=Attachment
https://www.gov.uk/government/publications/the-never-events-list-for-2011-12
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6. Roles and Responsibilities  
 

Chief Officer  The Chief Officer has overall responsibility for safety 
and must be informed of all CCG SIs as quickly as 
possible. 

 

Director of 
Quality & 
Nursing 

 Portfolio lead for serious incident management 

 Ensure appropriate governance structures are in 
place for the reporting and management of serious 
incidents both within the CCG and its providers 

 Advise the CCG of policy requirements in relation to 
serious incident management 

 Ensure all serious incidents are robustly managed in 
accordance with policy requirements. 

 

Head of 
Governance 
 

 Ensures the CCG has the necessary systems and 
processes in place to manage serious incidents in 
accordance with the national framework 

 Ensures all serious incidents are reported to STEIS 
in accordance with the national framework 

 Ensures the appropriate serious incident 
procedures are followed. 

 Advise and support investigators to ensure incident 
investigations are robust and follow root cause 
analysis principles 

 Ensures compliance with the policy & procedures is 
monitored and developed as necessary 

 

Communications 
Team 

 Liaise with other organisations regarding 
communications strategy as appropriate 

 Develop a media handling strategy in relation to the 
incident in conjunction with the lead investigating 
officer. 

Employees 
 

All staff have a duty to report all incidents in accordance 
with the Leeds West CCG Incident Management Policy, 
but serious incidents must be escalated quickly to 
minimise harm and ensure ongoing safety.   
 
Any member of staff discovering an incident that they 
believe is serious or has potential to be serious, as 
defined by this policy, must REPORT IT 
IMMEDIATELY. 
 
All employees have a duty to their patients, employer 
and fellow colleagues to co-operate fully with an 
investigation. This is to ensure that an incident is 
thoroughly investigated, thus ensuring the most 
appropriate outcome. 
 



 

Serious Incident Policy and Procedures (May 2013) Page 9 of 43 
 

 
7. Audit and Monitoring 

 
The Governance Team is responsible for monitoring this policy. 
 
Monitoring is performed on a continuous basis via the serious incident 
monitoring database.  All serious incidents are measured against the 
requirements of national NHS serious incident guidance and reported to the 
governing body via the governance arrangements described within. 
 
The quality of every incident investigation report will be audited against 
regional NHS standards when they are submitted for closure. 
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Serious Incident Procedures 
 
 
 
Section 1 of the procedure applies to serious incidents originating in, and 
reported by, one of the CCGs in Leeds. 
   
Section 2 of the procedure applies to serious incidents originating in, and 
reported by, providers of NHS care to residents of Leeds.  
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1 Principles of Managing Serious Incidents 

 
The important thing to remember in managing any serious incident is to  

 Stay calm 

 Assess and manage the situation to maintain immediate and on-going 
safety for staff and patients 

 Escalate to a Director 

 Call for advice and assistance when required or if in doubt 

 Communicate quickly, clearly, openly and honestly – detail is 
important 

 Document your actions as close to the time occurring as possible 

 Document instructions given and requested 

 Document details in accordance with the records required in this 
policy and guidance 

 Be systematic in the investigation process 
 
 
2 Communications  
 
The lead investigating officer must ensure that the communications team is 
informed of any cases likely to raise media interest and that they in turn liaise 
with the SHA’s communications team, who should be kept informed of 
scheduled significant events, for example court dates, professional body 
hearings and developments with other connected enquiries etc. 
 
Where it is appropriate Leeds West CCG will inform patients and/or their 
relatives of the SI, its outcome and subsequent investigation, action plans 
and lessons learnt in accordance with the Being Open Policy and Procedure. 
 
Leeds West CCG will ensure that appropriate support is provided to patients, 
relatives, carers and staff and that communications about the incident are 
established and maintained with partner NHS organisations on the following 
levels:- 

 Clinician to clinician; 

 Risk management lead to risk management lead 

 Communications lead to communications lead. 

 Director to Director 

 Chief Officer to Chief Officer 
 
Once investigations are on-going Leeds West CCG will ensure that regular 
incident review meetings take place so that the incident is managed as 
quickly, efficiently and effectively as possible. 
 
 
 
 

Section 1 – Management of Serious Incidents (SI) Occurring in 
Leeds West CCG 
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3 Reporting a Serious Incident 
 

 3.1 Internal reporting 

 
In or out of hours a serious incident or suspicion of a serious incident 
must be REPORTED IMMEDIATELY and as quickly as possible to a 
senior manager or Director to control the risks and minimise any 
further impact.   All serious incidents MUST be reported on a Leeds 
West CCG DatixWeb IR1 form within 1 working day. 
 
Leeds West CCG has a defined management structure that 
determines line management arrangements.  In the event of a serious 
incident a senior manager and an Executive Director need to be 
alerted quickly to the incident to ensure a prompt, effective and 
appropriate response and therefore the quickest most direct route 
possible should be utilised.  
 
During office hours if there is any doubt as to whether or not an 
incident is serious then a call must be made to the appropriate senior 
manager or the Governance Team.  Sketchy information early is 
better than full information late.  In certain circumstances it may be 
necessary to instigate an investigation and maintain a watching brief 
pending further detail of the incident.  
 
Out of hours the on-call manager should be contacted and they will 
manage the incident in accordance with the Leeds Out of Hours On-
call Manager Manual. 
 
The Chief Officer will notify the Chairman of serious incidents 
occurring within Leeds West CCG. 

 
The CCG communications team should be contacted if there is the 
possibility of media coverage, so that a media handling strategy can 
be agreed. 

 

3.2 External Reporting 

 
The CCG will report SIs electronically to the Department of Health on 
UNIFY/StEIS system as soon as practically possible at the latest 
within 2 working days of the incident being detected.  Reports will 
be anonymous. 

 
The Area Team communications team will brief the Department of 
Health Media Centre.  The CCG will also liaise with telephone the 
Governance Team at the Area Team to discuss/add to the initial 
UNIFY/StEIS report as necessary, particularly where there are 
immediate concerns about patient safety.  
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The CCG will report all patient safety incidents to the National Patient 
Safety Agency (NPSA) via the National Reporting and Learning 
System (NRLS). 
 
Where there are serious concerns about the actions of an individual 
health professional and s/he is considered likely to be seeking work 
with other employers who would be unaware of the concerns, the 
CCG will liaise with the Area Team who will ensure liaison across the 
region if the relevant criteria are met.  Reference should be made to 
the Department of Health guidance ‘Handling Concerns about the 
Performance of Healthcare Professionals: Principles of Good 
Practice.’ 

In exceptional circumstances, the area team may alert other 
Trusts/CCGs in Yorkshire and the Humber to the SI and/or liaise with 
the DH to provide assurances on the handling of the incident.  Other 
bodies may need to become involved, notably the Care Quality 
Commission (CQC), the National Clinical Assessment Service (NCAS) 
and professional regulatory bodies such as the General Medical 
Council (GMC) and Nursing and Midwifery Council (NMC). 
 

3.3 Out of hours 

 
The incident should be managed in accordance with the CCG Out of 
Hours Management procedure. 
The CCG must inform the Area Team on-call manager if the SI is of 
an exceptional nature, for example, requiring immediate investigation 
by the Police/HSE/Counter Fraud and/or likely to attract local or 
national media attention, e.g. in the case of a fire on NHS premises 
causing major service disruption.  The SI should be formally reported 
on UNIFY/STEIS the next working day. 

 
 
4 Investigation 
 
An investigation should commence immediately once safe and legal to do so.  
The objective of the investigation is not to apportion blame or liability but to 
identify what happened and WHY the incident occurred. 
 
An investigation is a systematic process with the purpose of uncovering and 
clarifying issues, thereby making it easier to establish facts, context, 
contributory factors and root causes, enabling the identification of solutions to 
minimise recurrence.  A good investigation is prompt and thorough.  It needs 
to be done as soon as practicable after the event as conditions and people's 
memories fade. It is, therefore, extremely important that the investigation is 
undertaken without any undue delay.  The investigating officer will agree the 
timescale with the parties concerned.  
 
Detailed guidance regarding the investigation process is available in 
Appendix 3. 
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4.1 Scale of the Investigation 

 
Leeds West CCG will set in motion an internal inquiry/investigation 
proportionate to the scale and complexity of the SI in question and this 
will be conducted using root cause analysis techniques in accordance 
with best practice guidance issued by the NPSA. The procedure is 
summarised in Fig. 1 in Appendix 3. 
 
The Governance Team will document the terms of reference for the 
investigation (with the exception of safeguarding incidents) setting out 
what the team will investigate.  Where the investigation is complex 
and involves other health organisations these will be agreed by the 
director heading up the investigation and they will be approached for 
their involvement. 
 
In very serious cases, particularly where there is likely to be significant 
public interest and many external parties involved, it may be 
necessary to commission an external review or include an external 
representative on the panel conducting the internal inquiry.  Leeds 
West CCG will notify NHS England if this is decided and also share 
the terms of reference for this. 
 

4.2 Internal Inquiries and Other Investigations 

 
Internal inquiries must not interfere with other investigations e.g. 
Police, Health & Safety Executive. Reference should be made to the 
Memorandum of Understanding between the DH, HSE and 
Association of Chief Police Officers (February 2006)   
http://www.dh.gov.uk/en/Consultations/Closedconsultations/DH_4090170  

This indicates that careful consideration needs to be given to the 
conduct of any NHS investigation once a matter has been referred to 
the police, HSE or other statutory bodies.  
 
In such cases immediate patient and staff safety should be assured 
but further investigation should take place only after the first meeting 
of the Incident Coordination Group which should be called promptly.  
The primary concern of all agencies is that of public safety.  While 
there is nothing in law that says the police’s duty to investigate ranks 
higher than the NHS’ duty to ensure patient safety, interference with a 
police investigation could undermine potential legal proceedings.  
Where the NHS considers its own investigation to be particularly 
important to patient safety it should not be slow to challenge any 
decisions or requests by the police that an investigation should not be 
undertaken by the NHS in relation to ongoing patient safety.   
 
In many cases, the discussion at Incident Co-ordination Group should 
be used to find a way forward for the NHS to meet its patient safety 
obligations without compromising the police investigation.  In all 
cases, the NHS must ensure that serious incidents are reported within 
the NHS according to the current guidance.  Any request by the police 
for the NHS organisation involved not to discuss the incident with 

http://www.dh.gov.uk/en/Consultations/Closedconsultations/DH_4090170
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others can never override the NHS organisation’s obligations to do 
this.  Case-by-case judgements need to be reached with the police at 
the Incident Coordination Group about the timing, the scope of and 
limits of any NHS investigation. 

4.3 Professional Issues and Criminal Acts 

 
If, during an investigation, matters relating to professional standards, 
conduct and performance are identified, the investigating team must 
refer these matters to the investigation Executive Director and a 
decision made about whether to pursue the issues through alternative 
CCG policies, such as Managing Concerns about Performance, the 
Disciplinary Policy or Performance Concerns Handling Policy. 
 
Consideration must be given in respect of whether members of staff 
can continue their duties and whether suspension with or without 
prejudice is necessary.  Such decisions can only be made by the 
Executive Director in liaison with other advisors.  (See principles 
outlined in Appendix 7 - 7.1 Incident Decision Tree). 
 
If at any time during the investigation Vulnerable Adults or Child 
Protection concerns arise, it is the responsibility of the investigating 
officer to refer to the appropriate CCG policies.  
 
If there are concerns that a criminal act has taken place then the 
scene of the incident must be secured and preserved, all 
investigations will cease and the police notified immediately. 

 
 
5 Roles and Responsibilities  
 

Chief Officer  The Chief Officer has overall responsibility for safety 
and must be informed of all SIs as quickly as possible. 
 

 Liaise externally as required and notify external 
organisations as necessary. 

 Prepare or arrange for the preparation of 
communications and media statement. 

 Ensure action plans from investigations are 
monitored. 

 Notify the Chairman as necessary/ appropriate. 

 Oversee the investigation process 
 

Executive 
Director 
Or Out of Hours 
on Call Manager 
 
 

 Assess the situation to determine that the 
appropriate actions have been taken to ensure on-
going safety for staff and patients 

 Inform the Chief Officer 

 Inform the manager responsible for public relations/ 
communications 

 Initiate with other appropriate staff an investigation 
of the incident 
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In the event of a serious incident an executive director 
will be designated as lead executive to oversee the 
investigation process. The findings will be reported to 
the private session of the Board once the investigation 
is complete.  Recommendations from the report will 
need to be considered by the Governance and Risk 
Committee.  
 
The lead executive retains overall responsibility and 
accountability for the investigation and assigns a Lead 
Investigation Officer to conduct the investigation.  Upon 
receipt of the investigation report the lead executive is 
responsible for ensuring an action plan is drawn up 
based on the report’s recommendations and for 
ensuring on-going monitoring arrangements for the 
implementation of the plan.  Where there is media 
interest (actual or potential) the lead executive will 
ensure that affected patients and staff are informed, 
when appropriate, before the media. 
 
The Executive Director initiating the investigation will 
appoint the lead investigation officer and provide them 
with the necessary Terms of Reference in liaison with 
the Governance Team. 
 

Lead 
Investigating 
Officer 
 

The lead investigating officer will be a senior manager 
who has undertaken root cause analysis (RCA) training. 
It is the responsibility of the lead investigating officer to 
conduct a thorough and impartial investigation using 
RCA methodology and principles.  Additional staff such 
as a risk management adviser, health and safety 
adviser, clinical, HR, managerial or technical staff may 
need to be identified to provide expert advice as part of 
the investigation team.  

 Be the guardian of the SI case file, keep it 
secure and up to date and limit access 
accordingly. 

 Keep the case file up-to-date with developments 
and information.  

 Return the closed file to the Governance Team 
when the investigation has been completed. 

 Investigate or arrange for others in the team to 
investigate aspects of the incident. 

 Document or arrange for others in the team to 
document the timeline, and undertake RCA and 
establish an action plan. (This will necessitate 
arranging a meeting or sequence of meetings) 

 As necessary, arrange for others with specialist 
knowledge or independence to attend, comment 
or chair this part of the investigation. 

 Prepare a report of the investigation and an 
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action plan (not just recommendations) to show 
what has been done/will be done to minimise the 
risk of recurrence. 

 Ensure the final report is signed-off by the lead 
director and submitted to the Governance Team 
within nine weeks (grade 1) or twelve weeks 
(grade 2) of the SI. 

 
The findings and action plan will be presented at the 
Leeds West CCG Assurance Committee or Executive 
Team Meeting (which ever meets first) where the 
actions and on-going monitoring arrangements will be 
agreed along with any need for including risks on the 
appropriate risk registers.  
  
Where it is not possible to complete the investigation 
and submit a final report within the necessary 
timescale, notably where other bodies are involved e.g. 
Police/Coroner, the Leeds West CCG lead investigator 
will contact the Governance Team and agree an 
extension and as necessary provide an interim report.  
 

The lead investigation officer will keep the Governance 
Team informed of any significant developments in 
internal/external investigations, as appropriate.  Where 
the STEIS system is updated with significant 
developments, the Governance Team at NHS England 
should be informed of this by the CCG Governance 
Team. 

 

Communications 
Team 

 Liaise with other organisations regarding 
communications strategy as appropriate 

 Develop a media handling strategy in relation to the 
incident in conjunction with the lead investigating 
officer. 

Managers: 
Line manager 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

The line manager immediately: 
 

 Completes the incident form and takes any 
immediate actions required,  

 Reports the incident to the appropriate senior 
manager.   

 Refer to the Incident Decision Tree to establish if 
HR advice/consultation is required at this stage. 
Note: Maintaining High Professional Standards in the 
Modern NHS Policy  and or disciplinary policy must be 
considered if appropriate, 

 Commences the gathering of information from those 
directly involved with the incidents e.g. supporting 
staff with the preparation of witness statements. 

 Provides appropriate emotional and practical 
support to staff involved. 
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Senior Manager  
 
 
 
 
 
 
 
 
 
 
 
 
 
Governance 
Team  
 
 
 
 
 
 
 
 
 
 
 

 
The senior manager: 

 Assesses the situation to determine that the 
appropriate actions have been taken to ensure on-
going safety for staff and patients 

 Keeps relevant patients, carers, staff and others 
informed. 

 Acts as the point of liaison with the family of the 
person involved (see Being Open Policy) 

 Liaise with the Executive Director on the progress of 
the investigation. 

 Inform Corporate Governance Team: Head of 
Corporate Governance / Risk Manager (Patient 
Safety) in office hours 

 
The Governance Team ensures that: 

 The incident is reported to STEIS 

 The incident is reported to NRLS (if a patient safety 
incident). 

 The appropriate serious incident procedures are 
followed. 

 Managers undertaking incident investigations are 
supported and advised as appropriate. 

 Compliance with the guidance is monitored and 
developed as necessary 

 Advice on root cause analysis processes is given 
 

Employees 
 

All staff have a duty to report all incidents in accordance 
with the Leeds West CCG Incident Management Policy, 
but serious incidents must be escalated quickly to 
minimise harm and ensure on-going safety.   
 
Any member of staff discovering an incident that they 
believe is serious or has potential to be serious, as 
defined by this policy, must REPORT IT 
IMMEDIATELY. 
 
All employees have a duty to their patients, employer 
and fellow colleagues to co-operate fully with an 
investigation. This is to ensure that an incident is 
thoroughly investigated, thus ensuring the most 
appropriate outcome. 
 

 
 
6 Safeguarding Children 
 
Designated safeguarding healthcare professionals should link with the 
Governance Team to report the following:  
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(a) Any case where there is prima facie evidence (i.e. initial indications) 
that a child has sustained a potentially life-threatening injury which 
may be through abuse or neglect or serious sexual abuse, or 
sustained serious and permanent impairment of health or 
development through abuse or neglect.  

 
(b) A prima facie case where a child dies (including death by suicide) and 

abuse or neglect is known or suspected to be a factor in the child’s 
death and there will be  a Serious Case Review (SCR). (‘Working 
Together’, 2006). 

 
These cases must be reported to the Area Team using the STEIS system as 
soon as practically possible and as a maximum within two working days of 
when the Safeguarding Team had knowledge of it.   
 
The NHS England Area Team retains statutory responsibility to performance 
manage safeguarding children arrangements in CCGs and NHS Trusts.   
 
As a commissioning organisation Leeds West CCG is responsible for co-
ordinating the investigation of safeguarding incidents detected/occurring in its 
provider organisations and partners. 
Regional and national policy and guidance should be followed in this regard.  
 

 In cases where it has been decided that a Serious Case Review will not be 
required and no actions for follow up have been identified, the Area Team will 
de-log the SI and inform the reporting organisation’s Risk Management Team 
that this has been done. 

 

6.1 Twelve week internal management review (investigation) 
report and action plan 

  
In all cases which have not been de-logged, a full anonymised report 
and action plan/details of action already taken must be sent to the 
Area Team within twenty-four weeks of the original notification.  The 
report and action plan will be reviewed by NHS England and if 
satisfactory and it is decided that there is no need for on-going 
monitoring of action, the SI will be closed.   
 
In exceptional circumstances, if it is not possible to complete the 
internal review/investigation report and action plan within twelve 
weeks, NHS England should be notified of this at the twelve week 
point using the incident reporting e-mail address.  

6.2 Serious Case Reviews 

 
Where a SCR is undertaken, the SI will remain open with the Area 
Team until the final report and an action plan in response to any 
recommendations has been received.  This is likely to be for a 
significant length of time.  These documents should be sent to the 
Area Team quoting the SI reference number.   
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It is recognised that the timing of the SCR is not within the control of 
NHS organisations.  However, the NHS does have a duty of care to 
future patients and should therefore not unduly delay any necessary 
action pending the outcome of the SCR.  Leeds West CCG’ lead 
investigating officer should update NHS England at least every eight 
weeks and in between if necessary on developments pertaining to 
health services or health care that may occur during the course of the 
review.  If the action plan/details of action already taken are 
satisfactory, the SI will be closed. 
 
 

7 Information Governance Incidents 
 

 Any incident involving the actual or potential loss of personal information that 
could lead to identity fraud or have other significant impact on individuals 
should be considered as serious. 

 
Guidance from the Department of Health relating to serious incidents 
involving data, has classified these incidents in terms of severity on a scale 
of 0-5.  The ratings are in relation to the risk to reputation and risk to 
individuals.  Incidents classified at a severity rating of 1-5 are those that 
should be reported as a serious incident and managed in accordance with 
this policy.  The following table gives examples of these: 
 

0 1 2 3 4 5 
No significant 
reflection on 
any individual 
or body 
Media interest 
very unlikely 

Damage to 
an 
individuals 
reputation.  
Possible 
media 
interest e.g. 
celebrity 
involved 
 

Damage to a 
team’s 
reputation.  
Some local 
media interest 
that may not 
go public 
 

Damage to 
a services 
reputation. 
Low key 
local media 
coverage 

Damage to 
an 
organisation’s 
reputation 
Local media 
coverage 

Damage to 
NHS 
reputation 
National 
media 
coverage 

Minor breach 
of 
confidentiality 
Only a single 
individual 
affected 

Potentially 
serious 
breach. 
Less than 5 
people 
affected or 
risk 
assessed as 
low, e.g. files 
were 
encrypted 

Serious 
potential 
breach & risk 
assessed high 
e.g. 
unencrypted 
clinical records 
lost.  Up to 20 
people 
affected. 

Serious 
breach of 
confidentiali
ty e.g. up to 
100 people 
affected. 

Serious 
breach with 
either 
particular 
sensitivity 
e.g. sexual 
health details, 
or up to 1000 
people 
affected 

Serious 
breach 
with 
potential 
for ID theft 
or over 
1000 
people 
affected 
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8 Step by Step Process for Serious Incident Management 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Step 1 
Confirm that the incident is a serious incident 

 
Staff member finding the incident - contact your line manager. 
 
Line manager- If in doubt contact the Governance Team to discuss if it 
meets the criteria of a serious incident. 
 
Complete Leeds CCG DatixWeb IR1 report form.  
 

See appendix 1 for verification that incident is serious 
 

Step 2 
Declaring a serious incident 

Line Manager 
Contact the service executive director (or On call manager out of hours) with 
the details of the incident. 
 
On-Call Manager 
Confirm with line manager that the incident is serious and declare as such. 

Step 3 
Inform the Governance Team to ensure that the incident is reported to the 

STEIS system as soon as possible. 

Step 4 
Commence fact finding & collation of Information 

 

Lead Investigating Officer:  Commence serious incident file. 
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Step 6 

Commence Root Cause Analysis 
 

Lead Investigating Officer: Lead team undertaking root cause analysis 
investigation and report findings to Executive Director leading review. 

 

Step 7 
Review Findings 

Serious Incident Review team: to review root cause analysis findings, 
establish and implement resulting action plan. Action plan should state 
responsible persons and timeframes for actions. 
Report findings as necessary to the Governance Team within policy  time 
frames. 

Step 5 
Commence Review Process 

Director: Establish a Serious Incident Review team of appropriate personnel 
to undertake the case review.  
Identify staff to undertake Root Cause Analysis (RCA) of Incident. At least one 
member of staff must have undertaken training in root cause analysis 
techniques. 
Lead the process and formation of action plan. 

 

Step 8 
Report to Governing Body 

Serious Incident Review team: Update the Governance team as to progress 
of SI for serious incident to be discussed at closed session of the Governing 
Body. 
 

Step 9 
Close SI 

Corporate Governance team: Close incident on STEIS once investigation 
and actions complete 

Step 10 
Share Learning 

Senior Manager: Ensure learning is disseminated across team/ organisation 
as appropriate. 
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1.  Serious Incidents Relating to Commissioned Services 

 
Leeds West CCG commissions healthcare services from a wide range of 
providers within and outside of Leeds.  Leeds West CCG is responsible for 
performance managing its providers of services, both NHS and non-NHS, in 
relation to SI management.   

 
Leeds West CCG must be satisfied that all service providers with whom it 
commissions operate within a sound Incident Management Policy and that, 
as a minimum, comply with the NHS England Serious Incident Framework.  
This is a formal condition of all service level agreements and contracts in 
relation to NHS care.  

 
Providers should report incidents to the Leeds West CCG Governance 
Team.   
 
All providers will be monitored against the standards of the National Serious 
Incident Framework. 
 
Leeds West CCG reserves the right to intervene in any serious incident 
where it is felt to be of significant risk to patient safety. 

 
 
2. Principles for Monitoring Serious Incidents in Providers 

 

 The principal accountability of all providers of NHS-funded care and 
commissioners is to patients and their families/carers. 

 The first consideration following a serious incident is that the patient 
must be cared for, their (and other patients’) health and welfare 
secured and further risk mitigated. 

 The primary responsibility for investigating and responding to serious 
incidents sits with the boards of service providers 

 Specify clear requirements for responding to serious incidents in 
contracts with all providers 

 The CCG needs to assure itself that providers have in place robust 
processes for reporting, investigating and learning from serious 
incidents 

 Work in an open and transparent manner with providers when a 
serious incident has happened 

 Ensure a transparent process is in place to complete file closures 
 
 
 
 
 
 
 
 

Section 2 – Management of Serious Incidents (SI) Reported by 
Providers of NHS care 

 

http://www.england.nhs.uk/wp-content/uploads/2013/03/sif-guide.pdf
http://www.england.nhs.uk/wp-content/uploads/2013/03/sif-guide.pdf
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3 Reporting of a Serious Incident 
 

 3.1 STEIS reporting 

 
The CCG receives notification of serious incidents direct from the 
STEIS system via the Governance Team dedicated serious incident 
mailbox. 
 
The Governance Team will liaise with the provider in relation to the 
STEIS report to ensure it is as comprehensive as necessary and 
coded correctly. 

3.2 Internal Reporting 

 
The Governance Team will inform the CCG Directors via email of the 
serious incident. 
 
The Governance Team will inform the CCG Quality team via email of 
the serious incident. 
 
The CCG communications team should be contacted if there is the 
possibility of media coverage, so that a media handling strategy can 
be agreed. 
 
The CCG contracting teams will be informed of all reported serious 
incidents from providers on a monthly basis. 

3.3 External Reporting 

 
If the incident is in relation to a service commissioned by another 
organisation the Governance Team will ensure the lead commissioner 
has been informed of the incident. 
 
3.4 Acknowledgement 
 
The Governance Team will acknowledge receipt of the incident with 
the provider and inform them of when the final report should be 
submitted to the CCG (in accordance with the incident grading). 
 
3.5 Recording 
 
All reported serious incidents will be recorded on the CCG Datix 
system. 

 
 
4 Investigation 
 
The provider should commence an investigation immediately, once safe and 
legal to do so, in accordance with their serious incident investigation 
procedures and root cause analysis principles. 
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The CCG reserves the right to intervene in any serious incident where it is 
felt to be of significant risk to patient safety. 
 
5 Roles and Responsibilities  
 

Chief Officer  The Chief Officer has overall responsibility for safety 
and must be informed of all SIs. 

 

Director of 
Quality & 
Nursing 

 Informed of all SIs that occur within providers 

 Reports to the Governing Body on provider 
performance in relation to SI activity 

 A member of the SI Review Panel for the review of 
SI investigation reports 

 

Head of 
Governance 
 

 Ensures the CCG has the necessary systems and 
processes in place to monitor provider serious 
incidents in accordance with the national framework 

 Ensures the appropriate serious incident 
procedures are followed by provider and 
commissioner. 

 Advise and support providers to ensure incident 
investigations are robust and follow root cause 
analysis principles 

 Ensures compliance with the policy & procedures is 
monitored and developed as necessary 

 

Communications 
Team 

 Liaise with other organisations regarding 
communications strategy as appropriate 

 Develop a media handling strategy in relation to 
provider serious incidents. 
 

 
 
6. Investigation report 
 
The provider should submit to the CCG Governance Team a full root cause 
analysis report and action plan within the designated timescale as defined by 
the national framework. 
 
In exceptional circumstances where this may not be possible then an interim 
report is required, detailing the progress of the investigation so far, any 
immediate actions taken to ensure patient safety and a projected timeframe 
for completion of the final report. 
 
 
7. Quality Assurance 
 
The CCG SI Review Panel will review all submitted SI reports and quality 
assess them against the NPSA guidance for a robust Root Cause Analysis 
Investigation. 
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8. Closure of SI records 
 
Grade 1 incidents will be closed directly by the SI Quality Assurance Panel 
once the final report is deemed to demonstrate a thorough investigation in 
accordance with RCA principles and contains a robust action plan to reduce 
the risk of a similar incident from happening again. 
 
Grade 2 incidents will be monitored to completion of the action plan by the 
Leeds Quality Surveillance Group with evidence of such being sought from 
the provider via the Provider Performance Management Group.  
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Examples of Serious Incidents 
 
Only the most serious of incidents require reporting to STEIS. It is 
difficult to be prescriptive, but the following are examples of events that 
would warrant reporting. 
 
• Death or serious injury to a patient or member of the public which is alleged 
to be at the hands of another patient or member of the public while on NHS 
premises 
 
• Suspected homicide by a person currently in receipt of mental health 
services (or within the last six months) 
 
• Suicide/suspected suicide of a person currently in receipt of NHS mental 
health services (both out-patients and in-patients) or who have received NHS 
mental health services in the last six months 
 
• Serious injury of a person currently in receipt of NHS care (or within the last 
six months) as a result of deliberate self-harm (e.g. attempted Suicide) or 
accidental injury 
 
• Patients detained under the Mental Health Act who abscond from NHS care 
and who present a serious risk to themselves and/or others. Of particular 
concern would be those patients who abscond from medium secure or 
specialist forensic services, those who are likely to pose a risk to the public, 
attract media attention and/or who commit an offence in the community 
 
• Any death on GP premises (in line with Shipman recommendations) 
 
• Safeguarding incidents meeting the criteria specified in the appended 
safeguarding policy (appendix 9) 
 
• Death or serious injury to a member of staff (including independent 
contractors e.g. GPs, dentists, opticians, pharmacists) in the course of their 
NHS duties 
 
• Patients in receipt of substance misuse services who die as a direct result of 
their substance misuse should be reported as a SI 
 
• All deaths in custody should be reported as SIs 
 
• Medication incidents resulting in death/serious injury eg incorrect medication 
dispensed to patient; drugs given to patients with known allergy 
 
• Failure of medical equipment resulting in death/major injury 
 
• Clinical incidents resulting in death/serious injury e.g. surgery performed on 
wrong patient, wrong site, etc 
 
• Serious fires or other serious damage, which occurs on NHS/Independent 
contractor premises. Of particular concern would be any fire which resulted in 
casualties or major disruption to services 
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• Serious or unexplained outbreaks of infection or disease in hospital or the 
wider community (e.g. food poisoning, Legionnaire’s Disease) or the 
confirmed transmission of serious infectious disease between an NHS staff 
member and a patient (e.g. HIV/Hepatitis B) 
 
• Major system failure e.g. failure of laboratory services to provide accurate 
screening results; patient referral system failure for further 
consultation/treatment 
 
• Major environmental incident (e.g. release of gas/chemicals, inappropriate 
disposal of clinical waste) which has or could have harmed the public 
 
• Major service disruption e.g. due to power failure, flooding, etc 
 
• Breach of patient confidentiality e.g. theft of patient notes or unencrypted 
computers/laptops/media containing patient information; discovery of patient 
records in public area 
 
• Incidents/concerns regarding the actions of NHS staff (including independent 
contractors). Examples include fraudulent behaviour, gross misconduct and 
actions resulting in harm to patients. This could lead to suspension/summary 
dismissal, media interest and the involvement of the criminal justice system 
 
• A pattern emerging that is causing concern such as a high number of 
complaints regarding a member of staff (including independent contractors), a 
particular service and/or hospital that may warrant further investigation and 
action. 
 
 
This list is NOT exhaustive nor in any order of importance. Personal 
judgement will need to be exercised when deciding whether or not to 
report and manage an incident as a SI. If in doubt, contact the 
Governance Team for advice. 
 
 

 



Appendix 2 

Serious Incident Policy and Procedures (May 2013) Page 29 of 43 
 

Core List of Never Events 

 
Never Events are serious, largely preventable patient safety incidents that should 
not occur if the available preventative measures have been implemented by 
providers.  All Never Events should be reported as Serious Incidents.  
 

Surgical 

1.  Wrong site surgery 

2.  Wrong implant/prosthesis 

3. Retained foreign object post-operation 

Medication Events 

4. Wrongly prepared high-risk injectable medication 

5. Maladministration of potassium-containing solutions 

6. Wrong route administration of chemotherapy 

7. Wrong route administration of oral/enteral treatment 

8. Intravenous administration of epidural medication 

9. Maladministration of insulin 

10. Overdose of midazolam during conscious sedation 

11. Opioid overdose of an opioid-naïve patient 

12. Inappropriate administration of daily oral methotrexate 

Mental Health 

13. Suicide using non-collapsible rails 

14. Escape of a transferred prisoner 

General Healthcare 

15. Falls from unrestricted windows 

16. Entrapment in bedrails 

17. Transfusion of ABO-incompatible blood components 

18. Transplantation of ABO or HLA-incompatible organs 

19. Misplaced naso- or oro-gastric tubes 

20. Wrong gas administered 

21 Failure to monitor and respond to oxygen saturation 

22 Air embolism 

23 Misidentification of patients 

24 Severe scalding of patients 

Maternity 

25 Maternal death due to post-partum haemorrhage after elective 
caesarean section 

  
 
Further details are available from the DH website: 
 The “never events” list 2011/12 
 
  

https://www.gov.uk/government/publications/the-never-events-list-for-2011-12
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Guidance for Carrying out an Investigation   
 
A comprehensive range of tools and templates for use during incident 
investigations is available on the Safe & Sound intranet site.  
 
Advice relating to incident investigation can be sought from the Governance 
Team. 
 
The investigations procedure may be instigated from a variety of differing 
routes and will be initiated by the executive director. The exact terms of 
reference for the investigation will be based on the incident or allegation and 
decided at the most appropriate managerial level. In addition, clinical, HR and 
other support will be identified as necessary to form an investigation team.  
 
In order to understand how an event occurred, a system failed or an error 
happened, it is necessary to look for root causes and contributory factors. 
Incident investigations should therefore: 
 

 identify reasons for (care) management problems, 

 for each (care) management problem, identify the (clinical) context and 
(patient-) related factors, 

 identify root causes and contributory factors in management systems, 

 enable learning from the event and make recommendations, 

 lead to the implementation of plans to help prevent, or minimise 
recurrences, thus reducing future risk of harm, or unacceptable act 

 link to commissioning and contract monitoring processes. 
 
1. Timescale for conducting investigations 
A final report with action plan must be submitted to the Governance Team 
within twelve weeks of the incident being reported. 
 
A good investigation is prompt and thorough. If it is not done as soon as 
practicable after the event, conditions and people's memories fade. It is 
extremely important therefore that the investigation is undertaken without any 
undue delay. The lead investigating officer will be responsible for agreeing any 
revised timescale with the parties concerned. 
 
2. Appointing the investigation team 
The principles of an investigation given within this guidance are applicable to 
all instances where an investigation is required.  The principles have to be 
applied in slightly different ways depending whether they are being used for an 
investigation into e.g. a patient safety incident or a non-clinical incident. 
 
3. Investigation team 
A minimum requirement for an investigation team is: 
 

 Executive Director 

 Lead Investigating Officer  

 Advisor(s) – appropriate to incident  

http://nww.nhsleeds.nhs.uk/index.pl?iid=8784&isa=Category
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Analysis – see appendix 7 Root Cause 
Analysis 

 (Care Management) Problems 

 Context 

 Contributory factors 

 Multi-Professional review 

4. The Process 
 
Figure 1 
Investigation Process 
  Responsibility/Timescales 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
The Lead Investigating Officer has responsibility for these components and will 
provide a report upon which the lead executive is responsible for taking issues 
forwards. 
 

Executive Director triggers an 

investigation 

Executive Director Lead appointed 

Investigation Team appointed 

Serious Incident Reported 

Investigation Commenced 

Collect Evidence 

 Direct Observation 

 Data/Documentation/Statements 

 Interviews 

Compare findings with relevant 
standards 

 

Report/Recommendations reported to 
SHA 

Lead Executive/Manager implements and 
monitors for effectiveness 

 

Investigation Team 
Within 1 Week of notification of incident 

Investigation Team 
Complete by Week 2 

Lead Investigating Officer 
Week 3  

Lead Investigating Officer 
Week 4 & 5 

Lead Investigating Officer 
9 weeks form date of incident 

Executive Director/Lead Investigating 
Officer 

Person reporting incident 
Within 24 hours 

Executive Director 
1

st
 Working day 

Executive Director 
 

Lead Investigating Officer 
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5. Collecting evidence 
The sources of information and methods which investigators can use 
typically 
fall into the following three categories: 

 

 direct observation of where the event occurred, which is 
important to avoid losing important evidence about the scene, 
configuration, relationships between parties, etc; 

 collecting data / documentation, which helps establish what 
should have happened as well as providing evidence of prior 
risk assessment, inspections, tests, witness statements etc; 

 interviews which, when conducted sensitively, provide both 
direct testimony as well as an opportunity to check back on any 
issues arising from examination of the physical and 
documentary evidence. 

 
Although direct observation, collecting data and interviews are 
distinct and important elements of a thorough investigation, they 
complement each other. They provide an opportunity to 'read across' 
from one part of the process to another to check reliability and accuracy 
as well as resolve differences and gaps in evidence. 
 
Serious incidents seldom arise from a single cause: there are usually 
underlying factors in management systems, which have helped create 
the circumstances leading to the incident. 

 

5.1 Direct observation 

As part of the information gathering process it can be helpful for the lead 
investigation officer/team to visit the site where the incident occurred. 
This can help the team visualise and contextualise some of the events 
that happened and factors that may have contributed to the incident. 
 
Detailed below are some points to consider when arranging and 
conducting a site visit. 
 

 The lead investigation officer/team should visit the site of the 
incident as soon as possible after the occurrence, but bearing in 
mind the need to keep disruption to patients and staff to a 
minimum. 

 The lead investigation officer/team should be accompanied by 
someone who is familiar with the site but not any of the staff 
involved in the events that led to the incident. 

 Staff working in the area to be visited should be advised of the 
visit, its purpose and who will be present where appropriate. 
The visit should be conducted sensitively. 

 Where possible the layout of the environment in which the 
incident occurred should not be altered. Although this may not 
be possible if the visit cannot be undertaken promptly, it will be 
easier for the investigation team to visualise what happened if 
the layout is the same as at the time of the incident. 

 It may be helpful to make a sketch of the scene to show its 
layout, and the location of staff and witnesses of the incident. 
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Additional information e.g. the visibility of patients from the 
reception area, can also be noted here. 

 Photographs of the scene will help in recording the detail of the 
location and may help identify potential contributory factors, e.g. 
location of equipment, poor access and other risk factors.  

 The visiting lead investigation officer/team must understand the 
purpose of the   visit and not attempt to conduct interviews with 
staff present. 

 If equipment was involved it may have been `quarantined` in 
another location; if this location is visited the team must not 
alter any of the settings, or perform any checks or tests using 
the equipment. 

 Consider making your site visit when the site is operating at a 
similar level to the time of the events that led to the incident e.g. 
if the incident happened during the night it may be appropriate 
to schedule the visit for a similar time. 

 The visiting lead investigation officer/team may want to make 
themselves quite unobtrusive so that they can observe the 
normal workings of the environment. 

 

5.2 Collecting data 

Properly collected and analysed information is central to 
investigations. The importance of developing a thorough and 
complete investigative plan of the information needed in order to 
determine the facts cannot be overemphasised.  The lead 
investigation officer is responsible for the security of all 
documents and information and must have due regard to 
Caldicott principles on patient confidentiality, Data Protection Act 
1998 requirements and confidentiality regarding employment 
issues when undertaking investigations. 
Evidence must be related to the policies, procedures and events 
under investigation. This stage of the review process is of critical 
importance in the investigation process and can result in a vast 
array of documents that have come from many sources, both 
internal and external to the organisation. 

 
The following points should be considered during the data 

collection process: 
 

 when collecting documentary evidence regarding the protocols, 
guidelines etc that may have been used during the planning 
and delivery of care, ensure the documents collected are the 
same as those used at the time of  

 ensure that all relevant copies of clinical guidance 
documentation are preserved within the investigation file; 

 develop an information tracking system so you know which 
information you have requested, whether or not it has been 
received, and where you have put it; 

 reference all documentary evidence collected (including 
photographs) and include reference numbers as an integral part 
of your document tracking system; 
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 store information in a ring binder with numbered or lettered 
index system, this leads to easy access and less likelihood of 
documents accidentally being destroyed; 

 if many staff have been asked to provide a written account of 
events it is worth considering making copies of the relevant part 
of the patients health records or other relevant documents, to 
enable easy access in a timely manner; 

 any information given to staff, patient(s), relatives and the public 
must be documented. 

 

5.3 Patient’s medical records 

Where patients’ records need to be reviewed it is important to 
ensure the correct process for access to patient records is 
followed.  All appropriate records should be obtained and utilised 
in the investigation. 

 

5.4 Patient’s radiological films 

These may be required by staff supplying statements to assist in 
the investigation. 

 

5.5 Care protocols, policies and procedures 

Investigators should ensure that any policies, procedures or 
protocols referred to during the investigation were the pertinent 
documents in use at the time.  

 

5.6 Staff rotas 

Include rotas from all care areas where patient received care at 
the time of the incident. 

 

5.7 Statements 

It is not necessary for staff to complete statements in relation to 
all incidents.  Clearly where the police are involved with an 
incident and staff may be a witness to, or a suspect in, an alleged 
criminal act then staff should complete a statement at the earliest 
opportunity.  For many incidents however well written patient 
records should provide the level of detail required to progress an 
investigation.  
Should staff be required to provide written statements guidance 
on how to do this is available on the Safe & Sound website or via 
the Corporate Governance Team.  

 

5.8 Equipment involved in the incident 

Any equipment involved which it is believed may have 
precipitated or caused harm must be quarantined and reported to 
the Medicines and Healthcare Products Regulation Authority 
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(MHRA).  The equipment should not be used until it has been 
checked and certified safe for use by the MHRA. 
 
The equipment settings must be recorded and any maintenance 
records relating to the equipment obtained. 

5.9 Training records 

Request training and competency assessment records for 
operators of equipment involved in the incident. Consider the 
other documents listed below which may assist with 
investigations e.g. 

 

 Significant Event Audit 

 Answer phone tapes 

 Proof of registration/qualifications 

 Audit reports 

 Risk assessments. 

 Timesheets 

 Training/ dissemination of relevant policies. 
 
6. Interview Process 

The interview style recommended for Root Cause Analysis (RCA) 
investigations is a modified approach of the formal cognitive interview. It 
involves actively listening to someone who recalls their first-hand 
account of an event they have either witnessed, or been involved in, as 
soon after it has happened as possible.  
 

Listening to the first-hand accounts from those involved in an incident as 
soon as possible after it has happened will help the investigation team 
start to build a picture of what happened and potentially highlight what 
other information will be required. The optimum time for holding an 
interview is between 2 and 72 hours after the incident. 
 

These interviews do not form part of any formal process, the objective is 
purely to ascertain facts, and if there is any doubt regarding potential 
disciplinary issues then advice from HR must be sought prior to 
interviewing. 
 
The lead investigating officer should decide which witnesses to interview 
for which purpose, and in what sequence the interviews are to be 
conducted.  A general ‘rule of thumb’ might be: 

 

 people who have first-hand knowledge (should be interviewed 
first):  

 those who were directly involved in the situation under 
investigation. 

 those who were not directly involved, but who have had first-
hand knowledge of the processes, events, and issues, being 
investigated 

 people with direct line management responsibility for the area 
being reviewed 
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 people who have second-hand knowledge (should be 
interviewed later, if the investigating officer determines that it is 
necessary): 

 those who make decisions that are relevant to the issues under 
investigation, but who were not actually involved in the situation 
or the decision in question 

 those with some familiarity with the criteria used in the various 
processes and policies on the issue(s) under investigation. 

 

6.1 Preparing for Interviews 

The interviewer needs to establish who they want to interview and make 
arrangements to do so as soon as possible. The identified staff should 
be invited to attend; told the purpose of the interview; what to expect; 
and what preparation they need to do. It is essential that the interviewer 
and the room are prepared prior to the interview.  
 

Where appropriate, a written invitation to the interview can be provided 
and the details below included. Where this is not practical to do so due 
to the need to see staff as soon as possible after the incident, staff 
should be advised in advance and be given the following information 
verbally: 

• the purpose of the interview and details of the incident being 
investigated; 
• the time, place and estimated length of the interview; 
• who will be conducting the interview and their role; 
• how the cognitive interview will be conducted and the first-hand 

account recorded (e.g. the interview will be informal, notes will be 
taken to inform the investigation, but these will not act as a formal 
witness statement and do not need the interviewee’s signature); 

• what documentary evidence will be available to them during the 
interview; 
• the fact that they can bring a work colleague or Trade Union 

representative for support (explanations need to be given 
regarding the role of this supporter e.g. confidentiality, their 
involvement); 

• advice on what will happen after the interview. 
 
The lead investigating officer should ensure they are supported 
and accompanied by the relevant expert members of the 
investigation team.  When preparing for the interviews, the 
investigating officer should ensure that the main objective of 
interviews is to obtain information from witnesses who can provide 
information that will analyse events giving rise to the investigation 
and to ascertain the root cause of the event. 

 

6.2 Critical Factors for Successful Interviewing 

 the interviewee must be allowed to tell their story without 
interruption. Interrupting them will only reduce memory recall 
and lead to incomplete information. This should preferably be 
supported by a contemporary note or statement 
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 share your understanding of the interviewee’s story with them 
before asking questions. This will enable the interviewee to 
correct any misunderstandings early on and will serve to jog 
their memory about facts they may have forgotten 

 when you ask questions remember that memory is like a filing 
cabinet. It is therefore important that any questions you want to 
ask are in the order that the story is presented. This will aid 
information retrieval 

 do not use quick fire questions. This encourages the 
interviewee to give you equally short answers that do not give 
the breadth and depth that is needed to understand the incident 

 do not use judgmental comments / be objective in your 
questioning 

 distinguish factual information from opinion 

 use probing questions 
 

You should include the following key questions: 
 

 What happened? - which provides information on the outcome 
and chronology, 

 How did it happen? – which helps identify care management 
problems, and, 

 Why did it happen? – which helps identify contributory factors. 
 
In the interview, the story and “the facts” are just the first stage of 
information gathering. The investigator should also encourage the staff 
member to identify the care-management problems and the contributory 
factors, an approach that greatly enriches both the interview and 
investigation. 
 

6.3 Note keeping 

Notes and subsequent reports of the interview should contain the 
following information: 

 Date, time, and location of the interview 

 A summary of the questions and responses. (This need not be 
a verbatim transcript but should accurately reflect the questions 
posed and the responses of the witness). Subsequent to the 
interview, the Investigating officer will arrange for the interview 
notes to be typed and arrange for them to be signed by the 
investigating officer and the interviewee. If the interviewee does 
not agree with the recorded events then they can submit a 
separate version of the interview to be included alongside the 
investigating officer’s record in the investigation file. 

 
The NPSA have produced guidance to Investigative Interviewing 
for Root Cause Analysis.  This can be accessed from their website. 

 6.4 Dealing with “Hearsay” 

Occasionally, an interviewee will make statements based not upon what 
he/she knows, but upon what he/she heard. It may have relevance to 
the investigation and therefore, hearsay evidence should not be 
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discarded, but be used as appropriate to lead the investigating officers 
to sources, which might be significant. 
 

 6.5  Support for Staff Involved in Traumatic/Stressful Incidents 
 

Line Managers must ensure all staff involved with traumatic/stressful incidents are 
offered support following the incident. 
 
In the first instance a debrief session should be held as soon after the event as 
possible to allow staff an opportunity to reflect on the situation and explore how it 
has made them feel.  The exact nature of the support  mechanisms used will be 
partly dependent on the type and severity of the incident and the needs of the 
individuals involved and will always follow the principles of ‘being open’ as detailed 
in the Being Open Policy. 
 
The manager may consider actions to protect the individual’s well-being at this 
time. As appropriate, staff will be offered reasonable access to: 
 

Advice from Human Resources 

Occupational Health Services 

Immediate Medical treatment if required 

Independent and Confidential Counselling 

Legal advice (at the discretion of NHS Leeds/LCH) 

Time away from work (nature of leave to be agreed on a case by case basis) 

Time out to consult with their Union and/or professional body 
 
Subsequently managers should ensure staff have access to ongoing peer support 
within and/or external to the team.  Further debrief sessions may be required for 
particular incidents/staff. 
 
In the event of staff being called as a witness in relation to an incident then the line 
manager must ensure that the staff member has access to appropriate advice in 
this regard.  The Corporate Governance Team must be contacted in the first 
instance. 
 
If the staff member is experiencing continuing difficulties with the event 
then professional advice must be sought from the Occupational Health 
Service and Human Resources Department in the first instance. 

 
7. Comparing findings with relevant standards etc. 
The next stage of the investigation is to compare the conditions and sequence 
of events with relevant standards, guidelines, protocols, etc. This helps to 
minimise the subjective nature of investigations and to generate 
recommendations that have the maximum impact and relevance. The 
objectives are to decide: 
 

 if suitable standards etc. have been set to control all the factors 
influencing the incident. 

 if standards etc. existed, were they appropriate and sufficient? 

 if the standards etc. were good enough, were they applied or 
implemented in practice? 

 why any failures occurred. 
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8. Root Cause Analysis (RCA)  
All serious incidents must have a root cause analysis undertaken as part of the 
incident investigation process, in order to identify the contributing factors and 
underlying causes of why the incident has occurred.   
 
NHS Leeds is committed to learning from incidents and improving safety in a 
systematic and non-blaming manner. NHS Leeds also recognises that staff 
work within systems and processes that may themselves contribute to 
incidents occurring. It is also recognised that during the course of an 
investigation issues concerning individuals’ standards may be identified and if 
this occurs, these will be addressed separately to the internal investigation 
processes.  This should be referred to the Executive Director who has 
commissioned the investigation for a decision/action 
 
The model for all investigations, no matter what level, will be based on the 
theory and principles of root cause analysis (RCA) technique.  The 
underpinning theory behind RCA is that systems and processes are reviewed 
to identify the potential causes of failure, corrective actions are then taken to 
prevent recurrence.   
 
Root Cause Analysis Investigation Team  
A minimum requirement for a RCA investigation team is: 
 

 Lead investigating officer 

 Facilitator (RCA trained) 

 Expert a(s) – appropriate to incident 
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The Root Cause Analysis Process is outlined below: 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Root Cause Analysis Tools 
A complete set of investigative tools are available via the Safe & Sound 
Intranet site.  Alternatively the NPSA website contains information relating to 
root cause analysis techniques: 
 
A selection of recommended tools is discussed below.  Further advice can be 
sought from the Corporate Governance Team. 

8.1 Incident Decision Tree (IDT) 

 
The IDT has been developed by the National Patient Safety Agency to 
help NHS managers and senior clinicians decide whether they need to 
suspend (exclude) staff involved in a serious patient safety incident and 
to identify appropriate management action.  The aim is to promote fair 
and consistent staff treatment within and between healthcare 
organisations. 
 
The IDT is a web-based tool and is simple to use.  Use of the tool will 
provide a documented audit trail as to the nature of decisions taken 
regarding staff involved in an incident.  The tool can be accessed by 
following the link below.  Alternatively an outline of the tool is included 
on the Safe & Sound intranet site. 
 
http://www.msnpsa.nhs.uk/idt2/(jg0xno55baejor55uh1fvi25)/index.aspx 
 

1: Information Gathering: Gather all appropriate information required eg from 
staff involved; site of incident; related policies & procedures; patient records. 
This is required to complete the mapping 
 

2: Information Mapping: Complete the time line/ chronology in order to get the 
full picture of the incident as it unfolded. 
 

3: Identify problems and highlight good practice: Within the chronology 
identify where things began to go wrong and why. Highlight good practice. 

4: Identify the Contributory Factors: Having identified the problems, 
undertake a fishbone of each problem to identify the contributory factors. 
 

5: Agree the Root Cause/s: Identify which of the above factors most 
contributed to the incident and which had they been prevented, the incident 
would not have occurred 

6: Generate Solutions: By rectifying the system/ process at this point should 
prevent the incident from reoccurring. 
 

7: Recommending and Reporting: Ensure the recommendations made will 
prevent a similar incident in the future. 
 

http://www.msnpsa.nhs.uk/idt2/(jg0xno55baejor55uh1fvi25)/index.aspx
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8.2 Time Line/Chronology  

 
When the investigation team conducts a detailed investigation into the 
events contributing to a serious incident, a vast array of information can 
be collected - often from a number of diverse sources.  This information 
will be used to help the investigator or investigation team in identifying 
what happened, how it happened and why it happened and to complete 
an investigation report.    
 
The key first step is to determine the chronology of the incident. 
For information collected to be used effectively, the investigation team 
will need to ensure that their information is complete and validated.  It is 
therefore essential that the information is set out or mapped at an early 
stage.   There are a number of tools that can support the investigator(s) 
in doing this.  This document describes the nature and application of the 
tabular timeline. 
 

8.3 Fishbone 

 
This tool enables each problem to be analysed for its contributory 
factors and to consider whether contributory factors were influencing or 
causal.  It also ensures consistency of the investigation process.  The 
contributory factors checklist can be used with the fishbone in order to  
examine fully each contributory factor.  The template is available on the 
Safe & Sound intranet site.  
 
 

8.4 5 Whys 

The main purpose of this technique is to constantly ask Why? through 
the various layers of cause thus progressing towards the true root cause 
of the identified problem or issue. 

 
When to Use Five Whys 

 to question each identified primary cause of a problem and to 
identify whether it is a symptom, an influencing factor or a root cause 

 to continue the search for true root causes, even after finding a 
possible cause. 

 
 

9. Report writing 
All serious incidents require a written report signed off by the executive 
lead.  The report is submitted to the Strategic Health Authority. 

 
To ensure SI reports are comprehensive and of an appropriate quality 
the NHS Leeds SI report template must be used and completed as fully 
as possible. 
 

http://nww.nhsleeds.nhs.uk/index.pl?id=12261
http://nww.nhsleeds.nhs.uk/index.pl?id=12261
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The report template is based on NPSA guidance and is compliant with 
the SHA’s requirements for serious incident reports.  The template is 
available on the Safe & Sound intranet site.  

http://nww.nhsleeds.nhs.uk/index.pl?id=12261
http://nww.nhsleeds.nhs.uk/index.pl?id=12261
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