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WIT-93201

correspondence submitted to the HSCB and this should NOT be the 
patients H &C Number or their initials. (See section 10 Information 
Governance) 

12.2 Never Events 

Never Events are SAIs that are wholly preventable, as guidance or safety 
recommendations that provide strong systemic protective barriers are 
already available at a national level and should have been implemented by 
all health care providers. 

Each Never Event type has the potential to cause serious patient harm or 
death. However, serious harm or death is not required to have happened 
as a result of a specific incident occurrence for that incident to be 
categorised as a Never Event. 

It is important, in the spirit of honesty and openness, that when staff are 
engaging with Service Users, Families, Carers as part of the SAI process, 
that in addition to advising an individual of the SAI, they should also be 
told if the SAI is a Never Event. However it will be for HSC organisations 
to determine when to communicate this information to Service Users, 
Families, Carers. 

All categories included in the current NHS Never Events list (see 
associated DoH link below) should now be identified to the HSCB when 
notifying a SAI. 

A separate section within the SAI notification form is to be completed to 
specify if the SAI is listed on the Never Events list. The SAI will continue to 
be reviewed in line with the current SAI procedure. 

https://www.health-ni.gov.uk/topics/safety-and-quality-standards/safety-and-
quality-standards-circulars 

12.3 Reporting Interface Incidents 

In line with section 3.4 of this procedure, any organisation alerted to an 
incident which it feels has the potential to be a SAI should report the 
incident to the HSCB using the Interface Incident Notification form 
(Appendix 3) to seriousincidents@hscni.net. 

An organisation who has been contacted by the HSCB Governance Team 
re: an interface incident being reported; will consider the incident in line 
with section 4.2 of the procedure, and if deemed it meets the criteria of a 
SAI, will report to the HSCB in line with 12.1 of this procedure. 

12.4 Acknowledging SAI Notification 

On receipt of the SAI notification the HSCB Governance Team will record 
the SAI on the DATIX risk management system and electronically 
acknowledge receipt of SAI notification to reporting organisation; advising 

Page | 25 

mailto:seriousincidents@hscni.net
https://www.health-ni.gov.uk/topics/safety-and-quality-standards/safety-and


Received from SHSCT on 05 May 2023.  Annotated by the Urology Services Inquiry.

    
 

        
    

 
           

      
            

  
            

    
 

         
 

     
 

            
          

   
 

           
          

        
 

   
 

           
         

  
      

           
 

 
          
          

 
          

        
         

             
             

          
            
 

 
             

           
        

          
             

         
       

 

WIT-93202

of the HSCB/PHA DRO, HSCB unique identification number, and 
requesting the completion of: 

- SEA Learning Summary Report for Level 1 SAIs within 8 weeks from 
the date the incident is reported; 

- RCA Report for Level 2 SAIs within 12 weeks from the date the 
incident is reported; 

- RCA Report for Level 3 SAIs within the timescale as agreed at the 
outset by the DRO; 

Where relevant, RQIA will be copied into this receipt. 

12.5 Designated Review Officer (DRO) 

Following receipt of a SAI the Governance Team will circulate the SAI 
Notification Form to the relevant Lead Officers within the HSCB/PHA to 
assign a DRO. 

Once assigned the DRO will consider the SAI notification and if 
necessary, will contact the reporting organisation to confirm all immediate 
actions following the incident have been implemented. 

12.6 Review/Learning Summary Reports 

Note: Appendices 5 and 7 provide guidance notes to assist in the 
completion of Level 1, 2 & 3 review reports. 

Timescales for submission of review/learning summary reports and 
associated engagement checklists will be in line with section 6.0 of this 
procedure. 

On receipt of a review/learning summary report, the Governance Team 
will forward to the relevant DRO and where relevant RQIA. 

The DRO will consider the adequacy of the review/learning summary 
report and liaise with relevant professionals/officers including RQIA (where 
relevant) to ensure that the reporting organisation has taken reasonable 
action to reduce the risk of recurrence and determine if the SAI can be 
closed. The DRO will also consider the referral of any learning identified 
for regional dissemination. In some instances the DRO may require 
further clarification and may also request sight of the full SEA review 
report. 

If the DRO is not satisfied that a report reflects a robust and timely review 
s/he will continue to liaise with the reporting organisation and/or other 
professionals /officers, including RQIA (where relevant) until a satisfactory 
response is received. When the DRO has received all relevant and 
necessary information the timescale for closure of the SAI will be within 12 
weeks, unless in exceptional circumstances which will have been agreed 
between the Reporting Organisation and the DRO. 
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12.7 Closure of SAI 

WIT-93203

Following agreement to close a SAI, the Governance Team will submit an 
email to the reporting organisation to advise the SAI has been closed, 
copied to RQIA (where relevant). The email will also indicate, if further 
information is made available to the reporting organisation (for example, 
Coroners Reports), which impacts on the outcome of the initial review, that 
it should be communicated to the HSCB/PHA DRO via the serious 
incidents mailbox. 

This will indicate that based on the review / learning summary report 
received and any other information provided that the DRO is satisfied to 
close the SAI. It will acknowledge that any recommendations and further 

internal governance arrangements in order to reassure the public that 
lessons learned, where appropriate have been embedded in practice. 

On occasion and in particular when dealing with level 2 and 3 SAIs, a 
DRO may close a SAI but request the reporting organisation provides an 
additional assurance mechanism by advising within a stipulated period of 
time, that action following a SAI has been implemented. In these 
instances, monitoring will be followed up via the Governance team. 

12.8 Regional Learning from SAIs 

It is acknowledged HSC organisations will already have in place 
mechanisms for cascading local learning from adverse incidents and SAIs 
internally within their own organisations. However, the management of 
regional learning and associated assurance is the responsibility of the 
HSCB/PHA. 

Therefore, where regional learning is identified following the review of an 
SAI, the DRO will refer this for consideration via HSCB/PHA Quality and 
Safety Structures and where relevant, will be disseminated as outlined in 
section 8.0. 

12.9 Communication 

All communication between HSCB/PHA and reporting organisation must 
be conveyed between the HSCB Governance department and 
Governance departments in respective reporting organisations. This will 
ensure all communication both written and verbal relating to the SAI, is 
recorded on the HSCB DATIX risk management system. 
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This procedure has been screened for equality implications as required by 
Section 75 and Schedule 9 of the Northern Ireland Act 1998. Equality 
Commission guidance states that the purpose of screening is to identify those 
policies which are likely to have a significant impact on equality of opportunity so 
that greatest resources can be devoted to these. 

Using the Equality Commission's screening criteria, no significant equality 
implications have been identified. The procedure will therefore not be subject to 
equality impact assessment. 

Similarly, this procedure has been considered under the terms of the Human 
Rights Act 1998 and was deemed compatible with the European Convention 
Rights contained in the Act. 
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APPENDIX 6 

Revised November 2016 (Version 1.1) 
Insert organisation Logo 

Root Cause Analysis report on the 
review of a Serious Adverse Incident 

including 
Service User/Family/Carer Engagement 

Checklist 

Date of Incident/Event: 

HSCB Unique Case Identifier: 

Service User Details: (complete where relevant) 
D.O.B: Gender: (M/F) Age: (yrs) 

Responsible Lead Officer: 

Designation: 

Report Author: 

Date report signed off: 
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APPENDIX 7 
Revised November 2016 (Version 1.1) 

Health and Social Care 
Regional Guidance 

for 

Level 2 and 3 RCA 
Incident Review Reports 
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Insert organisation Logo 

Root Cause Analysis report on the 
review of a Serious Adverse Incident 

including 
Service User/Family/Carer Engagement 

Checklist 

Date of Incident/Event: 

HSCB Unique Case Identifier: 

Service User Details: (complete where relevant) 
D.O.B: Gender: (M/F) Age: (yrs) 

Responsible Lead Officer: 

Designation: 

Report Author: 

Date report signed off: 
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An independent review team should be set up within twenty working 
days, of the notification of the incident, to the Trust. 

2.3.ESTABLISHING AN INDEPENDENT REVIEW TEAM 

2.3.1 CHAIR 
The Chair of the Review Team should be independent from the 
HSC Trust, not a Trust employee or recently employed by the 
Trust. They should be at Assistant Director level or above with 
relevant professional expertise. 

It is the role of the Chair to ensure engagement with families, that 
their views are sought, that support has been offered to them at an 
early stage and they have the opportunity to comment on the final 
draft of the report. 

2.3.2 MEMBERSHIP 

A review team should include all relevant professionals. The 
balance of the Team should include non-Trust staff and enable the 
review team to achieve impartiality, openness, independence, and 
thoroughness in the review of the incident. [ref: Case Management 
Review Chapter 10 Cooperating to Protect Children]. 

The individuals who become members of the Team must not have 
had any line management responsibility for the staff working with 
the service user under consideration. The review team must 
include members who are independent of HSC Trusts and other 
agencies concerned. 

Members of the review team should be trained in the Procedure for 
the Reporting and Follow up of Serious Adverse Incidents 2016. 

3. TERMS OF REFERENCE 

The terms of reference for the review team should be drafted at the first 
meeting of the review team and should be agreed by the HSCB before the 
second meeting. 

The Terms of Reference should include, as a minimum, the following: 

establish the facts of the incident; 
analyse the antecedents to the incident; 
consider any other relevant factors raised by the incident; 
establish whether there are failings in the process and systems; 
establish whether there are failings in the performance of individuals; 

identify lessons to be learned from the incident; and 











Received from SHSCT on 05 May 2023.  Annotated by the Urology Services Inquiry.

  

 
      

 

           
           

              
     

 
              

         
 

             
          

 
              

             
 

             
           

         
 

                
         

 
             
 

 
              

             
               

             
                
   

 
               

                 
               

          
 

              
              
             

   
 

            
  

WIT-93247

APPENDIX 17 

CHILD AND ADULT SAFEGUARDING AND SAI PROCESSES 

The Procedure for the Reporting and Follow up of Serious Adverse Incidents (Revised 
November 2016) provides guidance to Health and Social Care organisations in relation to 
the reporting and follow up of Serious Adverse Incidents arising during the course of their 
business or commissioned service. 

The guidance notes that the SAI review should be conducted at a level appropriate and 
proportionate to the complexity of the incident under review. 

The guidance notes that there are three possible levels of review of an SAI and specifies 
the expected timescale for reporting on a review report as follows: 

Level 1 Review Significant Event Audit (SEA). To be completed and a Learning 
Summary Report sent to the HSCB within 8 weeks of the SAI being reported. 

If the outcome of the SEA determines the SAI is more complex and requires a more 
detailed review timescales for completion of the RCA will be determined following 
submission of the Learning Summary Report to the HSCB. 

Level 2 Review Root Cause Analysis (RCA). The final report to be submitted to the 
HSCB within 12 weeks from the date the incident was notified. 

Level 3 Review Independent Review. Timescales for completion to be agreed by the 
DRO. 

It should be noted that not every referral to child or adult safeguarding processes will 

cases and those that involve death or serious injury to a child, where concerns about how 
services worked together exist, will be notified to the HSCB as an SAI and may be 
assessed as meeting the criteria for a Case Management Review (CMR) in which case 
they will be managed out of the SAI system. The CMR report will highlight the learning 
from the case. 

However, the timescales for the completion of SAI reviews at Level 2 and 3 have proved to 
be challenging for the cases that do not reach the threshold for a CMR or which result from 
allegations of abuse of an adult. These are more likely to be some of the more complex 
cases, and generally involve inter- and multi- agency partnership working. 

In responding to allegations of the abuse, neglect or exploitation of a child or vulnerable 
adult where it is suspected that criminal offence may have been committed, the Health and 
Social Care Trusts operate under the principles for joint working with the PSNI and other 
agencies as set out in 

Protocol for Joint Investigation of Alleged and Suspected Cases of Abuse of 
Vulnerable Adults (2009); 
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Sharing to Safeguard (DoH Revised HSCC 3/96 and currently being revised by 
DoH); 
Co-operating to Safeguard Children (DoH 2003); and 
Protocol for joint Investigation by Social Workers and Police Officers of Alleged and 
Suspected Cases of Child Abuse Northern Ireland (2013) 

The Memorandum of Understanding: Investigating patient or client safety incidents (2013) 
states that in cases where more than one organisation may/should have an involvement in 
investigating any particular incident, then: 

to ensure patient or client safety, but not 

use of special measures and the provision of pre-
clear protocols for interviewing vulnerable witnesses or victims, whether they are children 
or adults. This guidance ensures that interviews with vulnerable witnesses and victims are 
led by specially trained staff, conducted at the victims pace and take place in an 
environment that is conducive to the needs of the victim. 

Clearly, there is an inter-dependency between PSNI and HSC investigations/reviews in 
complex cases involving multi-agency approaches and protocols. The identification and 
analysis of learning from these events is likely to be incomplete until both the PSNI and 
HSC have completed their separate and joint investigations/reviews using the protocols 
outlined above, and it is unlikely that this can be achieved within the timescales set out for 
both Level 1 and Level 2 reviews under the SAI procedure. 

In such circumstances, the following process should be used: 
Trust report SAI to HSCB using the SAI Notification Form; 
The SAI Notification Form or section 22 
information following initial notification, should indicate the following: 
o The SAI is also a Safeguarding incident 
o PSNI are conducting an investigation of the circumstances surrounding the SAI 
o SAI evaluation will commence at the conclusion of the initial PSNI investigation; 
o Set out the arrangements for keeping the DRO informed of the progress of the 

PSNI initial investigation; 
If satisfied, the DRO will advise the Trust via the SAI Mailbox that he/she is in 
agreement with the proposal to delay the SAI review until the conclusion of the initial 
PSNI investigation; 
The reporting HSC Trust will inform the DRO as soon as the initial PSNI 
investigation has concluded, along with any outcomes and advise the SAI evaluation 
has commenced; 
The SAI will continue to be monitored by HSCB Governance team in line with 
timescales within the Procedure for the Reporting and Follow up of SAIs; 
If the DRO is not in agreement with the proposal to delay the SAI review, the 
reasons for this will be clearly conveyed to the Trust via the SAI Mailbox. Possible 
reasons for this may include, for example, situations where a criminal incident has 
occurred on HSC Trust premises but does not involve HSC Trust staff, or an incident 
involving a service user in their own home and a member of the public is reported to 
the PSNI by HSC Trust staff. 



CHILD AND ADULT SAFEGUARDING AND SAI PROCESSES 

SAI notification indicates SAI is also a safeguarding incident 
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Are PSNI investigating the incident? 

HSC Trust request to DRO that SAI 
review is delayed until the conclusion of 

initial PSNI investigation 

No Yes 

Does DRO agree that SAI review 
is delayed? 

No Yes 

DRO conveys decision to HSC 
Trust via SAI Mailbox 

DRO conveys decision to HSC 
Trust via SAI Mailbox 

Reporting HSC Trust informs DRO 
of progress of PSNI investigation 
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that PSNI initial investigation is 
concluded plus any outcomes 

Follow standard SAI processes 
and timescales 
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ADDENDUM 1 

A Guide for 
Health and Social Care Staff 

Engagement/Communication with 
the Service User/Family/Carers 

following a 
Serious Adverse Incident 

November 2016 
Version 1.1 
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Notes on the Development of this Guidance 

This guidance has been compiled by the Health and Social Care Board 
(HSCB) and Public Health Agency (PHA) working in collaboration with the 
Regulation and Quality Improvement Authority (RQIA), the Patient Client 
Council (PCC) and Health and Social Care (HSC) Trusts. 

This guidance has been informed by: 

National Patient Safety Agency (NPSA) Being Open Framework (2009) 
Health Service Executive (HSE) Open Disclosure National 
Guidelines (2013) 

Please note the following points: 

patients and clients availing of Health and Social Care Services from 
HSC organisations and Family Practitioner Services (FPS) and/or 
services commissioned from the Independent Sector by HSC 
organisations. 

in order to take account of all types of engagement scenarios, and also 
includes a carer(s) or the legal guardian of the service user, where 
appropriate. However, when the service user has capacity, 
communication should always (in the first instance) be with them (see 
appendix 1 for further guidance). 

A review / re-evaluation of this guidance will be undertaken one year 
following implementation. 

3 | P a g e 
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1.0 Introduction 

When an adverse outcome occurs for a service user it is important that 
the service user / family (as appropriate) receive timely information and 
are fully aware of the processes followed to review the incident. 

The purpose of a Serious Adverse Incident (SAI) review is to understand 
what occurred and where possible improve care by learning from 
incidents. Being open about what happened and discussing the SAI 
promptly, fully and compassionately can help the service user / family 
cope better with the after-effects and reduce the likelihood of them 
pursuing other routes such as the complaints process or litigation to get 
answers to their questions. 

It is therefore essential that there is: 

full disclosure of a SAI to the service user / family, 
an acknowledgement of responsibility, 
an understanding of what happened and a discussion of what is being 
done to prevent recurrence. 

Communicating effectively with the service user / family is a vital part of 
the SAI process. If done well, it promotes person-centred care and a fair 
and open culture, ultimately leading to continuous improvement in the 
delivery of HSC services. It is human to make mistakes, but rather than 
blame individuals, the aim is for all of us to identify and address the 
factors that contributed to the incident. The service user / family can add 
valuable information to help identify the contributing factors, and should 
be integral to the review process, unless they wish otherwise. 

2.0 Purpose 

This is a guide for HSC staff to ensure effective communication with the 
service user / family, following a SAI, is undertaken in an open, 
transparent, informed, consistent and timely manner. 

It is important this guidance is read in conjunction with the regional 
Procedure for Reporting and Follow up of SAIs (November 2016) and any 
subsequent revisions relating to the SAI process that have or may be 
issued in the future. This will ensure the engagement process is closely 
aligned to the required timescales, documentation, review levels etc. To 
view the SAI Procedure please follow the link below 
http://www.hscboard.hscni.net/download/PUBLICATIONS/policies-protocols-and-guidelines/Procedure-
for-the-reporting-and-follow-up-of-SAIs-2016.pdf. 
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The HSCB Process works in conjunction with all other review processes, 
statutory agencies and external bodies. Consequently, there may be 
occasions when a reporting organisation will have reported an incident via 
another process before or after it has been reported as a SAI. It is 
therefore important that all existing processes continue to operate in 
tandem with the SAI procedure and should not be an obstacle to the 
engagement of the service user / family; nor should an interaction through 
another process replace engagement through the SAI process. 

engaging with the service user / family following a SAI, it is important HSC 
organisations are also mindful of communicating effectively with the 
service user / family when investigating adverse incidents. In these 
circumstances, organisations should refer to the 
NPSABeingOpenFramework 
www.nrls.npsa.nhs.uk/beingopen/?entryid45=83726 which will provide 
assistance for organisations to determine the level of service user / family 
engagement when investigating those adverse incidents that do not meet 
SAI criteria. 

The Being Open Framework may also assist organisations with other 
investigative processes e.g. complaints, litigation, lookback exercises, and 
any other relevant human resource and/or risk management related 
policies and procedures. 

3.0 Principles of Being Open with the Service User / Family 

Being open and honest with the service user / family involves: 

Acknowledging, apologising and explaining that the organisation 
wishes to review the care and treatment of the service user; 
Explaining that the incident has been categorised as a SAI, and 
describing the review process to them, including timescales; 
Advising them how they can contribute to the review process, seeking 
their views on how they wish to be involved and providing them with a 
leaflet explaining the SAI process (see appendix 2); 
Conducting the correct level of SAI review into the incident and 
reassuring the service user / family that lessons learned should help 
prevent the incident recurring; 
Providing / facilitating support for those involved, including staff, 
acknowledging that there may be physical and psychological 
consequences of what happened; 

5 | P a g e 
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Ensuring the service user / family have details for a single point of 
contact within the organisation. 

It is important to remember that saying sorry is not an admission of 
liability and is the right thing to do. 

The following principles underpin being open with the service user / family 
following a SAI. 

3.1 Acknowledgement 

All SAIs should be acknowledged and reported as soon as they are 
identified. In cases where the service user / family inform HSC staff / 
family practitioner when something untoward has happened, it must be 
taken seriously from the outset. Any concerns should be treated with 
compassion and understanding by all professionals. 

In certain circumstances e.g. cases of criminality, child protection, or SAIs 
involving theft, fraud, information breaches or data losses that do not 
directly affect service users; it may not be appropriate to communicate 
with the service user / family. When a lead professional / review team 
make a decision, based on a situation as outlined above, or based on a 
prof 
SAI has occurred, the rationale for this decision must be clearly 
documented in the SAI notification form / SAI review checklist that is 
submitted to the HSCB. 

It is expected, the service user / family will be informed that a SAI 
has occurred, as soon as possible following the incident, for all 
levels of SAI reviews. In very exceptional circumstances, where a 
decision is made not to inform the service user / family, this decision 
must be reviewed and agreed by the review team, approved by an 
appropriate Director or relevant committee / group, and the decision 
kept under review as the review progresses. In these instances the 
HSCB must also be informed: 

Level 1 reviews - on submission of Review Report and 
Checklist Proforma 
Level 2 and 3 reviews - on submission of the Terms of 
Reference and Membership of the review team. 
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3.2 Truthfulness, timeliness and clarity of communication 

Information about a SAI must be given to the service user / family in a 
truthful and open manner by an appropriately nominated person (see 
4.2.2). The service user / family should be provided with an explanation of 
what happened in a way that considers their individual circumstances, 
and is delivered openly. Communication should also be timely, ensuring 
the service user / family is provided with information about what happened 
as soon as practicable without causing added distress. Note, where a 
number of service users are involved in one incident, they should all be 
informed at the same time where possible. 

It is also essential that any information given is based solely on the facts 
known at the time. Staff should explain that new information may emerge 
as an incident review is undertaken, and that the service user / family will 
be kept informed, as the review progresses. The service user / family 
should receive clear information with a single point of contact for any 
questions or requests they may have. They should not receive conflicting 
information from different members of staff, and the use of jargon, should 
be avoided. 

3.3 Apology / Expression of Regret 

When it is clear, that the organisation / family practitioner is responsible 
for the harm / distress to the service user, it is imperative that there is an 
acknowledgement of the incident and an apology provided as soon as 
possible. Delays are likely to increase the service user / family sense of 
anxiety, anger or frustration. Relevant to the context of a SAI, the service 
user / family should receive a meaningful apology one that is a sincere 
expression of sorrow or regret for the harm / distress that has occurred as 
a result of the SAI. 

3.4 Recognising the expectations of the Service User / Family 

The service user / family may reasonably expect to be fully informed of 
the facts, consequences and learning in relation to the SAI and to be 
treated with empathy and respect. 

They should also be provided with support in a manner appropriate to 
their needs. Specific types of service users / families may require 
additional support (see appendix 1). 

In circumstances where the service user / family request the presence of 
their legal advisor this request should be facilitated. However, HSC staff 
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should ensure that the legal advisor is aware that the purpose of the 
report / meeting is not to apportion liability or blame but to learn from the 
SAI. Further clarification in relation to this issue should be sought from 
Legal Services. 

3.5 Professional Support 

HSC organisations must create an environment in which all staff, whether 
directly employed or independent contractors, are encouraged to report 
SAIs. Staff should feel supported throughout the incident review process 
because they too may have been traumatised by being involved. There 
should be a culture of support and openness with a focus on learning 
rather than blame. 

HSC organisations should encourage staff to seek support where required 
form relevant professional bodies such as the General Medical Council 
(GMC), Royal Colleges, the Medical Defence Union (MDU), the Medical 
Protection Society (MPS), the Nursing and Midwifery Council, the 
Northern Ireland Association for Social Work (NIASW) and the Northern 
Ireland Social Care Council (NISCC). 

3.6 Confidentiality 

Details of a SAI should at all times be considered confidential. It is good 
practice to inform the service user / family about those involved in the 
review and who the review report will be shared with. 

3.7 Continuity of Care 

In exceptional circumstances, the service user / family may request 
transfer of their care to another facility; this should be facilitated if possible 
to do so. A member of staff should be identified to act as a contact 
person for the service user / family to keep them informed of their on-
going treatment and care. 

4.0 Process 

Being open with the service user / family is a process rather than a one-
off event. There are 5 stages in the engagement process: 

Stage 1 Recognition 
Stage 2 - Communication 
Stage 3 Initial Meeting 
Stage 4 Follow up Discussions 
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Stage 5 Process Completion 

The duration of this process depends on the level of SAI review being 
undertaken and the associated timescales as set out in the Procedure for 
the Reporting and Follow up of SAIs (2013). 

4.1 Stage 1 - Recognition 

As soon as the SAI is identified, the priority is to prevent further harm / 
distress. The service user / family should be notified that the incident is 
being reviewed as a SAI. 

4.1.1 Preliminary Discussion with the Service User / Family 

On many occasions it will be at this stage when the lead 
professional / family practitioner responsible for the care of the 
service user will have a discussion with the service user / family, 
advising of the need to review the care and treatment. This 
preliminary discussion (which could be a telephone call) will be in 
addition to the formal initial meeting with the service user / family 
(see 4.3). 

A Level 1 review may not require the same level of engagement 
as Levels 2 and 3 therefore the preliminary discussion may be 
the only engagement with service user / family prior to 
communicating findings of the review, provided they are 
content they have been provided with all information. 

There may be occasions when the service user / family indicate they 
do not wish to engage in the process. In these instances the 
rationale for not engaging further must be clearly documented. 
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4.2.1 Timing of Initial Communication with the Service User / Family 

The initial discussion with the service user / family should occur as 
soon as possible after recognition of the SAI. Factors to consider 
when timing this discussion include: 

wellbeing; 
service user / family circumstances, preference (in terms of when 
and where the meeting takes place) and availability of key staff 
(appendix 1 provides guidance on how to manage different 
categories of service user / family circumstances); 

4.2.2 Choosing the individual to communicate 

The person7 nominated to lead any communications should: 

Be a senior member of staff with a comprehensive understanding 
of the facts relevant to the incident; 
Have the necessary experience and expertise in relation to the 
type of incident; 
Have excellent interpersonal skills, including being able to 
effectively engage in an honest, open and transparent manner, 
avoiding excessive use of jargon; 
Be willing and able to offer a meaningful apology / expression of 
regret, reassurance and feedback. 

If required, the lead person communicating information about the 
SAI should also be able to nominate a colleague who may assist 
them with the meeting and should be someone with experience or 
training in communicating with the service user / family. 

The person/s nominated to engage could also be a member/s of the 
review team (if already set up). 

7 FPS SAIs involving FPS this will involve senior professionals/staff from the HSCB 
Integrated Care Directorate. 
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4.3 Stage 3 - Initial Meeting with the Service User / Family 

The initial discussion is the first part of an on-going communication 
process. Many of the points raised here should be expanded on in 
subsequent meetings with the service user / family. 

4.3.1 Preparation Prior to the Initial Meeting 

The service user / family should be given the leaflet - What I 
Need to Know About a SAI (see appendix 2); 
Share with the service user / family what is going to be 
discussed at the meeting and who will be in attendance. 

4.3.2 During the Initial Meeting 

The content of the initial meeting with the service user / family 
should cover the following: 

Welcome and introductions to all present; 
An expression of genuine sympathy or a meaningful apology for 
the event that has occurred; 
The facts that are known to the multidisciplinary team; 
Where a service user has died, advising the family that the 
coroner has been informed (where there is a requirement to do 
so) and any other relevant organisation/body; 
The service user / family are informed that a SAI review is being 
carried out; 

happened; 

views and concerns; 
An explanation about what will happen next in terms of the SAI 
review, findings, recommendations and learning and timescales; 
An offer of practical and emotional support for the service user / 
family. This may involve getting help from third parties such as 
charities and voluntary organisations, providing details of support 
from other organisations, as well as offering more direct 
assistance; 
Advising who will be involved in the review before it takes place 
and who the review report will be shared with; 
Advising that all SAI information will be treated as confidential. 

If for any reason it becomes clear during the initial discussion that the 
service user / family would prefer to speak to a different health / social 
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care professional, these wishes should be respected, and the appropriate 
actions taken. 

It is important during the initial meeting to try to avoid any of the 
following: 

Speculation; 
Attribution of blame; 
Denial of responsibility; 
Provision of conflicting information from different health and 
social care individuals. 

It should be recognised that the service user / family may be 
anxious, angry and frustrated, even when the meeting is conducted 
appropriately. It may therefore be difficult for organisations to 
ascertain if the service user / family have understood fully 
everything that has been discussed at the meeting. It is essential 
however that, at the very least, organisations are assured that the 
service user / family leave the meeting fully aware that the incident 
is being reviewed as a SAI, and knowing the organisation will 
continue to engage with them as the review progresses, so long as 
the service user / family wish to engage. 

Appendix 3 provides examples of words / language which can be 
used during the initial discussion with the service user / family. 
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4.4 Stage 4 Follow-up Discussions 

Follow-up discussions are dependent on the needs and wishes of the 
service user / family. 

The following guidelines will assist in making the communication effective: 

The service user / family should be updated if there are any delays and 
the reasons for the delays explained; 
Advise the service user / family if the incident has been referred to any 
other relevant organisation / body; 
Consideration is given to the timing of the meetings, based on both the 
service users / families health, personal circumstances and preference 
on the location of the meeting, e.g. the service users / families home; 
Feedback on progress to date, including informing the service user / 
family of the Terms of Reference of the review and membership of the 
review panel (for level 2 and 3 SAI reviews); 
There should be no speculation or attribution of blame. Similarly, the 
health or social care professional / senior manager communicating the 
SAI must not criticise or comment on matters outside their own 
experience; 
A written record of the discussion is kept and shared with the service 
user / family; 
All queries are responded to appropriately and in a timely way. 

4.5 Stage 5 Process Completion 

4.5.1 Communicating findings of review / sharing review report 

Feedback should take the form most acceptable to the service user 
/ family. Communication should include: 

a repeated apology / expression of regret for the harm / distress 
suffered; 
the chronology of clinical and other relevant factors that 
contributed to the incident; 
details of the service users / families concerns; 
information on learning and outcomes from the review 
Service user / family should be assured that lines of 
communication will be kept open should further questions arise at 
a later stage and a single point of contact is identified. 

It is expected that in most cases there will be a complete discussion of the 
findings of the review and that the final review report will be shared with 
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the service user / family. In some cases however, information may be 
withheld or restricted, for example: 

Where communicating information will adversely affect the health 
of the service user / family; 
Where specific legal/coroner requirements preclude disclosure 
for specific purposes; 
If the deceased service users health record includes a note at 
their request that he/she did not wish access to be given to 
his/her family. 

Clarification on the above issues should be sought form Legal Services. 

There may also be instances where the service user / family does not 
agree with the information provided, in these instances Appendix 1 
(section 1.8) will provide additional assistance. 

In order to respond to the timescales as set out in the Procedure for the 
Reporting and Follow up of SAIs (November 2016) organisations may not 
have completed stage 5 of the engagement process prior to submission of 
the review report to HSCB. In these instances, organisations must 
indicate on the SAI review checklist, submitted with the final review report 
to the HSCB, the scheduled date to meet with the service user / family to 
communicate findings of review / share review report. 

4.5.2 Communicating Changes to Staff 

It is important that outcomes / learning is communicated to all staff 
involved and to the wider organisation as appropriate. 

4.6 Documentation 

Throughout the above stages it is important that discussions with the 
service user / family are documented and should be shared with the 
individuals involved. 

Documenting the process is essential to ensure continuity and 
consistency in relation to the information that has been relayed to the 
service user / family. 

Documentation which has been produced in response to a SAI may have 
to be disclosed later in legal proceedings or in response to a freedom of 
information application. It is important that care is taken in all 
communications and documents stating fact only. 
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Appendix 4 provides a checklist which organisations may find useful as an 
aide memoire to ensure a professional and standardised approach. 

5.0 Supporting Information and Tools 

In addition to this guidance, supporting tools have been developed to 

Being Open Patient Safety Alert. 

Training on being open is freely available through an e-learning tool for all 
HSC organisations. 

Information on all these supporting tools can be found at: 
www.npsa.nhs.uk/beingopen and www.nrls.npsa.nhs.uk/beingopen/. 

Guidance on sudden death and the role of bereavement co-ordinators in 
Trusts can be found at: 
http://webarchive.proni.gov.uk/20120830110704/http://www.dhsspsni.gov.uk/sudden-death-
guidance.pdf 
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List of Acronyms and Abbreviations 

FPS - Family Practitioner Services 

GMC - General Medical Council 

HSC - Health and Social Care 

HSCB - Health and Social Care Board 

HSE - Health Service Executive 

MDU - Medical Defence Union 

MPS - Medical Protection Society 

NIASW - Northern Ireland Association for Social Work 

NISCC - Northern Ireland Social Care Council 

NMC - Nursing and Midwifery Council 

NPSA - National Patient Safety Agency 

PCC - Patient Client Council 

PHA - Public Health Agency 

RC - Royal colleges 

RCA - Root Cause Analysis 

RQIA - Regulation and Quality Improvement Authority 

SAI - Serious Adverse Incident 

SEA - Significant Event Audit 
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1.3 Service users with mental health issues 

Communication with service users with mental health issues should follow 
normal procedures unless the service user also has cognitive impairment 
(see1.4 Service users with cognitive impairments). 

The only circumstances in which it is appropriate to withhold SAI 
information from a service user with mental health issues is when advised 
to do so by a senior clinician who feels it would cause adverse 
psychological harm to the service user. However, such circumstances 
are rare and a second opinion may be required to justify withholding 
information from the service user. 

In most circumstances, it is not appropriate to discuss SAI information 
with a carer or relative without the permission of the service user, unless 
in the public interest and / or for the protection of third parties. 

1.4 Service users with cognitive impairment 

Some individuals have conditions that limit their ability to understand what 
is happening to them. 

In these cases communication would be conducted with the carer / family 
as appropriate. Where there is no such person, the clinicians may act in 
the service users best interest in deciding who the appropriate person is 
to discuss the SAI with. 

1.5 Service users with learning disabilities 

Where a service user / family has difficulties in expressing their opinion 
verbally, every effort should be made to ensure they can use or be 
facilitated to use a communication method of their choice. An advocate / 
supporter, agreed on in consultation with the service user, should also be 
identified. Appropriate advocates / supporters may include carer/s, family 
or friends of the service user or a representative from the Patient Client 
Council (PCC). 
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1.6 Service users with different language or cultural 
considerations 

The need for translation and advocacy services and consideration of 
special cultural needs must be taken into account when planning to 

service users family or friends as they may distort information by editing 
what is communicated. 

1.7 Service users with different communication needs 

Service users who have communication needs such as hearing impaired, 
reduced vision may need additional support. 

1.8 Service users who do not agree with the information provided 

Sometimes, despite the best efforts the service user/family/carer may 
remain dissatisfied with the information provided. In these circumstances, 
the following strategies may assist: 

Facilitate discussion as soon as possible; 
Write a comprehensive list of the points that the service user / family 
disagree with and where appropriate reassure them you will follow up 
these issues. 
Ensure the service user / family has access to support services; 
Offer the service user / family another contact person with whom they 
may feel more comfortable. 
Use an acceptable service user advocate e.g. PCC or HSC layperson 
to help identify the issues between the HSC organisation and the 
service user / family and to achieve a mutually agreeable solution; 

There may be occasions despite the above efforts the service 
user/family/carer 
to resolve their concerns. In these exceptional circumstances, the service 
user/family/carer through the agreed contact person, should be advised of 
their right to approach the Northern Ireland Public Services Ombudsman 
(NIPSO). In doing so, the service user/family requires to be advised by 
the HSC organisation that the internal procedure has concluded (within 
two weeks of this process having been concluded), and that the service 
user/family should approach the NIPSO within six months of this 
notification. 

The contact details for the NIPSO are: Freephone 0800 34 34 34 or 
Progressive House, 33 Wellington Place, Belfast, BT1 6HN. 

19 | P a g e 



Received from SHSCT on 05 May 2023.  Annotated by the Urology Services Inquiry.

   
 

 
      

    
 
 

             
    

 
 
 

  

WIT-93270

1.9 Service Users who do not wish to participate in the 
engagement process 

It should be documented if the service user does not wish to participate in 
the engagement process. 
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Introduction 

Events which are reported as Serious Adverse Incidents (SAIs) help 
identify learning even when it is not clear something went wrong with 
treatment or care provided. 

When things do go wrong in health and social care it is important that we 
identify this, explain what has happened to those affected and learn 
lessons to ensure the same thing does not happen again. SAIs are an 
important means to do this. Areas of good practice may also be highlighted 
and shared, where appropriate. 

What is a Serious Adverse Incident? 

A SAI is an incident or event that must be reported to the Health and Social 
Care Board (HSCB) by the organisation where the SAI has occurred. It 
may be: 

an incident resulting in serious harm; 
an unexpected or unexplained death; 
a suspected suicide of a service user who has a mental illness or 
disorder; 
an unexpected serious risk to wellbeing or safety, for example an 
outbreak of infection in hospital; 

A SAI may affect services users, members of the public or staff. 

Never events are serious patient safety incidents that should not occur if 
the appropriate preventative measures have been implemented by 
healthcare providers. A small number of SAIs may be categorised as 
never events based on the Department of Health Never Events list. 
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SAIs, including never events, occurring within the HSC system are 
reported to the HSCB. You, as a service user / family member / carer, will 
be informed where a SAI and/or never event has occurred relating to 
treatment and care provided to you by the HSC. 

Can a complaint become a SAI? 

Yes, if during the follow up of a complaint the (insert name of 
organisation) identifies that a SAI has occurred it will be reported to the 
HSCB. You, as a will be informed 
of this and updated on progress regularly. 

How is a SAI reviewed? 

Depending on the circumstance of the SAI a review will be undertaken. 
This will take between 8 to 12 weeks depending on the complexity of the 
case. If more time is required you will be kept informed of the reasons. 

The (insert name of organisation) will discuss with you how the SAI will 
be reviewed and who will be involved. The (insert name of organisation) 
will welcome your involvement if you wish to contribute. 

Our goal is to find out what happened, why it happened and what can be 
done to prevent it from happening again and to explain this to those 
involved. 

How is the service user or their family/carer involved 
in the review? 

An individual will be identified to act as your link person throughout the 
review process. This person will ensure as soon as possible that you: 

Are made aware of the incident, the review process through 
meetings / telephone calls; 
Have the opportunity to express any concerns; 
Know how you can contribute to the review, for example share 
your experiences; 
Are updated and advised if there are any delays so that you are 
always aware of the status of the review; 
Are offered the opportunity to meet and discuss the review 
findings; 
Are offered a copy of the review report; 

23 | P a g e 



Received from SHSCT on 05 May 2023.  Annotated by the Urology Services Inquiry.

   
 

            

       
 

                
            

        
 

      
 

               
           

  
 

            
    

 
    

 
        

  
            

 
 

         
         

              
          

 
 

       
 

             
 

              
         

 

 

  

WIT-93274

Are offered advice in the event that the media make contact. 

What happens once the review is complete? 

The findings of the review will be shared with you. This will be done in a 
way that meets your needs and can include a meeting facilitated by (insert 
name of organisation) staff that is acceptable to you. 

How will learning be used to improve safety? 

By reviewing a SAI we aim to find out what happened, how and why. By 
doing this we aim to identify appropriate actions which will prevent similar 
circumstances occurring again. 

We believe that this process will help to restore the confidence of those 
affected by a SAI. 

For each completed review: 

Recommendations may be identified and included within an 
action plan; 
Any action plan will be reviewed to ensure real improvement and 
learning. 

We will always preserve your confidentiality while also ensuring that 
opportunities to do things better are shared throughout our organisation 
and the wider health and social care system. Therefore as part of our 
process to improve quality and share learning, we may share the 

Do families get a copy of the report? 

Yes, a copy of the review report will be shared with service users and/or 

If the service user has died, families/carers will be provided with a copy of 
the report and invited to meet with senior staff. 
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Who else gets a copy of the report? 

The report is shared with the Health and Social Care Board (HSCB) and 
Public Health Agency (PHA). Where appropriate it is also shared with the 
Coroner. 

The Regulation and Quality Improvement Authority (RQIA) have a statutory 
obligation to review some incidents that are also reported under the SAI 
procedure. In order to avoid duplication of incident notification and review, 
RQIA work in conjunction with the HSCB / PHA with regard to the review of 
certain categories of SAI including the following: 

All mental health and learning disability SAIs reportable to RQIA under 
Article 86.2 of the Mental Health (NI) Order 1986. 

Any SAI that occurs within the regulated sector for example a nursing, 

service that has been commissioned / funded by a HSC organisation. 

In both instances the names and personal details that might identify the 
individual are removed from the report. The relevant organisations monitor 
the (insert name of organisation) to ensure that the recommendations 
have been implemented. The family may wish to have follow up / briefing 
after implementation and if they do this can be arranged by their link 
person within the (insert name of organisation). 

All those who attended the review meeting are given a copy of the 
anonymised report. Any learning from the review will be shared as 
appropriate with relevant staff/groups within the wider HSC organisations. 

Further Information 

If you require further information or have comments regarding this process 
you should contact the nominated link person - name and contact details 
below: 
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Prior to any meetings or telephone call you may wish 
to consider the following: 

Think about what questions and fears/concerns you have in relation to: 

(a) What has happened? 
(b) Your condition / family member condition 
(c) On-going care 

You could also: 

Write down any questions or concerns you have; 
Think about who you would like to have present with you at 
the meeting as a support person; 
Think about what things may assist you going forward; 
Think about which healthcare staff you feel should be in 
attendance at the meeting. 

Patient and Client Council 

The Patient Client Council offers independent, confidential advice and 
support to people who have a concern about a HSC Service. This may 
include help with writing letters, making telephone calls or supporting you 
at meetings, or if you are unhappy with recommendations / outcomes of 
the reviews. 

Contact details: 
Free phone number: 0800 917 0222 
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WIT-93282

It has been established that the service user / 
family requires an interpreter? If yes, 
provide details of language and 
arrangements that have been or to be made. 

Signature: ____________________________________ 

Date: _____________________________________ 
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AFTER 

WIT-93284

Circulate minutes of the meeting to all relevant parties for timely verification. 

Follow through on action points agreed. 

Continue with the incident review. 

Keep the service user included and informed on any progress made organise 
further meetings. 

Draft report to be provided to the service user in advance of the final report (if agreed 
within review Terms of Reference that the draft report is to be shared with the 
service user prior to submission to HSCB/PHA). 

Offer a meeting with the service user to discuss the review report and allow for 
amendments if required. 

Follow through on any recommendations made by the incident review team. 

Closure of the process is mutually agreed. 

When closure / reconciliation was not reached the service user was advised of the 
alternative courses of action which are open to them i.e the complaints process. 

Signature: ____________________________________ 

Date: _____________________________________ 
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Stinson, Emma M 

WIT-93285

From: Kingsnorth, Patricia 
Sent: 
To: 
Subject: 
Attachments: Datix 

Personal 
Information 

redacted by USI
Personal 

Information 
redacted by USI

Personal 
Information 

redacted by USI

Service user 

Personal 
Information 

redacted by USI

A.pdf; datix 
Personal 

Information 
redacted by 

1Service 
Personal 

Information 
redacted by USI

User 

Personal 
Information 

redacted by USI

B.pdf; datix Service User 
C.pdf; Datix Service User D.pdf; datix Service user E.pdf; datix 
Service User F.pdf; Datix Service user G.pdf; Datix Service User 
H.pdf; datix Service User I.pdf 

Dear Mr Anthony 
Please see attached. 

Kind regards 
Patricia 

Patricia Kingsnorth 
Acting Acute Clinical Governance Coordinator 
Governance Office 
Room 53 
The Rowans 
Craigavon Area Hospital 

09 February 2021 10:01 
Andrew.Anthony 
RE: reequested information confidential [TS-Live.FID694915] 

Personal Information redacted by the 
USI

Personal Information redacted by the USI

From: Kingsnorth, Patricia 
Sent: 09 February 2021 09:46 
To: 'Andrew Anthony' 
Subject: RE: reequested information confidential [TS-Live.FID694915] 

Dear Mr Anthony 
That’s what I plan to do. I will have them to you shortly. 

Kind regards 
Patricia 

Patricia Kingsnorth 
Acting Acute Clinical Governance Coordinator 
Governance Office 
Room 53 
The Rowans 
Craigavon Area Hospital 

Personal Information redacted by the USI

1 
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WIT-93286

From: Andrew Anthony 
Personal Information redacted by the USI

Sent: 09 February 2021 09:42 
To: Kingsnorth, Patricia 
Subject: RE: reequested information confidential [TS-Live.FID694915] 

Thanks 

Perhaps the most straightforward way would be to rename the PDF to call it “Datix Service User A” etc? 

Kind regards, 

Andrew 

ANDREW ANTHONY 

Partner 

T: 

M: 

D: 

Personal Information redacted by the USI

Personal Information redacted by the USI

Tughans / Marlborough House, 30 Victoria Street, Belfast BT1 3GG 

From: Kingsnorth, Patricia Personal Information redacted by the USI

Sent: 09 February 2021 09:39 
To: Andrew Anthony 
Subject: RE: reequested information confidential [TS-Live.FID694915] 

Personal Information redacted by the USI

Dear Mr Anthony 
Thank you for letting me know. 
Apologies. I will resend the datix assigned to service users. 

The TOR were approved as attached. 

Regards 
Patricia 

Patricia Kingsnorth 
Acting Acute Clinical Governance Coordinator 
Governance Office 
Room 53 
The Rowans 
Craigavon Area Hospital 

Personal Information redacted by the USI
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From: Andrew Anthony 

WIT-93287
Personal Information redacted by the USI

Sent: 09 February 2021 09:28 
To: Kingsnorth, Patricia 
Subject: RE: reequested information confidential [TS-Live.FID694915] 

Dear Ms Kingsnorth, 

I confirm the NIECR records have arrived, thank you for forwarding them. 

I assume the terms of reference were approved in the same format as the draft previously provided, please confirm. 

Is it possible for you to identify the Datix to the Service User in the TOR? 

Kind regards, 

Andrew 

ANDREW ANTHONY 

Partner 

T: 

M: 

D: 

Personal Information redacted by the USI

Personal Information redacted by the USI

Tughans / Marlborough House, 30 Victoria Street, Belfast BT1 3GG 

From: Kingsnorth, Patricia Personal Information redacted by the USI

Sent: 08 February 2021 16:40 
To: Andrew Anthony 
Subject: reequested information confidential 

Personal Information redacted by the USI

Dear Mr Anthony 
As requested please see attached datix forms (9). 
The Terms of reference were approved by the board on 12 December 2021 following family engagement. 
Dr Hughes will forward the remaining questions this week. 
I can confirm the documents from NIECR were sent from our office recorded delivery on Friday 6 February. The 
majority of these records are included in the medical notes previously sent. 

Kind regards 
Patricia 

Patricia Kingsnorth 
Acting Acute Clinical Governance Coordinator 
Governance Office 
Room 53 
The Rowans 
Craigavon Area Hospital 

Personal Information redacted by the USI

3 























































Received from SHSCT on 05 May 2023.  Annotated by the Urology Services Inquiry.

  

  
  

 
 
       

           

 

 
 

 
  

 
       

       
     

     
 

     
       

   
   

 
 

  
    

     
    

  
  

 
   

    
     

     
  

 
   

 
 

 
 

 
 

  

 
  

 

WIT-93314
Stinson, Emma M 

From: June Turkington 
Personal Information redacted by the USI

Sent: 10 February 2021 14:13 
To: Wallace, Stephen 
Cc: Kingsnorth, Patricia 
Subject: legal advice to the Trust/SAI panel - privileged - RE: Timeline 

“This email is covered by the disclaimer found at the end of the message.” 

Stephen, Patricia, 

I would be grateful if you could pass this email on to Dermot. 

Following our zoom meeting this afternoon, I have now had an opportunity to consider the entirety of the timeline 
and the associated documents.  As far as I understand it, the main outstanding issue at this stage is the 
correspondence from Tughans dated 22nd January.  This has not yet been formally responded to on behalf of the SAI 
panel.  However, much if not all of the information and documents sought have already been provided to Tughans. 

Generally, I believe that all the information requested by Tughans to date is relevant to the issues in the SAI and it 
could not be said that any of the requests have been unreasonable. I think most, if not all, of their points regarding 
the time-scale for Mr O’Brien’s responses are also well made, particularly bearing in mind the 2 recent 
bereavements of close family members which he has suffered.  Full and clear answers to the queries should be 
provided. 

In referring to documents and information requested from the Trust in the summer and autumn time, I think this 
relates to previous requests for the same information which has only recently been provided to Tughans.  They are 
not seeking other or additional documents. There are no remaining requests which should be re-directed to the 
Trust.  Rather, I think these previous requests are mentioned simply to explain that Mr O’Brien via Tughans has been 
seeking this information and these documents for some time, that he acted reasonably in this regard and delay in 
this regard can’t be laid at this door. 

At this stage, I think the Trust needs to start from the point where it has addressed all the questions – this may be 
the point when the formal response to Tughans is provided.  Taking this as a starting point, the Trust then needs to 
add on a reasonable period of time thereafter to allow Mr O’B to review all the relevant records etc, obtain advice 
and formulate his response on the 9 cases.  Trying to determine what is a reasonable time to do this is something of 
a judgment call, but I would suggest a period of at least 4 weeks certainly does not seem excessive. 

I trust these thoughts are clear.  Happy to discuss further if that would be helpful. 

Regards 

June 

June Turkington 
Assistant Chief Legal Adviser 
Directorate of Legal Services 
Direct Line – 
Mobile no -

Personal Information redacted by the 
USI

Personal Information redacted by 
the USI
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From: Wallace, Stephen 

WIT-93315
Personal Information redacted by the USI

Sent: 10 February 2021 11:40 
To: June Turkington 
Cc: patricia kingsnorth (SHSCT) 
Subject: FW: Timeline 

June, 

Please see below and attached re today’s meeting with Patricia and Dermot 

Thanks 
Stephen 

From: Kingsnorth, Patricia 
Sent: 10 February 2021 11:27 
To: Wallace, Stephen 
Cc: Dermot Hughes ; OKane, Maria 
Subject: Timeline 

Personal Information redacted by the USI

Stephen 
We are meeting with June at 1pm today. Please see attached timeline with the embedded communication to 
Tughans’ also Dermot has provided a response to some of the questions asked. 
Can you share these documents with June prior to the meeting today. 

Many thanks 
Patricia 

Patricia Kingsnorth 
Acting Acute Clinical Governance Coordinator 
Governance Office 
Room 53 
The Rowans 
Craigavon Area Hospital 

Personal Information redacted by the USI

The Information and the Material transmitted is intended only for the 
person or entity to which it is addressed and may be Confidential/Privileged 
Information and/or copyright material. 

Any review, transmission, dissemination or other use of, or taking of 
any action in reliance upon this information by persons or entities 
other than the intended recipient is prohibited. If you receive this in error, 
please contact the sender and delete the material from any computer. 

Southern Health & Social Care Trust archive all Email (sent & received) 
for the purpose of ensuring compliance with the Trust 'IT Security Policy', 
Corporate Governance and to facilitate FOI requests. 

Southern Health & Social Care Trust IT Department Personal Information redacted by the USI

2 
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WIT-93316

Response from Dr Hughes to Tughans Solicitors (marked in red) 

In order for me to obtain instructions with a view to replying to your letter of 11 
January 2021 (sent by email on the 12th) I will need additional information and time 
to obtain instructions. 

The following request for documentation and/or information arises from the 
documentation you have provided entitled “Level 3 Serious Adverse Incident Review 
Urology Services”. 

Please provide the following:- 

1. The Datix Forms referred to on the front page. I note there appear to be eight 
Datix Forms yet nine cases. Is there an additional Datix Form missing? 

9 datix forms have been shared on 8 Feb 2021 
2. The Terms of Reference are said to be “proposed draft Terms of Reference”. 

Can you please confirm the Terms of Reference are still in draft or have they 
been finalised? Clearly, we need to be working from a finalised Terms of 
Reference. If they have not been finalised when will that occur? 
Approved TOR were finalised on 12 December have been shared on 8.2.2021 

3. I note the Terms of Reference may be amended “pending engagement with 
all affected patients and families”. Has that engagement now occurred if not 
when will it occur? 
Family engagement took place between the 9, 11 November and 16 
November. TOR were discussed with them and agreed. 

Has any consideration been given to engagement with Mr O’Brien in relation to the 
Terms of Reference and, in particular, to seek his views in relation to the system 
within which he was working? For example, I note the Consultant Urologist (from 
information publicly on the internet) on the Review Team, Mr Hugh Gilbert, appears 
to have worked only England. It is important he considers Mr O’Brien’s practice in 
the context of the service he was working in at SHSCT. The Terms of Reference are 
open to interpretation. Can you please clarify your interpretation of the Terms of 
Reference and the extent to which the service within which Mr O’Brien was working 
is considered by you to be within the terms? 

It would not be part of our processes to consult any person subject to review to be 
involved in the generation of the Terms of reference. 
The Expert Opinion to the SAI is external to Northern Ireland was provided 
independently by the British Association of Urological Surgeons. The review will take 
account of the Northern Ireland context as defined by local Northern Ireland cancer 
services, The Northern Ireland Cancer Network and Regional (Northern Ireland) 
Peer Review. 

4. The review methodology is said to be “as per the Serious Adverse Incident 
Framework (2016)”. Please provide a copy of that Framework. It is important 
that we are clear on the framework you are working to. 
This has been provided 4.2.2021 
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WIT-93317

5. Please let me know how Mr O’Brien’s confidentiality is to be preserved in this 
process (as referred to in the review methodology). 
The SAI process is patient focused and all professionals delivering care in the 
timeframe of the reviews are anonymised. 

In relation to the document entitled “Questions for Mr O’Brien” please provide the 
following information and to ensure there is no misunderstanding and that we are 
working from the guidance/protocols, reviews and reports you refer to:-

(i) Please let me have a copy of the NICAN Guidance (2016) as referred to 
for Service User A. Please identify the particular paragraphs arising from 
that Guidance relevant to the issue identified in relation to Service User A. 

NICAN guidelines emailed on 4.2.2021. In relation to Service User A – NICAN 
guidance Section 9.2 

(ii) Please let me have a copy of the Peer Review and Annual Report 
documents in relation to allocation of Nurse Specialists as referred to in 
relation to Service User A (this is repeated in relation to a number of other 
patients). 
Peer review emailed on 4.2.2021 
2017 peer review submission stating increase in resource and availability 
of Specialist nurse to all patients. 

(iii) In relation to Service User B reference is made to the “NICAN Urological 
Clinical Guidance Pathway”. Please clarify whether this is the same 
Guidance as the 2016 Guidance referred to above? If not, please provide 
a copy of this further Guidance. In any event, please identify the 
paragraphs it is said were not followed. 

I can confirm this is the same guidance. Section 9.2 Page 45. Prostate 
biopsy. 

(iv) In relation to Service User B reference is made to “NICAN Regional 
Guidance” regarding androgen deprivation therapy.” Please clarify 
whether this refers to the 2016 Guidance. If not, please provide a copy of 
any additional Guidance. In any event, please identify the specific 
paragraphs it is suggested were not adhered to. 
Northern Ireland Cancer Network (NICAN) Urology Cancer Clinical 
Guidelines (March 2016) section 9.2 page 58 

(v) In relation to Service User D please provide a copy of the protocol referred 
to in relation to prescription of ADT. Please identify the paragraphs which 
it is suggested were not followed in relation to that protocol. 
Northern Ireland Cancer Network (NICAN) Urology Cancer Clinical 
Guidelines (March 2016) section 9.2 page 58. 

(vi) In relation to Service User G, you refer to the patient not being referred to 
the MDM in accordance with “guidance”. Can you please identify what 
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WIT-93318

guidance this refers to and provide us with a copy of same identifying the 
paragraphs it is suggested were not followed? 
Northern Ireland Cancer Network (NICAN) Urology Cancer Clinical 
Guidelines (March 2016) Section 9.4 page 84. 

In relation to Service User H, can you please let me know whether you are 
referring to the 2016 Guidance? If not, please produce the Guidance you 
refer to. In any event, please identify the paragraphs it is suggested were 
not followed in relation to this patient. 
Northern Ireland Cancer Network (NICAN) Urology Cancer Clinical 
Guidelines (March 2016) Section 9.3 page 69 

I note the purpose of the review is to “consider the quality of treatment of the care 
provided by “Doctor 1 and understand if actual or potential harm occurred”. As the 
review team are considering that Mr O’Brien should be allowed to address that issue, 
should he wish. Mr O’Brien had the opportunity of carrying out a preliminary review 
of the records, received by us in hard copy by post on the 14th of January, prior to 
his recent bereavement. From that review the following records have not been 
included, to enable Mr O’Brien to make observations on this crucial issue:- 

1. Service User A: All information available on NIECR from 22 June 2020 until 
death in August 2020 

2. Service User B: All information available on NIECR from 01 August 2020 to 
date 

3. Service User C: All information available on NIECR from 12 August 2020 to 
date 

4. Service User D: All information available on NIECR from 14 May 2020 until 
death in July 2020 

5. Service User E: All information available on NIECR from 25 September 2019 
to date 

6. Service User F: All information available on NIECR from 02 October 2020 to 
date 

7. Service User G: All information available on NIECR from 27 November 2020 
to date 

8. Service User H: All information available on NIECR from 25 February 2020 to 
date 

9. Service User I: All information available on NIECR from 29 January 2020 to 
date 

All relevant documents were previously sent in the notes packs. All NIECR records 
sent and received 9.2.2021. 
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WIT-93319

In your letter of 11 January 2021 you requested Mr O’Brien to provide comments in 
relation to nine separate cases by 29 January 2021. With respect, this is not a 
reasonable timescale. Your request for information needs to be set in the following 
context:-

1 .Mr O’Brien was written to by the Trust on 11 July 2020 with a document entitled 
“Summary of Concerns”. I replied on his behalf to the Trust on 16 July 2020 noting 
Mr O’Brien could not comment on concerns without the data upon which the 
document was based. Between then and 14h of January 2021 the only 
documentation which has been provided to Mr O’Brien by the Trust were partial 
copies of the records for Service Users A and B. 

2. By 16 October 2020 the Review Team was appointed according to the document 
“Level 3 Serious Adverse Incident Review Urology Services”. 

3. The Trust wrote, via its legal representatives, to me, on 25 October 2020. Within 
that correspondence they provided a “Summary table Serious Adverse Incidents 
(SAI) confirmed to date”. The table included reference to altogether nine patients. 
As far as we can ascertain those patients are the same patients that you have 
written in relation to (although notably the matters you request to be addressed differ 
from the “elements of concern” identified within that correspondence). No underlying 
documents, such as records were provided with that correspondence. 

4. On 29 October 2020 I requested information in relation to the SAI processes, 
including Terms of Reference, SAI notification forms and whether Mr O’Brien would 
be asked for any comments and when those would be expected. I also requested 
details of what information would be disclosed to him. I noted how Mr O’Brien was 
entitled to see all documentary evidence any concerns were based upon in order for 
him to be in a position to obtain advice and respond. 

5. The first questions that have been put to Mr O’Brien by the Team were received 
on 12 January 2021. I appreciate there will have been a considerable amount of 
documentation for the team to consider, and that had to occur in the context of the 
pandemic. 

6. Copies of records were delivered to my office on 14 January 2021 which had to be 
paginated and copied before being forwarded on to Mr O’Brien. He therefore 
received the records very recently, just prior to his recent bereavement. 

From the above you will note I have been making efforts on behalf of Mr O’Brien to 
obtain details of the matters under consideration and copies of relevant 
documentation for a substantial period of time. Whilst I appreciate the desire to 
move on with the SAIs, that must be done in a fair manner cognisant to the rights of 
all parties (as the terms of reference stipulate). That will include a reasonable period 
of time for Mr O’Brien to provide any comments, following receipt of adequate 
information upon which he can seek advice. 

For Mr O’Brien to understand the issues you request him to address we will need:- 
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WIT-93320

1. Responses to the above requests for further information and documentation. 
– sent via email 4.2.2021 and post as requested. 

2. Adequate time for Mr O’Brien to consider the various records and obtain 
advice thereon. That is particularly challenging given the current pandemic. 
Instructions will have to be taken remotely in relation to several cases. 

3. Even if the pandemic was not current, two weeks would be an inadequate 
timescale in which to consider voluminous records on several cases, consult, obtain 
instructions thereon, provide advice and draft and approve responses. This is an 
important matter for the patients, their families and also for my client, Mr O’Brien. 
Sufficient time should be allowed for Mr O’Brien to provide his comments. 
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WIT-93321
Stinson, Emma M 

From: Andrew Anthony 
Personal Information redacted by the USI

Sent: 19 February 2021 16:06 
To: Kingsnorth, Patricia 
Subject: RE: Confidential response [TS-Live.FID694915] 

Dear Ms Kingsnorth, 

Thanks for your email, I did receive your below email. 

Mr O’Brien is working through the voluminous documentation provided. The only manageable way to deal with this is 
on a case by case basis. We are progressing well with comments on Service Users A and B. I am on leave for the 
early part of next week. I hope to have comments to you on these two cases by the end of next week or at the latest 
early the following week. Perhaps you would be good enough to update Dr Hughes. 

Would it be possible for you to forward to me the IR 1’s upon which the Datix reports were based? 

Kind regards, 

Andrew 

ANDREW ANTHONY 

Partner 

T: 

M 

D: 

Personal Information redacted by the USI

Personal Information redacted by the USI

Tughans / Marlborough House, 30 Victoria Street, Belfast BT1 3GG 

From: Kingsnorth, Patricia Personal Information redacted by the USI

Sent: 19 February 2021 10:39 
To: Andrew Anthony 
Subject: FW: Confidential response 

Personal Information redacted by the USI

Dear Mr Anthony 
Please can you confirm if you received my email  sent on 10th February as I didn’t receive an acknowledgement. 
If not please see attached response. 
Kind regards 
Patricia 

Patricia Kingsnorth 
Acting Acute Clinical Governance Coordinator 
Governance Office 
Room 53 
The Rowans 
Craigavon Area Hospital 

Personal Information redacted by the USI

1 
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WIT-93322
From: Kingsnorth, Patricia 
Sent: 10 February 2021 20:21 
To: 
Subject: Confidential 

Personal Information redacted by the USI

Dear Mr Anthony 

Please see correspondence from Dr Hughes in response to your questions which have been highlighted in red. 
Kind regards 
Patricia 

Patricia Kingsnorth 
Acting Acute Clinical Governance Coordinator 
Governance Office 
Room 53 
The Rowans 
Craigavon Area Hospital 

Personal Information redacted by the USI

The Information and the Material transmitted is intended only for the 
person or entity to which it is addressed and may be Confidential/Privileged 
Information and/or copyright material. 

Any review, transmission, dissemination or other use of, or taking of 
any action in reliance upon this information by persons or entities 
other than the intended recipient is prohibited. If you receive this in error, 
please contact the sender and delete the material from any computer. 

Southern Health & Social Care Trust archive all Email (sent & received) 
for the purpose of ensuring compliance with the Trust 'IT Security Policy', 
Corporate Governance and to facilitate FOI requests. 

Southern Health & Social Care Trust IT Department 028 375 63600 

2 
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Personal Information redacted by the USI

Personal Information redacted by 
USI

King, Dawn 

WIT-93323

From: Kingsnorth, Patricia 
Sent: 
To: Andrew.Anthony 
Subject: your Client 
Attachments: Letter to Mr O' Brien inviting to participate in SAI_.doc 

Dear Mr Anthony 

I have been asked to forward this letter to your client Mr Aidan O’Brien from the external Chair of the  Urology SAI 
review. 
I understand Mr O’Brien has suffered a recent bereavement and appreciate you will know the appropriate timing of 
this letter. 

I will await your response. 

Kind regards 
Patricia 

Patricia Kingsnorth 
Acting Acute Clinical Governance Coordinator 
Governance Office 
Room 53 
The Rowans 
Craigavon Area Hospital 

11 December 2020 12:56 

Personal Information redacted by the USI

1 
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WIT-93324

11 December 2020 Our Ref: 

Private & Confidential 

Dear Aidan 

As you may be aware, I am the External Chair of the SAI processes into 9 patients 
who were previously under your care. 

As part of the normal SAI process we have been carrying out interviews with all 
relevant members of staff who have been involved in these patients’ care. 
The interviews are based on the patient’s journey and are aimed at identifying learning 
and making recommendations for future care. We are seeking to complete the staff 
interviews before Christmas in order to keep the timeframes of the review. 

We would be keen to have your input into this process and would like to agree an 
appropriate time (in person/ zoom/ telephone). 

Yours sincerely 

Dermot 

Dr Dermot Hughes 
Chair of the SAI Panel 

Dr Dermot F C Hughes MB BCH BAO FRCPath Dip Med Ed 
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WIT-93330

Quality care – for you, with you 

COMMITTEE REPORT SUMMARY SHEET 

Meeting: Trust Board 

Date: 12th November 2020 

Title: Urology Update 

Lead Director: Dr Maria O’Kane, Medical Director 

Melanie McClements, Director of Acute Services 

Corporate Objective: Safe, high quality care 

Purpose: Information 

Overview: 

The purpose of this paper to provide an update to Trust Board (November 2020) on the 

ongoing review of urology services relating to Consultant A 

Key areas for SMT / Committee consideration: 

 Update on review progress to date (10th November 2020) 

 Formation of Department of Health Oversight group and details of planned 

ministerial statement to the NI Assembly 

 Update on the progress of identified Serious Adverse Incidents and Public Health 

Agency advice regarding a proposed ‘Clinical Investigation’ model for future 

identified urology incidents 

 Update on engagement with the Independent Sector Provided engagement to 

provide review appointments for 236 oncology backlog patients 

 Update on review of prescribing of the medication Bicalutamide, an Anti-androgen 

drug, to date there have been 26 patients out of 300 identified as needing an urgent 

appointment. 

Human Rights/Equality: 

None to declare 
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WIT-93332
with bicalutamide[6] (150 mg). [2008] 

1.5.10 Begin androgen deprivation therapy and stop bicalutamide 

treatment in people with metastatic prostate cancer who are taking 

bicalutamide monotherapy and who do not maintain satisfactory 

sexual function. [2008]’ 

All patients currently receiving this treatment are being identified by a number 

of parallel processes utilising Trust and HSC / Primary Care systems in order 

to facilitate a review to ascertain if the ongoing treatment with this agent is 

indicated or if an alternative treatment / management plan should be offered. 

Department of Health Oversight Group 

The Permanent Secretary has established a Department of Health level of external oversight and 

assurance group to review progress and guide the way forward in terms of the Trust’s 

management plan. Currently the Urology Assurance Group has begun to meet weekly. Michael 

O’Neill, Acting Director of General Healthcare Policy, is leading on this in the Department and 

providing secretariat for the group. 

Ministerial Statement 

The Minister for Health issued a written statement to the NI Assembly on the 26th October. The 

Trust has been advised a further statement from the Minister to the NI Assembly will be made on 

17th November 2020 which will provide additional details. The Trust is preparing proactive 

communication arrangements in anticipation of this announcement. 

Serious Adverse Incidents (SAI) Update 

The SAI panel membership has been agreed; Terms of Reference have been internally agreed 

and have been forwarded to the HSCB. All 9 patients/families identified through the SAI process 

have been spoken to this week with some of them being offered a further appointment with a 

Consultant Urologist, taking place this week. 

Four out of the five patients/ families, along with the index patient of the previous SAI’s, have also 

been spoken to. The family of the fifth patient’s family (RIP) is still outstanding as this is being 

clinically considered due to the recent death of the patient. The Chair of the SAI panel is also 

going to meet with these patients and this is currently being organised. 
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WIT-93333
Given the number of patient cases from this review period (January 2019 to June 2020), this 

review exercise continues to be ongoing, and the above information is the current position at this 

point in the review. 

The Health and Social Care Board / PHA have advised that any additional incidents that are 

identified as meeting the threshold for an SAI review should be paused will be managed via a 

separate ‘clinical investigation’ process. The Public Health Agency have indicated that this 

process will be independent of the Trust and will be guided by and have parameters set by the 

HSCB/PHA/Department of Health. 

Summary of Activity for Patient Facing Information Line 

The Trust established since 26th October 2020 a patient information line available for patients who 

may have questions or concerns regarding their care. The details of contacts made to date: 

 Total calls – 151 (up to and including Thursday 5 November) 

 2 patients are being seen as part of the oncology review backlog in Independent Sector 

 1 patient was on Bicalutamide and was seen at clinic on Monday 2 November 

 1 patient was picked up as not having been added to any system for a Red Flag Flexible 

Cystoscopy and has an appointment for this on Monday 9 November 2020 

The Trust has also set up an accompanying GP information line for GP’s who may wish to find out 

more information regarding patients who have been referred to Trust urology services. The details 

of contacts made to date: 

 1 GP has called the GP Information line - communication has been sent by HSCB 

Independent Sector Clinics 

A total of 236 oncology patients were deemed to be part of a backlog relating to Oncology 

Reviews. These patients will be seen for review by an Urologist in the Independent Sector. There 

have been 191 oncology review patients transferred to the Independent Sector and clinics are fully 

booked for the month of November for these patients. To date one case has been identified as 

meeting the threshold for an SAI review from this backlog. 

 131 patients have been offered and accepted an appointment over the next four weeks. 

 39 patients still to be contacted (not answering phone) so a letter has been sent asking 

them to ring to arrange an appointment 

 21 patients have been returned to Trust 



Received from SHSCT on 05 May 2023.  Annotated by the Urology Services Inquiry.
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WIT-93334

-

discharged 

- 1 patient has moved to Scotland 

- 12 patients not willing to travel so will be offered an appointment in the Southern 

Trust by end of November 2020. 

Bicalutamide Audit 

There are concerns regarding Consultant A’s prescribing of a particular drug, which appears to be 

outside of established NICE guidance, regarding the diagnosis and management of prostate 

cancer. The drug is Bicalutamide, an Anti-androgen drug, which has a number of recognised short 

term uses in the management of prostate cancer. All patients currently receiving this treatment are 

currently being identified by the Trust, in order to facilitate a review to ascertain if their ongoing 

treatment with this drug is indicated or if an alternative treatment management plan should be 

offered. To date there have been 26 patients out of 300 identified as needing an urgent 

appointment. 

 26 patients identified from the first look into the patients: 

 Two all-day clinics (Monday 2nd & Tuesday 3rd November) were held in Craigavon Hospital 

clinical team (1 x Consultant, 2 x Specialist Nurses and 1 x Pharmacist in attendance) 

 26 patients were contacted and offered an appointment: 

 9 patients attended the hospital 

 2 patients cancelled on the day 

 1 patient did not attend 

 14 patients (or their main carer) declined face to face appointment and these patients will 

be followed up by a telephone consultation 

General Medical Council 

The Trust is continuing to liaise with the General Medical Council regarding professional issues. 

Royal College of Surgeons Invited Review Service 

The Trust has approached the Royal College of Surgeons (RCS) Invited Review service to request 

a review of Trust urology services in relation to consultant A’s practice. This engagement is at an 

initial stage and a meeting with a clinical lead from the RCS is being scheduled for this week / 

beginning of next week. 
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WIT-93335
Grievance Hearing 

VIVIENNE 

Additional Subject Matter Expertise / Consultant Reviews 

The Trust has engaged with the British Association of Urological Surgeons (BAUS) who have 

provided two subject matter expert Consultant Urologists to assist with the ongoing work. One 

subject matter expert is providing independent expertise for the SAI process with the second 

expert engaged to assist with the review of electronic patient records. 

Investment Proposal Template (IPT) HSCB 

The HSCB have advised that the Trust to develop and submit an IPT to cover additional costs 

associated with current and projected future work relating to the Urology review. This work will 

include clinical, managerial and governance oversight costs. 
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WIT-93336
Witczak, Maria 

From: Chris Brammall Personal Information redacted by the USI

Sent: 04 November 2020 10:28 
To: OKane, Maria; Joanne Donnelly 

Personal Information redacted by the 
USI ; David Horkin 

Personal Information redacted by the 
USI

Subject: Mr O'Brien 

Hi Dr O’Kane, I hope you are managing to keep safe and well in these uncertain times. 

As you will be aware, Stephen Wallace kindly sent me copies of the relevant medical records for patients Patie
nt 14 , Patie

nt 12 , Patie
nt 11 , 

Patient 
13 and 

Patient 
10 . Unfortunately, these were very heavily redacted before they were sent to us (to the point where it is 

not possible to establish Mr O’Brien’s role in the patients’ care). Please would you be able to supply unredacted 
copies of the records that were previously sent for these patients? 

Please would it also be possible to obtain some further information about Service Users A&B? 
 Service User A. If there is an oncology referral dated 27 January 2020 (or around this date), please would 

you be able to send this to me? 
 Service User B, if the results of the MRI scan are available, please would you be able to send these to me? 

Lastly, in your recent email exchange with Joanne Donnelly I can see that the panel expert has raised possible 
further concerns in regard to the prescribing of Bicalutamide. Please would you be able to send me any further 
information that you hold about this? If there is no further information available at the moment, please would you 
be able to send this to me when this becomes available? 

Many thanks for your continued help here Dr O’Kane 

Chris Brammall 
Investigation Officer 
General Medical Council 
3 Hardman Street, Manchester, M3 3AW 

Email: Personal Information redacted by the USI

Website: www.gmc-uk.org 
Telephone: Personal Information redacted by the 

USI

Working with doctors Working for patients 

The General Medical Council helps to protect patients and improve medical education and practice in the 
UK by setting standards for students and doctors. We support them in achieving (and exceeding) those 
standards, and take action when they are not met. 

Unless otherwise expressly agreed by the sender of this email, this communication may contain privileged 
or confidential information which is exempt from disclosure under UK law. This email and its attachments 
may not be used or disclosed except for the purpose for which it has been sent. 

If you are not the addressee or have received this email in error, please do not read, print, re-transmit, store 
or act in reliance on it or any attachments. Instead, please email the sender and then immediately delete it.  

General Medical Council 

3 Hardman Street, Manchester M3 3AW 

1 

Received from SHSCT on 05 May 2023   Annotated by the Urology Services Inquiry

www.gmc-uk.org


 
 

 
 

 
  

 
 

WIT-93337
Regents Place, 350 Euston Road, London NW1 3JN 

The Tun, 4 Jacksons Entry, Holyrood Road, Edinburgh EH8 8AE 

4th Floor, Caspian Point 2, Caspian Way, Cardiff Bay CF10 4DQ 

9th Floor, Bedford House, 16-22 Bedford Street, Belfast BT2 7FD 

The GMC is a charity registered in England and Wales (1089278) and Scotland (SC037750) 
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Curriculum Vitae 

Professor Krishna K Sethia 

Consultant Urological Surgeon 

Norfolk & Norwich NHS Trust 
Colney 

Norwich NR4 7UZ 
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WIT-93339

NAME Krishna Kumar SETHIA 

ADDRESS HOME 

WORK 

TELEPHONE HOME 
MOBILE 

Email 

NATIONALITY 

DATE OF BIRTH 

MARITAL STATUS 

GENERAL MEDICAL COUNCIL 

MEDICAL DEFENCE 

QUALIFICATIONS 

Personal Information redacted by the USI

Norfolk & Norwich NHS University Trust 
Colney 
Norwich  NR4 7UZ 

Personal Information redacted by the USI

Personal Information redacted by the USI

Personal Information redacted by the USI

Personal Information redacted by  

Personal Information redacted by the USI

Full Registration  No Personal Information 
redacted by the USI

Medical Protection Society 

MA (Oxford) 1986 

MBBS (London) 1979 

FRCS (England) 1984 

DM (Oxford) 1988 

FRCSEd 2006 
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WIT-93340

 EDUCATION Eton College, Windsor, Berks 

Exeter College, Oxford 

Guys Hospital Medical School, London SE1 

PRESENT APPOINTMENTS Consultant Urologist 
Norfolk & Norwich NHS Trust 
Colney 
Norwich  NR4 7FP 

Honorary Professor 
University of East Anglia, Norwich 

Chairman 
British Journal of Urology International 

PREVIOUS APPOINTMENTS 

Medical Director, Norfolk & Norwich University NHS Trust (2009-2015) 

Hon Treasurer, British Association of Urological Surgeons (2003-2006) 

Director of Surgical Division, Norfolk & Norwich University NHS Trust (2003-2007) 

Manpower Planning Officer, British Association of Urological Surgeons (2000-2006) 

Member of and Examiner for the Intercollegiate Board in Urology (2000-2008) 

Vice-Chairman of Specialist Advisory Committee in Urology, Royal College of Surgeons (2003-
2006) 

Clinical Director, Urology & Nephrology, Norfolk & Norwich University NHS Trust (1997-2002) 

Member of Council, British Association of Urological Surgeons (1997-2002) 

Honorary Lecturer, Institute of Urology (1996-1999) 

Norwich District Ethics Committee (1994-1998) 

R& D Committee, Norfolk & Norwich NHS Trust (1996-1998) 

Lead Doctor in Urology, Waveney Cancer Centre (1998 -2003) 

Senior Registrar in Urology, Freeman Hospital, Newcastle (1988-1990) 
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WIT-93341
EXPERIENCE 

1. Clinical 

Having completed training posts in Oxford and Newcastle I was appointed to a Consultant 
Urologist post in Norwich in 1990. As well as providing a general urological service I developed 
special interests in urological cancers (especially bladder and prostate) and andrology and during 
the 1990’s I developed the Norwich unit into a tertiary referral centre for both these 
subspecialties. I also established the superregional service for the management of patients with 
cancer of the penis. 

Together with the specialist urological cancer nursing team for which I secured the initial funding 
I set up a local patient support group for men with prostate cancer and their families.  

My clinical commitments inevitably decreased when I became Medical Director but since 
relinquishing that post in I have increased my clinical practice. I continue to develop the 
urological cancer services in Norwich. My current main interests are in the management of 
superficial bladder tumours, penile cancers and the diagnosis of prostate cancer. I continue to run 
the specialist andrology service for the region. 

2. Hospital Management 

a. Director of Surgery (2003-2007) 

As Director of Surgery I was responsible for the organisation of surgical services, clinical 
governance in surgery and ensuring that access targets were met. My specific achievements in my 
4 year tenure were; 

1. Reorganisation of the theatre schedules and surgeon timetables to create 25% more operating 
time in the week and increased theatre utilisation to over 90%. 

2. Introducing centralised pre-operative assessment for all surgical patients. 
3. Building of a unit to ensure that all patients were admitted on the day of surgery rather than 

the night before. 
4. Achieving all access targets. 
5. Increasing day-case surgical rates to the best quartile in the country. 
6. Achieving cost-savings to plan. 

b. Medical Director (2009 to 2015) 

1. Clinical Governance 
In my time as Medical Director I was involved in two reorganisations of clinical governance the 
second of which was designed to take account of all the Francis, Keogh and Berwick reports and 
CQC requirements.  I was chairman of the Clinical Safety and Clinical Effectiveness Sub-Boards and 
of meetings of all Directorate Governance Leads. 
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WIT-93342
2. Quality Improvement. 
Five years ago I instigated a programme of annual safety improvement projects based on IHI 
methodology. Over 250 clinicians were eventually involved and significant changes to practice have 
resulted.  Projects I have led or been involved in with other Executive Directors by 2015 had achieved 
significant improvements including 

a. No hospital-acquired MRSA bacteraemias for 3 years 
b. 85% reduction in C difficile infection over 3 years 
c. Significant reduction in medication prescribing errors 
d. Compliance with the WHO checklist 
e. Compliance with thromboprophylaxis assessment. Hospital granted exemplar status. 
f. Improved Early Warning Score completion and response to triggers. 
g. Declining cardiac arrest calls outside critical care 
h. Central line infection rates of under 1/1000 hospital days 

c. Operational 
As Medical Director 

a. I shared responsibility for day-to-day operational performance. 
b. I led a project to enlarge and redesign the emergency areas of the NNUH. We have established 

a regular GP presence in the emergency department. 
c. I completed a review of critical care capacity and formulated plans for an increase thereof. 
d. I regularly met and represented the hospital with the local Clinical Commissioning Groups 

and played an active role in contract negotiations. 

d. Revalidation 
a. I was Responsible Officer for over 800 doctors working at the Norfolk & Norwich Hospital. 
b. I was responsible for introducing the policies and processes for enhanced appraisal and, with 

the help of a Revalidation Lead, ensured that the Trust was prepared for medical revalidation.  

e. University 
a. In 2009 together with the Medical School I instigated a strategy to increase research activity in 

the hospital by appointing a series of clinical academics with focussed areas of interest. 
b. I established a Joint Research Committee which includes doctors, nurses, allied health 

professionals and university staff. 
c. I helped establish a joint research office with UEA for managing clinical research. 
d. Together with the Dean of Health I have supervised the development of the Norwich Clinical 

Trials Unit and Clinical Research facilities which now have full NIHR registration. 
e. I promoted joint projects involving the hospital and other Institutes on the Norwich Research 

Park. I was the hospital representative on the NRP Scientific Board. 
f. I supported the UEA project to obtain a new Medical School Building (BCRE) including a 

Biorepository. 
g. In 2013, I was author of and together with the CEO led the Norfolk & Norwich Hospital 

successful bid to host the NIHR Eastern Clinical Research Network 
h. I was involved with the Norwich bid to build a new Institute for Food and Health to include 

clinical gastroenterology. 
i. I represented the hospital on the UEA/NNUH Joint Board University/NNUH (chaired by the 

Vice-Chancellor and Trust CEO) 
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WIT-93343
f. Other hospitals 

I have actively encouraged clinical collaborations with neighbouring hospitals (Kings Lynn 
and James Paget). To date this has resulted in an increasing number of consultant joint 
appointments. I was instigated and was involved with projects to 

a. Standardise clinical guidelines between the Trusts 
b. Establish joint formularies 
c. Establish a single Drugs, Therapeutics and Medicines Management Committee 
d. Integrate clinical teams 

3. National Associations / Committees 

i. British Association of Urological Surgeons  
a. Council Member (1997-2002) 
b. Manpower Planning Officer (200-2007) 
c. Treasurer (2005-2008) 

For the past 18 years I have contributed to the development of BAUS and British Urology. 
Particular achievements have been: 

1. As a major contributor to the development of different types of Consultant Urologists trained to 
have skills matching service need. 

2. Regular liaison with National Workforce Planning Groups to ensure training numbers correct. 
3. Responsibility for the reorganisation of BUAS into a charitable company limited by guarantee. 
4. Rewriting of the M&A’s and Rules of the Association. 
5. Rewriting of all protocols for Governance within the organisation. 
6. Establishing the budgeting process for the Association. 
7. Creating a Strategic Plan for the Association. 

ii. SAC in Urology (2000-2006), Vice-Chairman (2003-2006) 

Apart from the normal duties of an SAC member I have made a particular contribution in: 
i. The revision of the curricula in Urology 
ii. Supervision and planning of urological manpower. 
iii. Review of section 14 applications to PMETB 

iii Examiner for Intercollegiate Board in Urology (2000 to 2008)
    Member of Intercollegiate Board in Urology (2003 -2008)
    Examiner for International Urology exam (2018- present) 

As a member of the Intercollegiate Board I was responsible for exam design, standard-setting and 
ensuring educational validity. I personally rewrote over 25% of the then clinical question bank. 
In 2018 I was again appointed an examiner for the joint colleges international exam in urology. 
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WIT-93344
4. British Journal of Urology International (BJUI)  

Having been a Trustee for 7 years I was appointed Chairman of the BJUI in 2015. 

For the past 5 years I have led the development of a comprehensive educational on-line 
programme which will serve international CPD and CME requirements. This involves 
collaboration with the Urological Societies of Australia and New Zealand, Hong Kong, Canada, 
India, Indonesia, Malaysia, Korea and the Republic of Ireland.  The education programme was 
launched in January 2016 and has accreditation from the Edinburgh College of Surgeons 
(RCSEd). It has been now used by all UK urological trainees and widely in Asia and Australasia. 
We are working with the GMC and urology SAC to establish it as the standard for knowledge for 
all trainees. 

5. Teaching experience 

In the 1990’s I was responsible for Higher Surgical Training in Urology in Norwich. I established 
and ran an annual residential regional teaching course which has remained an important part of 
our specialist registrar programme and is consistently highly-rated by trainees. I continue to 
contribute to this. 
For the past 60 months I have been working with the RCSEd to develop a surgical training 
programme for Myanmar. This is being expanded to involve all the surgical specialties in the 
country. 

6. Research experience 

Following appointment as a consultant I was PI in several clinical trials within the Urology 
department. 
For most of my career my other research activity has involved facilitating researchers in 
collaborations with University departments. 
I took responsibility for establishing and organising the Norwich contribution to the national 
100,000 Genome project. 
In the past 12 years I have been involved in supervising 3 PhD and one MD student. 

8. Medicolegal 

For the past 17 years I have provided medicolegal opinions. I have been instructed by solicitors 
for acting both for the plaintiff and the defence (current ration 30:70). I currently provide 
approximately 80 reports per year. I am prepared to travel anywhere in the UK to see patients. I 
regularly attend case conferences with barristers and I have experience of giving expert evidence 
in Court. 

9. Other 

In the past 7 years I have been invited to perform 3 major reviews of urology department’s 
performance and organisation in the UK.  
I am experienced in reviewing serious incidents which I have done both for the Royal College of 
Surgeons and when requested by individual Trusts. 
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PUBLICATIONS 

Sethia K.K., Darke S.G. Long Saphenous incompetence as a cause of venous ulceration. Br J 
Surg (1984) 71:154-755 

Sethia K.K., Berry A.R., Morrison J.D., Collin J., Murie J.A., Morris P.J. The changing pattern of 
lower limb amputation in peripheral vascular disease.  Br J Surg (1986) 73:701-703 

Sethia K.K., Smith J.C. Non-invasive measurement of intravesical pressure. Br J Urol 1986) 
58:657-658 

Sethia K.K., Skelton J.B., Turner C.M., Berry A.R., Kettlewell M.G., Gough M.H.  A prospective 
randomised controlled trial of suprapubic vs urethral catheterisation in patients undergoing 
general surgical procedures. Br J Surg (1986) 74:624-625 

Speakman M.J., Sethia K.K., Fellow G.J., Smith J.C.  A study of pathogenesis, urodynamic 
assessment and outcome of detrusor instability associated with bladder outflow obstruction. Br J 
Urol (1987) 60:516-518 

Sethia I.K., Smith J.C. The effects of pH on detrusor function. Proc ICS, Bristol (1987) 177-178 

Sethia K.K., Bickerstaff K.E., Murie J.A.  The changing pattern of scrotal exploration for 
testicular torsion. Urology (1988) 31:408-410 

Sethia K.K., Brading A.F., Smith J.C.  The role of micturition reflex in bladder instability in the 
minipig. Neurolol. Urodynamic. (1988) 7:251 

Crawford R.A.F., Sethia K.K., Fawcett D.P.  Unusual presentation of urachal remnant. Br J Urol 
(1989) 64:315-316 

Sethia K.K., Brading A.F., Smith J.C. A model of non-obstructed bladder instability. J Urol 
(1990) 

Sethia K.K., Webb R.J., Neal D.E. Urodynamic study of ileocystoplasty in the treatment of 
idiopathic detrusor instability.  Br J Urol (1991) 67:286-290 

Pickard R.S., Oates C.P. Sethia K.K., Powell P.H.  The role of colour duplex ultrasonography in 
the diagnosis of vasculogenic impotenece. Br J Urol (1991) 68:537 

Devitt A.T., Sethia K.K. Grangrenous cystitis: case report and review of the literature. J Urol 
(1993) 149:1554 

Hanbury D.C., Sethia K.K. Erectile function following transurethral prostatectomy. Br J Urol 
(1995) 75:12-14 

Mills R.D., Sethia K.K.  Reproducibility of penile arterial ultrasonography. Br J Urol (1996) 
78:109 

Mills R.D., Sethia K.K. Limited sub-coronal incision for insertion of semirigid penile prostheses. 
Br J Urol (1997) 79:802 
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Kirby R.S., Chapple C.R., Sethia K.K., Flannigan M., Milroy E.J.G., Abrams P. Mornign vs 
evening doxasosin in benign prostatic hyperplasia: efficacy and safety. Prost.Cancer (1998) 
1:1630171 

Mills R.D., Sethia K.K. Maximisation of the erectile response in the investigation of impotence. 
Int J Impot Res (1999) 11:29-32 

Mitchell S.M., Sethia K.K. Hazards of aspirin withdrawal prior to transurethral prostatectomy. Br 
J Urol (1999) 84:101 

Probert JL, Mills R, Persad RA, Sethia KK. Imaging assessment of uncomplicated bladder 
outflow obstruction. Int J Clin Pract. (2000) Jan-Feb;54:22-4 

Szemere J.C., …Sethia K.K., Ball R.Y., Bardsley A. A surgical technique to the conservative 
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WIT-93350

Why has the Southern Trust decided to look back at Urology patients? 

Clinical concerns were raised regarding the work of one Consultant Urologist in June 2020 when two 

patients were identified has having not been listed on to the Trust Patient Administration System in 

a timely manner. This was alerted as a potential patient safety issue due to potential delays in 
treatment and prompted a wider review of the Consultant’s workload to establish if there were 

additional service impacts. 

What happened when concerns were raised? 

Following the identification of clinical concerns, the Trust provided information about the 

Consultant’s practice to the General Medical Council. In addition to this, restrictions were placed on 
the Consultant’s practice by the Trust so they could no longer undertake clinical work and could not 
access patient information. The Department of Health were provided with details of the case via the 

‘Early Alert’ mechanism. 

A further review of the Consultant’s workload over an 18 month period - January 2019 to June 2020 
– has been on-going since June, with expert independent advice sought to inform the scope and 

scale of the work. 

Why is the Trust only looking at cases between January 2019 and June 2020? 

The Trust has agreed with the Health and Social Care Board, Public Health Agency and Department 
of Health to a chronological and incremental approach when reviewing the Consultants workload. In 
the first instance the Trust has reviewed cases in this 18 month period. The scope and scale of any 

further review may be extended. This will be based on our internal review of patient records and 

advice from the Royal College of Surgeons. 

 What issues have the Trust now identified? 

The Trust has reviewed all of the Consultants elective and emergency activity that occurred between 
January 2019 and June 2020. The review has progressed to diagnostic testing conducted including 

radiology, pathology and cytology to ensure appropriate action has been taken on each result. Of 
these patients who have been reviewed, there have been nine cases which are now part of an 

independently chaired Serious Adverse Incident Review process. 

The Trust has also recently identified concerns regarding medication prescribing, as a result 26 
patients have been reviewed by our Urology team.d 

How many patients are involved in the review process? 

Were all the patients treated by the same doctor? 

All the patients included in this review were under the care of the same Consultant. 

Have all patients who are affected been told? 
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	Structure Bookmarks
	correspondence submitted to the HSCB and this should NOT be the patients H &C Number or their initials. (See section 10 Information Governance) 
	Never Events are SAIs that are wholly preventable, as guidance or safety recommendations that provide strong systemic protective barriers are already available at a national level and should have been implemented by all health care providers. 
	Each Never Event type has the potential to cause serious patient harm or death. However, serious harm or death is not required to have happened as a result of a specific incident occurrence for that incident to be categorised as a Never Event. 
	It is important, in the spirit of honesty and openness, that when staff are engaging with Service Users, Families, Carers as part of the SAI process, that in addition to advising an individual of the SAI, they should also be told if the SAI is a Never Event. However it will be for HSC organisations to determine when to communicate this information to Service Users, Families, Carers. 
	All categories included in the current NHS Never Events list (see associated DoH link below) should now be identified to the HSCB when notifying a SAI. 
	A separate section within the SAI notification form is to be completed to specify if the SAI is listed on the Never Events list. The SAI will continue to be reviewed in line with the current SAI procedure. 
	quality-standards-circulars 
	In line with section 3.4 of this procedure, any organisation alerted to an incident which it feels has the potential to be a SAI should report the incident to the HSCB using the Interface Incident Notification form (Appendix 3) to . 
	An organisation who has been contacted by the HSCB Governance Team re: an interface incident being reported; will consider the incident in line with section 4.2 of the procedure, and if deemed it meets the criteria of a SAI, will report to the HSCB in line with 12.1 of this procedure. 
	On receipt of the SAI notification the HSCB Governance Team will record the SAI on the DATIX risk management system and electronically acknowledge receipt of SAI notification to reporting organisation; advising 
	Page | 25 
	-SEA Learning Summary Report for Level 1 SAIs within 8 weeks from the date the incident is reported; -RCA Report for Level 2 SAIs within 12 weeks from the date the incident is reported; -RCA Report for Level 3 SAIs within the timescale as agreed at the outset by the DRO; 
	Where relevant, RQIA will be copied into this receipt. 
	Following receipt of a SAI the Governance Team will circulate the SAI Notification Form to the relevant Lead Officers within the HSCB/PHA to assign a DRO. 
	Once assigned the DRO will consider the SAI notification and if necessary, will contact the reporting organisation to confirm all immediate actions following the incident have been implemented. 
	Note: Appendices 5 and 7 provide guidance notes to assist in the completion of Level 1, 2 & 3 review reports. 
	Timescales for submission of review/learning summary reports and associated engagement checklists will be in line with section 6.0 of this procedure. 
	On receipt of a review/learning summary report, the Governance Team will forward to the relevant DRO and where relevant RQIA. 
	The DRO will consider the adequacy of the review/learning summary report and liaise with relevant professionals/officers including RQIA (where relevant) to ensure that the reporting organisation has taken reasonable action to reduce the risk of recurrence and determine if the SAI can be closed. The DRO will also consider the referral of any learning identified for regional dissemination. In some instances the DRO may require further clarification and may also request sight of the full SEA review report. 
	If the DRO is not satisfied that a report reflects a robust and timely review s/he will continue to liaise with the reporting organisation and/or other professionals /officers, including RQIA (where relevant) until a satisfactory response is received. When the DRO has received all relevant and necessary information the timescale for closure of the SAI will be within 12 weeks, unless in exceptional circumstances which will have been agreed between the Reporting Organisation and the DRO. 
	Page | 26 
	Following agreement to close a SAI, the Governance Team will submit an email to the reporting organisation to advise the SAI has been closed, copied to RQIA (where relevant). The email will also indicate, if further information is made available to the reporting organisation (for example, Coroners Reports), which impacts on the outcome of the initial review, that it should be communicated to the HSCB/PHA DRO via the serious incidents mailbox. 
	This will indicate that based on the review / learning summary report received and any other information provided that the DRO is satisfied to close the SAI. It will acknowledge that any recommendations and further 
	internal governance arrangements in order to reassure the public that lessons learned, where appropriate have been embedded in practice. 
	On occasion and in particular when dealing with level 2 and 3 SAIs, a DRO may close a SAI but request the reporting organisation provides an additional assurance mechanism by advising within a stipulated period of time, that action following a SAI has been implemented. In these instances, monitoring will be followed up via the Governance team. 
	It is acknowledged HSC organisations will already have in place mechanisms for cascading local learning from adverse incidents and SAIs internally within their own organisations. However, the management of regional learning and associated assurance is the responsibility of the HSCB/PHA. 
	Therefore, where regional learning is identified following the review of an SAI, the DRO will refer this for consideration via HSCB/PHA Quality and Safety Structures and where relevant, will be disseminated as outlined in section 8.0. 
	All communication between HSCB/PHA and reporting organisation must be conveyed between the HSCB Governance department and Governance departments in respective reporting organisations. This will ensure all communication both written and verbal relating to the SAI, is 
	recorded on the HSCB DATIX risk management system. 
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	13 EQUALITY 
	This procedure has been screened for equality implications as required by Section 75 and Schedule 9 of the Northern Ireland Act 1998. Equality Commission guidance states that the purpose of screening is to identify those policies which are likely to have a significant impact on equality of opportunity so that greatest resources can be devoted to these. 
	Using the Equality Commission's screening criteria, no significant equality implications have been identified. The procedure will therefore not be subject to equality impact assessment. 
	Similarly, this procedure has been considered under the terms of the Human Rights Act 1998 and was deemed compatible with the European Convention Rights contained in the Act. 
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	APPENDIX 6 
	Revised November 2016 (Version 1.1) 
	Insert organisation Logo 
	Date of Incident/Event: 
	Service User Details: (complete where relevant) 
	Responsible Lead Officer: Designation: Report Author: Date report signed off: 
	APPENDIX 7 
	Revised November 2016 (Version 1.1) 
	for 
	Insert organisation Logo 
	Date of Incident/Event: 
	Service User Details: (complete where relevant) 
	Responsible Lead Officer: Designation: Report Author: Date report signed off: 
	An independent review team should be set up within twenty working days, of the notification of the incident, to the Trust. 
	2.3.ESTABLISHING AN INDEPENDENT REVIEW TEAM 
	The Chair of the Review Team should be independent from the HSC Trust, not a Trust employee or recently employed by the Trust. They should be at Assistant Director level or above with relevant professional expertise. 
	It is the role of the Chair to ensure engagement with families, that their views are sought, that support has been offered to them at an early stage and they have the opportunity to comment on the final draft of the report. 
	A review team should include all relevant professionals. The balance of the Team should include non-Trust staff and enable the review team to achieve impartiality, openness, independence, and thoroughness in the review of the incident. [ref: Case Management Review Chapter 10 Cooperating to Protect Children]. 
	The individuals who become members of the Team must not have had any line management responsibility for the staff working with the service user under consideration. The review team must include members who are independent of HSC Trusts and other agencies concerned. 
	Members of the review team should be trained in the Procedure for the Reporting and Follow up of Serious Adverse Incidents 2016. 
	3. TERMS OF REFERENCE 
	The terms of reference for the review team should be drafted at the first meeting of the review team and should be agreed by the HSCB before the second meeting. 
	The Terms of Reference should include, as a minimum, the following: 
	establish the facts of the incident; analyse the antecedents to the incident; consider any other relevant factors raised by the incident; establish whether there are failings in the process and systems; 
	establish whether there are failings in the performance of individuals; 
	identify lessons to be learned from the incident; and 
	APPENDIX 17 
	CHILD AND ADULT SAFEGUARDING AND SAI PROCESSES 
	The Procedure for the Reporting and Follow up of Serious Adverse Incidents (Revised November 2016) provides guidance to Health and Social Care organisations in relation to the reporting and follow up of Serious Adverse Incidents arising during the course of their business or commissioned service. 
	The guidance notes that the SAI review should be conducted at a level appropriate and proportionate to the complexity of the incident under review. 
	The guidance notes that there are three possible levels of review of an SAI and specifies the expected timescale for reporting on a review report as follows: 
	Level 1 Review Significant Event Audit (SEA). To be completed and a Learning Summary Report sent to the HSCB within 8 weeks of the SAI being reported. 
	If the outcome of the SEA determines the SAI is more complex and requires a more detailed review timescales for completion of the RCA will be determined following submission of the Learning Summary Report to the HSCB. 
	Level 2 Review Root Cause Analysis (RCA). The final report to be submitted to the HSCB within 12 weeks from the date the incident was notified. 
	Level 3 Review Independent Review. Timescales for completion to be agreed by the DRO. 
	It should be noted that not every referral to child or adult safeguarding processes will 
	cases and those that involve death or serious injury to a child, where concerns about how services worked together exist, will be notified to the HSCB as an SAI and may be assessed as meeting the criteria for a Case Management Review (CMR) in which case they will be managed out of the SAI system. The CMR report will highlight the learning from the case. 
	However, the timescales for the completion of SAI reviews at Level 2 and 3 have proved to be challenging for the cases that do not reach the threshold for a CMR or which result from allegations of abuse of an adult. These are more likely to be some of the more complex cases, and generally involve inter-and multi-agency partnership working. 
	In responding to allegations of the abuse, neglect or exploitation of a child or vulnerable adult where it is suspected that criminal offence may have been committed, the Health and Social Care Trusts operate under the principles for joint working with the PSNI and other agencies as set out in 
	Protocol for Joint Investigation of Alleged and Suspected Cases of Abuse of Vulnerable Adults (2009); 
	Sharing to Safeguard (DoH Revised HSCC 3/96 and currently being revised by DoH); Co-operating to Safeguard Children (DoH 2003); and Protocol for joint Investigation by Social Workers and Police Officers of Alleged and Suspected Cases of Child Abuse Northern Ireland (2013) 
	The Memorandum of Understanding: Investigating patient or client safety incidents (2013) states that in cases where more than one organisation may/should have an involvement in investigating any particular incident, then: 
	clear protocols for interviewing vulnerable witnesses or victims, whether they are children or adults. This guidance ensures that interviews with vulnerable witnesses and victims are led by specially trained staff, conducted at the victims pace and take place in an environment that is conducive to the needs of the victim. 
	Clearly, there is an inter-dependency between PSNI and HSC investigations/reviews in complex cases involving multi-agency approaches and protocols. The identification and analysis of learning from these events is likely to be incomplete until both the PSNI and HSC have completed their separate and joint investigations/reviews using the protocols outlined above, and it is unlikely that this can be achieved within the timescales set out for both Level 1 and Level 2 reviews under the SAI procedure. 
	In such circumstances, the following process should be used: 
	Trust report SAI to HSCB using the SAI Notification Form; 
	The SAI Notification Form or section 22 
	information following initial notification, should indicate the following: 
	CHILD AND ADULT SAFEGUARDING AND SAI PROCESSES 
	SAI notification indicates SAI is also a safeguarding incident 
	Are PSNI investigating the incident? 
	ADDENDUM 1 
	Engagement/Communication with 
	the Service User/Family/Carers 
	following a 
	1| Page 
	Contents Page 
	2| Page 
	Notes on the Development of this Guidance 
	This guidance has been compiled by the Health and Social Care Board (HSCB) and Public Health Agency (PHA) working in collaboration with the Regulation and Quality Improvement Authority (RQIA), the Patient Client Council (PCC) and Health and Social Care (HSC) Trusts. 
	This guidance has been informed by: 
	Please note the following points: 
	patients and clients availing of Health and Social Care Services from HSC organisations and Family Practitioner Services (FPS) and/or services commissioned from the Independent Sector by HSC organisations. 
	includes a carer(s) or the legal guardian of the service user, where appropriate. However, when the service user has capacity, communication should always (in the first instance) be with them (see appendix 1 for further guidance). 
	A review / re-evaluation of this guidance will be undertaken one year following implementation. 
	3| Page 
	When an adverse outcome occurs for a service user it is important that the service user / family (as appropriate) receive timely information and are fully aware of the processes followed to review the incident. 
	The purpose of a Serious Adverse Incident (SAI) review is to understand what occurred and where possible improve care by learning from incidents. Being open about what happened and discussing the SAI promptly, fully and compassionately can help the service user / family cope better with the after-effects and reduce the likelihood of them pursuing other routes such as the complaints process or litigation to get answers to their questions. 
	It is therefore essential that there is: 
	Communicating effectively with the service user / family is a vital part of the SAI process. If done well, it promotes person-centred care and a fair and open culture, ultimately leading to continuous improvement in the delivery of HSC services. It is human to make mistakes, but rather than blame individuals, the aim is for all of us to identify and address the factors that contributed to the incident. The service user / family can add valuable information to help identify the contributing factors, and shou
	This is a guide for HSC staff to ensure effective communication with the service user / family, following a SAI, is undertaken in an open, transparent, informed, consistent and timely manner. 
	It is important this guidance is read in conjunction with the regional Procedure for Reporting and Follow up of SAIs (November 2016) and any subsequent revisions relating to the SAI process that have or may be issued in the future. This will ensure the engagement process is closely aligned to the required timescales, documentation, review levels etc. To view the SAI Procedure please follow the link below 
	. 
	4| Page 
	The HSCB Process works in conjunction with all other review processes, statutory agencies and external bodies. Consequently, there may be occasions when a reporting organisation will have reported an incident via another process before or after it has been reported as a SAI. It is therefore important that all existing processes continue to operate in tandem with the SAI procedure and should not be an obstacle to the engagement of the service user / family; nor should an interaction through another process r
	engaging with the service user / family following a SAI, it is important HSC organisations are also mindful of communicating effectively with the service user / family when investigating adverse incidents. In these 
	assistance for organisations to determine the level of service user / family engagement when investigating those adverse incidents that do not meet SAI criteria. 
	The Being Open Framework may also assist organisations with other investigative processes e.g. complaints, litigation, lookback exercises, and any other relevant human resource and/or risk management related policies and procedures. 
	Being open and honest with the service user / family involves: 
	Acknowledging, apologising and explaining that the organisation wishes to review the care and treatment of the service user; Explaining that the incident has been categorised as a SAI, and describing the review process to them, including timescales; Advising them how they can contribute to the review process, seeking their views on how they wish to be involved and providing them with a leaflet explaining the SAI process (see appendix 2); Conducting the correct level of SAI review into the incident and reass
	5| Page 
	Ensuring the service user / family have details for a single point of contact within the organisation. 
	It is important to remember that saying sorry is not an admission of liability and is the right thing to do. 
	The following principles underpin being open with the service user / family following a SAI. 
	All SAIs should be acknowledged and reported as soon as they are identified. In cases where the service user / family inform HSC staff / family practitioner when something untoward has happened, it must be taken seriously from the outset. Any concerns should be treated with compassion and understanding by all professionals. 
	In certain circumstances e.g. cases of criminality, child protection, or SAIs involving theft, fraud, information breaches or data losses that do not directly affect service users; it may not be appropriate to communicate with the service user / family. When a lead professional / review team make a decision, based on a situation as outlined above, or based on a prof SAI has occurred, the rationale for this decision must be clearly documented in the SAI notification form / SAI review checklist that is submit
	It is expected, the service user / family will be informed that a SAI has occurred, as soon as possible following the incident, for all levels of SAI reviews. In very exceptional circumstances, where a decision is made not to inform the service user / family, this decision must be reviewed and agreed by the review team, approved by an appropriate Director or relevant committee / group, and the decision kept under review as the review progresses. In these instances the HSCB must also be informed: 
	6| Page 
	Information about a SAI must be given to the service user / family in a truthful and open manner by an appropriately nominated person (see 4.2.2). The service user / family should be provided with an explanation of what happened in a way that considers their individual circumstances, and is delivered openly. Communication should also be timely, ensuring the service user / family is provided with information about what happened as soon as practicable without causing added distress. Note, where a number of se
	It is also essential that any information given is based solely on the facts known at the time. Staff should explain that new information may emerge as an incident review is undertaken, and that the service user / family will be kept informed, as the review progresses. The service user / family should receive clear information with a single point of contact for any questions or requests they may have. They should not receive conflicting information from different members of staff, and the use of jargon, sho
	When it is clear, that the organisation / family practitioner is responsible for the harm / distress to the service user, it is imperative that there is an acknowledgement of the incident and an apology provided as soon as possible. Delays are likely to increase the service user / family sense of anxiety, anger or frustration. Relevant to the context of a SAI, the service user / family should receive a meaningful apology one that is a sincere expression of sorrow or regret for the harm / distress that has o
	The service user / family may reasonably expect to be fully informed of the facts, consequences and learning in relation to the SAI and to be treated with empathy and respect. 
	They should also be provided with support in a manner appropriate to their needs. Specific types of service users / families may require additional support (see appendix 1). 
	In circumstances where the service user / family request the presence of their legal advisor this request should be facilitated. However, HSC staff 
	7| Page 
	should ensure that the legal advisor is aware that the purpose of the report / meeting is not to apportion liability or blame but to learn from the SAI. Further clarification in relation to this issue should be sought from Legal Services. 
	HSC organisations must create an environment in which all staff, whether directly employed or independent contractors, are encouraged to report SAIs. Staff should feel supported throughout the incident review process because they too may have been traumatised by being involved. There should be a culture of support and openness with a focus on learning rather than blame. 
	HSC organisations should encourage staff to seek support where required form relevant professional bodies such as the General Medical Council (GMC), Royal Colleges, the Medical Defence Union (MDU), the Medical Protection Society (MPS), the Nursing and Midwifery Council, the Northern Ireland Association for Social Work (NIASW) and the Northern Ireland Social Care Council (NISCC). 
	Details of a SAI should at all times be considered confidential. It is good practice to inform the service user / family about those involved in the review and who the review report will be shared with. 
	In exceptional circumstances, the service user / family may request transfer of their care to another facility; this should be facilitated if possible to do so. A member of staff should be identified to act as a contact person for the service user / family to keep them informed of their ongoing treatment and care. 
	Being open with the service user / family is a process rather than a oneoff event. There are 5 stages in the engagement process: 
	8| Page 
	Stage 5 Process Completion 
	The duration of this process depends on the level of SAI review being undertaken and the associated timescales as set out in the Procedure for the Reporting and Follow up of SAIs (2013). 
	As soon as the SAI is identified, the priority is to prevent further harm / distress. The service user / family should be notified that the incident is being reviewed as a SAI. 
	On many occasions it will be at this stage when the lead professional / family practitioner responsible for the care of the service user will have a discussion with the service user / family, advising of the need to review the care and treatment. This preliminary discussion (which could be a telephone call) will be in addition to the formal initial meeting with the service user / family (see 4.3). 
	A Level 1 review may not require the same level of engagement as Levels 2 and 3 therefore the preliminary discussion may be the only engagement with service user / family prior to communicating findings of the review, provided they are content they have been provided with all information. 
	There may be occasions when the service user / family indicate they do not wish to engage in the process. In these instances the rationale for not engaging further must be clearly documented. 
	9| Page 
	The initial discussion with the service user / family should occur as soon as possible after recognition of the SAI. Factors to consider when timing this discussion include: 
	wellbeing; 
	service user / family circumstances, preference (in terms of when and where the meeting takes place) and availability of key staff 
	(appendix 1 provides guidance on how to manage different categories of service user / family circumstances); 
	The personnominated to lead any communications should: 
	If required, the lead person communicating information about the SAI should also be able to nominate a colleague who may assist them with the meeting and should be someone with experience or training in communicating with the service user / family. 
	The person/s nominated to engage could also be a member/s of the review team (if already set up). 
	10 | P a g e 
	FPS SAIs involving FPS this will involve senior professionals/staff from the HSCB Integrated Care Directorate. 
	The initial discussion is the first part of an on-going communication process. Many of the points raised here should be expanded on in subsequent meetings with the service user / family. 
	The service user / family should be given the leaflet -What I Need to Know About a SAI (see appendix 2); Share with the service user / family what is going to be discussed at the meeting and who will be in attendance. 
	The content of the initial meeting with the service user / family should cover the following: 
	Welcome and introductions to all present; An expression of genuine sympathy or a meaningful apology for the event that has occurred; The facts that are known to the multidisciplinary team; Where a service user has died, advising the family that the coroner has been informed (where there is a requirement to do so) and any other relevant organisation/body; The service user / family are informed that a SAI review is being carried out; 
	views and concerns; An explanation about what will happen next in terms of the SAI review, findings, recommendations and learning and timescales; An offer of practical and emotional support for the service user / family. This may involve getting help from third parties such as charities and voluntary organisations, providing details of support from other organisations, as well as offering more direct assistance; Advising who will be involved in the review before it takes place and who the review report will
	care professional, these wishes should be respected, and the appropriate actions taken. 
	It is important during the initial meeting to try to avoid any of the following: 
	Speculation; 
	Attribution of blame; 
	It should be recognised that the service user / family may be anxious, angry and frustrated, even when the meeting is conducted appropriately. It may therefore be difficult for organisations to ascertain if the service user / family have understood fully everything that has been discussed at the meeting. It is essential however that, at the very least, organisations are assured that the service user / family leave the meeting fully aware that the incident is being reviewed as a SAI, and knowing the organisa
	Appendix 3 provides examples of words / language which can be used during the initial discussion with the service user / family. 
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	Follow-up discussions are dependent on the needs and wishes of the service user / family. 
	The following guidelines will assist in making the communication effective: 
	Feedback should take the form most acceptable to the service user / family. Communication should include: 
	It is expected that in most cases there will be a complete discussion of the 13 | P a g e 
	the service user / family. In some cases however, information may be withheld or restricted, for example: 
	Clarification on the above issues should be sought form Legal Services. 
	There may also be instances where the service user / family does not agree with the information provided, in these instances Appendix 1 (section 1.8) will provide additional assistance. 
	In order to respond to the timescales as set out in the Procedure for the Reporting and Follow up of SAIs (November 2016) organisations may not have completed stage 5 of the engagement process prior to submission of the review report to HSCB. In these instances, organisations must indicate on the SAI review checklist, submitted with the final review report to the HSCB, the scheduled date to meet with the service user / family to communicate findings of review / share review report. 
	It is important that outcomes / learning is communicated to all staff involved and to the wider organisation as appropriate. 
	Throughout the above stages it is important that discussions with the service user / family are documented and should be shared with the individuals involved. 
	Documenting the process is essential to ensure continuity and consistency in relation to the information that has been relayed to the service user / family. 
	Documentation which has been produced in response to a SAI may have to be disclosed later in legal proceedings or in response to a freedom of information application. It is important that care is taken in all communications and documents stating fact only. 
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	Appendix 4 provides a checklist which organisations may find useful as an aide memoire to ensure a professional and standardised approach. 
	5.0 Supporting Information and Tools 
	Being Open Patient Safety Alert. 
	Training on being open is freely available through an e-learning tool for all HSC organisations. 
	Information on all these supporting tools can be found at: and . 
	Guidance on sudden death and the role of bereavement co-ordinators in Trusts can be found at: 
	guidance.pdf 
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	1.3 Service users with mental health issues 
	Communication with service users with mental health issues should follow normal procedures unless the service user also has cognitive impairment (see1.4 Service users with cognitive impairments). 
	The only circumstances in which it is appropriate to withhold SAI information from a service user with mental health issues is when advised to do so by a senior clinician who feels it would cause adverse psychological harm to the service user. However, such circumstances are rare and a second opinion may be required to justify withholding information from the service user. 
	In most circumstances, it is not appropriate to discuss SAI information with a carer or relative without the permission of the service user, unless in the public interest and / or for the protection of third parties. 
	1.4 Service users with cognitive impairment 
	Some individuals have conditions that limit their ability to understand what is happening to them. 
	In these cases communication would be conducted with the carer / family as appropriate. Where there is no such person, the clinicians may act in the service users best interest in deciding who the appropriate person is to discuss the SAI with. 
	1.5 Service users with learning disabilities 
	Where a service user / family has difficulties in expressing their opinion verbally, every effort should be made to ensure they can use or be facilitated to use a communication method of their choice. An advocate / supporter, agreed on in consultation with the service user, should also be identified. Appropriate advocates / supporters may include carer/s, family or friends of the service user or a representative from the Patient Client Council (PCC). 
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	1.6 Service users with different language or cultural considerations 
	The need for translation and advocacy services and consideration of special cultural needs must be taken into account when planning to 
	service users family or friends as they may distort information by editing what is communicated. 
	1.7 Service users with different communication needs 
	Service users who have communication needs such as hearing impaired, reduced vision may need additional support. 
	Sometimes, despite the best efforts the service user/family/carer may remain dissatisfied with the information provided. In these circumstances, the following strategies may assist: 
	There may be occasions despite the above efforts the service user/family/carer to resolve their concerns. In these exceptional circumstances, the service user/family/carer through the agreed contact person, should be advised of their right to approach the Northern Ireland Public Services Ombudsman (NIPSO). In doing so, the service user/family requires to be advised by the HSC organisation that the internal procedure has concluded (within two weeks of this process having been concluded), and that the service
	The contact details for the NIPSO are: Freephone 0800 34 34 34 or Progressive House, 33 Wellington Place, Belfast, BT1 6HN. 
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	1.9 Service Users who do not wish to participate in the engagement process 
	It should be documented if the service user does not wish to participate in the engagement process. 
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	Events which are reported as Serious Adverse Incidents (SAIs) help identify learning even when it is not clear something went wrong with treatment or care provided. 
	When things do go wrong in health and social care it is important that we identify this, explain what has happened to those affected and learn lessons to ensure the same thing does not happen again. SAIs are an important means to do this. Areas of good practice may also be highlighted and shared, where appropriate. 
	A SAI is an incident or event that must be reported to the Health and Social Care Board (HSCB) by the organisation where the SAI has occurred. It may be: 
	A SAI may affect services users, members of the public or staff. 
	Never events are serious patient safety incidents that should not occur if the appropriate preventative measures have been implemented by healthcare providers. A small number of SAIs may be categorised as never events based on the Department of Health Never Events list. 
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	SAIs, including never events, occurring within the HSC system are reported to the HSCB. You, as a service user / family member / carer, will be informed where a SAI and/or never event has occurred relating to treatment and care provided to you by the HSC. 
	Yes, if during the follow up of a complaint the (insert name of organisation) identifies that a SAI has occurred it will be reported to the HSCB. You, as a 
	will be informed of this and updated on progress regularly. 
	Depending on the circumstance of the SAI a review will be undertaken. This will take between 8 to 12 weeks depending on the complexity of the case. If more time is required you will be kept informed of the reasons. 
	The (insert name of organisation) will discuss with you how the SAI will be reviewed and who will be involved. The (insert name of organisation) will welcome your involvement if you wish to contribute. 
	Our goal is to find out what happened, why it happened and what can be done to prevent it from happening again and to explain this to those involved. 
	How is the service user or their family/carer involved 
	An individual will be identified to act as your link person throughout the review process. This person will ensure as soon as possible that you: 
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	Are offered advice in the event that the media make contact. 
	The findings of the review will be shared with you. This will be done in a way that meets your needs and can include a meeting facilitated by (insert name of organisation) staff that is acceptable to you. 
	By reviewing a SAI we aim to find out what happened, how and why. By doing this we aim to identify appropriate actions which will prevent similar circumstances occurring again. 
	We believe that this process will help to restore the confidence of those affected by a SAI. 
	For each completed review: 
	Recommendations may be identified and included within an action plan; 
	Any action plan will be reviewed to ensure real improvement and learning. 
	We will always preserve your confidentiality while also ensuring that opportunities to do things better are shared throughout our organisation and the wider health and social care system. Therefore as part of our 
	Yes, a copy of the review report will be shared with service users and/or 
	If the service user has died, families/carers will be provided with a copy of the report and invited to meet with senior staff. 
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	The report is shared with the Health and Social Care Board (HSCB) and Public Health Agency (PHA). Where appropriate it is also shared with the Coroner. 
	The Regulation and Quality Improvement Authority (RQIA) have a statutory obligation to review some incidents that are also reported under the SAI procedure. In order to avoid duplication of incident notification and review, RQIA work in conjunction with the HSCB / PHA with regard to the review of certain categories of SAI including the following: 
	All mental health and learning disability SAIs reportable to RQIA under Article 86.2 of the Mental Health (NI) Order 1986. 
	Any SAI that occurs within the regulated sector for example a nursing, 
	In both instances the names and personal details that might identify the individual are removed from the report. The relevant organisations monitor the (insert name of organisation) to ensure that the recommendations have been implemented. The family may wish to have follow up / briefing after implementation and if they do this can be arranged by their link person within the (insert name of organisation). 
	All those who attended the review meeting are given a copy of the anonymised report. Any learning from the review will be shared as appropriate with relevant staff/groups within the wider HSC organisations. 
	If you require further information or have comments regarding this process you should contact the nominated link person -name and contact details below: 
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	Prior to any meetings or telephone call you may wish 
	Think about what questions and fears/concerns you have in relation to: 
	You could also: 
	Write down any questions or concerns you have; Think about who you would like to have present with you at the meeting as a support person; Think about what things may assist you going forward; Think about which healthcare staff you feel should be in attendance at the meeting. 
	The Patient Client Council offers independent, confidential advice and support to people who have a concern about a HSC Service. This may include help with writing letters, making telephone calls or supporting you at meetings, or if you are unhappy with recommendations / outcomes of the reviews. 
	Contact details: Free phone number: 0800 917 0222 
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	It has been established that the service user / family requires an interpreter? If yes, provide details of language and arrangements that have been or to be made. 
	Signature: ____________________________________ Date: _____________________________________ 
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	AFTER 
	Signature: ____________________________________ Date: _____________________________________ 
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	Stinson, Emma M 
	From: Kingsnorth, Patricia 
	Sent: 
	To: 
	Subject: 
	Attachments: Datix Service user A.pdf; datix 1Service User B.pdf; datix Service User C.pdf; Datix Service User D.pdf; datix Service user E.pdf; datix Service User F.pdf; Datix Service user G.pdf; Datix Service User H.pdf; datix Service User I.pdf 
	Dear Mr Anthony Please see attached. 
	Kind regards Patricia 
	Patricia Kingsnorth Acting Acute Clinical Governance Coordinator Governance Office Room 53 The Rowans Craigavon Area Hospital 
	From: Kingsnorth, Patricia Sent: 09 February 2021 09:46 To: 'Andrew Anthony' Subject: RE: reequested information confidential [TS-Live.FID694915] 
	Dear Mr Anthony That’s what I plan to do. I will have them to you shortly. 
	Kind regards Patricia 
	Patricia Kingsnorth Acting Acute Clinical Governance Coordinator Governance Office Room 53 The Rowans Craigavon Area Hospital 
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	From: Andrew Anthony 
	Sent: 09 February 2021 09:42 To: Kingsnorth, Patricia Subject: RE: reequested information confidential [TS-Live.FID694915] 
	Thanks Perhaps the most straightforward way would be to rename the PDF to call it “Datix Service User A” etc? Kind regards, Andrew 
	ANDREW ANTHONY 
	Partner 
	Tughans / Marlborough House, 30 Victoria Street, Belfast BT1 3GG 
	From: Kingsnorth, Patricia 
	Sent: 09 February 2021 09:39 
	Dear Mr Anthony Thank you for letting me know. Apologies. I will resend the datix assigned to service users. 
	The TOR were approved as attached. 
	Regards Patricia 
	Patricia Kingsnorth Acting Acute Clinical Governance Coordinator Governance Office Room 53 The Rowans Craigavon Area Hospital 
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	From: Andrew Anthony 
	Sent: 09 February 2021 09:28 To: Kingsnorth, Patricia Subject: RE: reequested information confidential [TS-Live.FID694915] 
	Dear Ms Kingsnorth, I confirm the NIECR records have arrived, thank you for forwarding them. I assume the terms of reference were approved in the same format as the draft previously provided, please confirm. Is it possible for you to identify the Datix to the Service User in the TOR? Kind regards, Andrew 
	ANDREW ANTHONY 
	Partner 
	Tughans / Marlborough House, 30 Victoria Street, Belfast BT1 3GG 
	From: Kingsnorth, Patricia 
	Sent: 08 February 2021 16:40 
	To: Andrew Anthony 
	Dear Mr Anthony As requested please see attached datix forms (9). The Terms of reference were approved by the board on 12 December 2021 following family engagement. Dr Hughes will forward the remaining questions this week. I can confirm the documents from NIECR were sent from our office recorded delivery on Friday 6 February. The majority of these records are included in the medical notes previously sent. 
	Kind regards Patricia 
	Patricia Kingsnorth Acting Acute Clinical Governance Coordinator Governance Office Room 53 The Rowans Craigavon Area Hospital 
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	Stinson, Emma M 
	From: June Turkington 
	“This email is covered by the disclaimer found at the end of the message.” 
	Stephen, Patricia, 
	I would be grateful if you could pass this email on to Dermot. 
	Following our zoom meeting this afternoon, I have now had an opportunity to consider the entirety of the timeline and the associated documents.  As far as I understand it, the main outstanding issue at this stage is the correspondence from Tughans dated 22 January.  This has not yet been formally responded to on behalf of the SAI panel.  However, much if not all of the information and documents sought have already been provided to Tughans. 
	Generally, I believe that all the information requested by Tughans to date is relevant to the issues in the SAI and it could not be said that any of the requests have been unreasonable. I think most, if not all, of their points regarding the time-scale for Mr O’Brien’s responses are also well made, particularly bearing in mind the 2 recent bereavements of close family members which he has suffered.  Full and clear answers to the queries should be provided. 
	In referring to documents and information requested from the Trust in the summer and autumn time, I think this relates to previous requests for the same information which has only recently been provided to Tughans.  They are not seeking other or additional documents. There are no remaining requests which should be re-directed to the Trust.  Rather, I think these previous requests are mentioned simply to explain that Mr O’Brien via Tughans has been seeking this information and these documents for some time, 
	At this stage, I think the Trust needs to start from the point where it has addressed all the questions – this may be the point when the formal response to Tughans is provided.  Taking this as a starting point, the Trust then needs to add on a reasonable period of time thereafter to allow Mr O’B to review all the relevant records etc, obtain advice and formulate his response on the 9 cases.  Trying to determine what is a reasonable time to do this is something of a judgment call, but I would suggest a perio
	I trust these thoughts are clear.  Happy to discuss further if that would be helpful. 
	Regards 
	June 
	June Turkington Assistant Chief Legal Adviser Directorate of Legal Services 
	Direct Line – Mobile no 
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	From: Wallace, Stephen 
	Sent: 10 February 2021 11:40 To: June Turkington Cc: patricia kingsnorth (SHSCT) Subject: FW: Timeline 
	June, 
	Please see below and attached re today’s meeting with Patricia and Dermot 
	Thanks Stephen 
	From: Kingsnorth, Patricia Sent: 10 February 2021 11:27 
	Stephen We are meeting with June at 1pm today. Please see attached timeline with the embedded communication to Tughans’ also Dermot has provided a response to some of the questions asked. Can you share these documents with June prior to the meeting today. 
	Many thanks Patricia 
	Patricia Kingsnorth Acting Acute Clinical Governance Coordinator Governance Office Room 53 The Rowans Craigavon Area Hospital 
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	Response from Dr Hughes to Tughans Solicitors (marked in red) 
	In order for me to obtain instructions with a view to replying to your letter of 11 January 2021 (sent by email on the 12th) I will need additional information and time to obtain instructions. 
	The following request for documentation and/or information arises from the documentation you have provided entitled “Level 3 Serious Adverse Incident Review Urology Services”. 
	Please provide the following:- 
	Family engagement took place between the 9, 11 November and 16 November. TOR were discussed with them and agreed. 
	Has any consideration been given to engagement with Mr O’Brien in relation to the Terms of Reference and, in particular, to seek his views in relation to the system within which he was working? For example, I note the Consultant Urologist (from information publicly on the internet) on the Review Team, Mr Hugh Gilbert, appears to have worked only England. It is important he considers Mr O’Brien’s practice in the context of the service he was working in at SHSCT. The Terms of Reference are open to interpretat
	It would not be part of our processes to consult any person subject to review to be involved in the generation of the Terms of reference. The Expert Opinion to the SAI is external to Northern Ireland was provided independently by the British Association of Urological Surgeons. The review will take account of the Northern Ireland context as defined by local Northern Ireland cancer services, The Northern Ireland Cancer Network and Regional (Northern Ireland) Peer Review. 
	The SAI process is patient focused and all professionals delivering care in the timeframe of the reviews are anonymised. 
	In relation to the document entitled “Questions for Mr O’Brien” please provide the following information and to ensure there is no misunderstanding and that we are working from the guidance/protocols, reviews and reports you refer to:
	(i) Please let me have a copy of the NICAN Guidance (2016) as referred to for Service User A. Please identify the particular paragraphs arising from that Guidance relevant to the issue identified in relation to Service User A. NICAN guidelines emailed on 4.2.2021. In relation to Service User A – NICAN guidance Section 9.2 
	(ii) Please let me have a copy of the Peer Review and Annual Report documents in relation to allocation of Nurse Specialists as referred to in relation to Service User A (this is repeated in relation to a number of other patients). Peer review emailed on 4.2.2021 2017 peer review submission stating increase in resource and availability of Specialist nurse to all patients. 
	(iii) In relation to Service User B reference is made to the “NICAN Urological Clinical Guidance Pathway”. Please clarify whether this is the same Guidance as the 2016 Guidance referred to above? If not, please provide a copy of this further Guidance. In any event, please identify the paragraphs it is said were not followed. I can confirm this is the same guidance. Section 9.2 Page 45. Prostate biopsy. 
	(iv) In relation to Service User B reference is made to “NICAN Regional Guidance” regarding androgen deprivation therapy.” Please clarify whether this refers to the 2016 Guidance. If not, please provide a copy of any additional Guidance. In any event, please identify the specific paragraphs it is suggested were not adhered to. Northern Ireland Cancer Network (NICAN) Urology Cancer Clinical Guidelines (March 2016) section 9.2 page 58 
	(v) In relation to Service User D please provide a copy of the protocol referred to in relation to prescription of ADT. Please identify the paragraphs which it is suggested were not followed in relation to that protocol. Northern Ireland Cancer Network (NICAN) Urology Cancer Clinical Guidelines (March 2016) section 9.2 page 58. 
	(vi) In relation to Service User G, you refer to the patient not being referred to the MDM in accordance with “guidance”. Can you please identify what 
	guidance this refers to and provide us with a copy of same identifying the paragraphs it is suggested were not followed? 
	Northern Ireland Cancer Network (NICAN) Urology Cancer Clinical Guidelines (March 2016) Section 9.4 page 84. 
	In relation to Service User H, can you please let me know whether you are referring to the 2016 Guidance? If not, please produce the Guidance you refer to. In any event, please identify the paragraphs it is suggested were not followed in relation to this patient. 
	Northern Ireland Cancer Network (NICAN) Urology Cancer Clinical Guidelines (March 2016) Section 9.3 page 69 
	I note the purpose of the review is to “consider the quality of treatment of the care provided by “Doctor 1 and understand if actual or potential harm occurred”. As the review team are considering that Mr O’Brien should be allowed to address that issue, should he wish. Mr O’Brien had the opportunity of carrying out a preliminary review of the records, received by us in hard copy by post on the 14th of January, prior to his recent bereavement. From that review the following records have not been included, to
	All relevant documents were previously sent in the notes packs. All NIECR records sent and received 9.2.2021. 
	In your letter of 11 January 2021 you requested Mr O’Brien to provide comments in relation to nine separate cases by 29 January 2021. With respect, this is not a reasonable timescale. Your request for information needs to be set in the following context:
	1 .Mr O’Brien was written to by the Trust on 11 July 2020 with a document entitled “Summary of Concerns”. I replied on his behalf to the Trust on 16 July 2020 noting Mr O’Brien could not comment on concerns without the data upon which the document was based. Between then and 14h of January 2021 the only documentation which has been provided to Mr O’Brien by the Trust were partial copies of the records for Service Users A and B. 
	From the above you will note I have been making efforts on behalf of Mr O’Brien to obtain details of the matters under consideration and copies of relevant documentation for a substantial period of time. Whilst I appreciate the desire to move on with the SAIs, that must be done in a fair manner cognisant to the rights of all parties (as the terms of reference stipulate). That will include a reasonable period of time for Mr O’Brien to provide any comments, following receipt of adequate information upon which
	For Mr O’Brien to understand the issues you request him to address we will need:- 
	1. Responses to the above requests for further information and documentation. 
	– sent via email 4.2.2021 and post as requested. 
	Stinson, Emma M 
	From: Andrew Anthony 
	Dear Ms Kingsnorth, Thanks for your email, I did receive your below email. Mr O’Brien is working through the voluminous documentation provided. The only manageable way to deal with this is 
	on a case by case basis. We are progressing well with comments on Service Users A and B. I am on leave for the early part of next week. I hope to have comments to you on these two cases by the end of next week or at the latest early the following week. Perhaps you would be good enough to update Dr Hughes. 
	Would it be possible for you to forward to me the IR 1’s upon which the Datix reports were based? Kind regards, Andrew 
	ANDREW ANTHONY 
	Partner 
	Tughans / Marlborough House, 30 Victoria Street, Belfast BT1 3GG 
	From: Kingsnorth, Patricia 
	To: Andrew Anthony 
	Sent: 19 February 2021 10:39 
	Dear Mr Anthony Please can you confirm if you received my email  sent on 10 February as I didn’t receive an acknowledgement. If not please see attached response. Kind regards Patricia 
	Patricia Kingsnorth Acting Acute Clinical Governance Coordinator Governance Office Room 53 The Rowans Craigavon Area Hospital 
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	From: Kingsnorth, Patricia Sent: 10 February 2021 20:21 
	Dear Mr Anthony 
	Please see correspondence from Dr Hughes in response to your questions which have been highlighted in red. Kind regards Patricia 
	Patricia Kingsnorth Acting Acute Clinical Governance Coordinator Governance Office Room 53 The Rowans Craigavon Area Hospital 
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	King, Dawn 
	Dear Mr Anthony 
	I have been asked to forward this letter to your client Mr Aidan O’Brien from the external Chair of the  Urology SAI review. I understand Mr O’Brien has suffered a recent bereavement and appreciate you will know the appropriate timing of this letter. 
	I will await your response. 
	Kind regards Patricia 
	Patricia Kingsnorth Acting Acute Clinical Governance Coordinator Governance Office Room 53 The Rowans Craigavon Area Hospital 
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	11 December 2020 Our Ref: 
	Private & Confidential 
	Dear Aidan 
	As you may be aware, I am the External Chair of the SAI processes into 9 patients who were previously under your care. 
	As part of the normal SAI process we have been carrying out interviews with all relevant members of staff who have been involved in these patients’ care. The interviews are based on the patient’s journey and are aimed at identifying learning and making recommendations for future care. We are seeking to complete the staff interviews before Christmas in order to keep the timeframes of the review. 
	We would be keen to have your input into this process and would like to agree an appropriate time (in person/ zoom/ telephone). 
	Yours sincerely 
	Dermot 
	Dr Dermot Hughes Chair of the SAI Panel 
	Dr Dermot F C Hughes MB BCH BAO FRCPath Dip Med Ed 
	Quality care – for you, with you COMMITTEE REPORT SUMMARY SHEET 
	Department of Health Oversight Group 
	The Permanent Secretary has established a Department of Health level of external oversight and assurance group to review progress and guide the way forward in terms of the Trust’s management plan. Currently the Urology Assurance Group has begun to meet weekly. Michael O’Neill, Acting Director of General Healthcare Policy, is leading on this in the Department and providing secretariat for the group. 
	Ministerial Statement 
	The Minister for Health issued a written statement to the NI Assembly on the 26October. The Trust has been advised a further statement from the Minister to the NI Assembly will be made on 17November 2020 which will provide additional details. The Trust is preparing proactive communication arrangements in anticipation of this announcement. 
	Serious Adverse Incidents (SAI) Update 
	The SAI panel membership has been agreed; Terms of Reference have been internally agreed and have been forwarded to the HSCB. All 9 patients/families identified through the SAI process have been spoken to this week with some of them being offered a further appointment with a Consultant Urologist, taking place this week. 
	Four out of the five patients/ families, along with the index patient of the previous SAI’s, have also been spoken to. The family of the fifth patient’s family (RIP) is still outstanding as this is being clinically considered due to the recent death of the patient. The Chair of the SAI panel is also going to meet with these patients and this is currently being organised. 
	Given the number of patient cases from this review period (January 2019 to June 2020), this review exercise continues to be ongoing, and the above information is the current position at this point in the review. The Health and Social Care Board / PHA have advised that any additional incidents that are identified as meeting the threshold for an SAI review should be paused will be managed via a separate ‘clinical investigation’ process. The Public Health Agency have indicated that this process will be indepen
	Summary of Activity for Patient Facing Information Line 
	The Trust established since 26October 2020 a patient information line available for patients who may have questions or concerns regarding their care. The details of contacts made to date: 
	The Trust has also set up an accompanying GP information line for GP’s who may wish to find out more information regarding patients who have been referred to Trust urology services. The details of contacts made to date: 
	 1 GP has called the GP Information line -communication has been sent by HSCB 
	Independent Sector Clinics 
	A total of 236 oncology patients were deemed to be part of a backlog relating to Oncology Reviews. These patients will be seen for review by an Urologist in the Independent Sector. There have been 191 oncology review patients transferred to the Independent Sector and clinics are fully booked for the month of November for these patients. To date one case has been identified as meeting the threshold for an SAI review from this backlog. 
	-discharged 
	-1 patient has moved to Scotland 
	-12 patients not willing to travel so will be offered an appointment in the Southern Trust by end of November 2020. 
	Bicalutamide Audit 
	There are concerns regarding Consultant A’s prescribing of a particular drug, which appears to be outside of established NICE guidance, regarding the diagnosis and management of prostate cancer. The drug is Bicalutamide, an Anti-androgen drug, which has a number of recognised short term uses in the management of prostate cancer. All patients currently receiving this treatment are currently being identified by the Trust, in order to facilitate a review to ascertain if their ongoing treatment with this drug i
	General Medical Council 
	The Trust is continuing to liaise with the General Medical Council regarding professional issues. 
	Royal College of Surgeons Invited Review Service 
	The Trust has approached the Royal College of Surgeons (RCS) Invited Review service to request a review of Trust urology services in relation to consultant A’s practice. This engagement is at an initial stage and a meeting with a clinical lead from the RCS is being scheduled for this week / beginning of next week. 
	Grievance Hearing 
	VIVIENNE 
	Additional Subject Matter Expertise / Consultant Reviews 
	The Trust has engaged with the British Association of Urological Surgeons (BAUS) who have provided two subject matter expert Consultant Urologists to assist with the ongoing work. One subject matter expert is providing independent expertise for the SAI process with the second expert engaged to assist with the review of electronic patient records. 
	Investment Proposal Template (IPT) HSCB 
	The HSCB have advised that the Trust to develop and submit an IPT to cover additional costs associated with current and projected future work relating to the Urology review. This work will include clinical, managerial and governance oversight costs. 
	Witczak, Maria 
	From: Chris Brammall 
	Sent: 04 November 2020 10:28 
	To: OKane, Maria; Joanne Donnelly ; David Horkin 
	Subject: Mr O'Brien 
	Hi Dr O’Kane, I hope you are managing to keep safe and well in these uncertain times. As you will be aware, Stephen Wallace kindly sent me copies of the relevant medical records for patients , , , 
	and . Unfortunately, these were very heavily redacted before they were sent to us (to the point where it is 
	not possible to establish Mr O’Brien’s role in the patients’ care). Please would you be able to supply unredacted copies of the records that were previously sent for these patients? 
	Please would it also be possible to obtain some further information about Service Users A&B? 
	Lastly, in your recent email exchange with Joanne Donnelly I can see that the panel expert has raised possible further concerns in regard to the prescribing of Bicalutamide. Please would you be able to send me any further information that you hold about this? If there is no further information available at the moment, please would you be able to send this to me when this becomes available? 
	Many thanks for your continued help here Dr O’Kane 
	Chris Brammall Investigation Officer General Medical Council 3 Hardman Street, Manchester, M3 3AW 
	Website: 
	Telephone: 
	Working with doctors Working for patients 
	The General Medical Council helps to protect patients and improve medical education and practice in the UK by setting standards for students and doctors. We support them in achieving (and exceeding) those standards, and take action when they are not met. 
	Unless otherwise expressly agreed by the sender of this email, this communication may contain privileged or confidential information which is exempt from disclosure under UK law. This email and its attachments may not be used or disclosed except for the purpose for which it has been sent. 
	If you are not the addressee or have received this email in error, please do not read, print, re-transmit, store or act in reliance on it or any attachments. Instead, please email the sender and then immediately delete it.  
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	Professor Krishna K Sethia 
	Consultant Urological Surgeon 
	Norfolk & Norwich NHS Trust Colney Norwich NR4 7UZ 
	1 February 2020 
	NAME Krishna Kumar SETHIA 
	ADDRESS HOME 
	WORK 
	TELEPHONE HOME MOBILE 
	Email NATIONALITY DATE OF BIRTH MARITAL STATUS GENERAL MEDICAL COUNCIL MEDICAL DEFENCE 
	QUALIFICATIONS 
	Norfolk & Norwich NHS University Trust Colney Norwich  NR4 7UZ 
	Full Registration  No 
	Medical Protection Society 
	MA (Oxford) 1986 MBBS (London) 1979 FRCS (England) 1984 DM (Oxford) 1988 FRCSEd 2006 
	 EDUCATION Eton College, Windsor, Berks Exeter College, Oxford Guys Hospital Medical School, London SE1 
	PRESENT APPOINTMENTS Consultant Urologist Norfolk & Norwich NHS Trust Colney Norwich  NR4 7FP 
	Honorary Professor University of East Anglia, Norwich 
	Chairman British Journal of Urology International 
	PREVIOUS APPOINTMENTS 
	Medical Director, Norfolk & Norwich University NHS Trust (2009-2015) Hon Treasurer, British Association of Urological Surgeons (2003-2006) Director of Surgical Division, Norfolk & Norwich University NHS Trust (2003-2007) Manpower Planning Officer, British Association of Urological Surgeons (2000-2006) Member of and Examiner for the Intercollegiate Board in Urology (2000-2008) Vice-Chairman of Specialist Advisory Committee in Urology, Royal College of Surgeons (2003
	2006) Clinical Director, Urology & Nephrology, Norfolk & Norwich University NHS Trust (1997-2002) Member of Council, British Association of Urological Surgeons (1997-2002) Honorary Lecturer, Institute of Urology (1996-1999) Norwich District Ethics Committee (1994-1998) R& D Committee, Norfolk & Norwich NHS Trust (1996-1998) Lead Doctor in Urology, Waveney Cancer Centre (1998 -2003) Senior Registrar in Urology, Freeman Hospital, Newcastle (1988-1990) 
	EXPERIENCE 
	1. Clinical 
	Having completed training posts in Oxford and Newcastle I was appointed to a Consultant Urologist post in Norwich in 1990. As well as providing a general urological service I developed special interests in urological cancers (especially bladder and prostate) and andrology and during the 1990’s I developed the Norwich unit into a tertiary referral centre for both these subspecialties. I also established the superregional service for the management of patients with cancer of the penis. 
	Together with the specialist urological cancer nursing team for which I secured the initial funding I set up a local patient support group for men with prostate cancer and their families.  
	My clinical commitments inevitably decreased when I became Medical Director but since relinquishing that post in I have increased my clinical practice. I continue to develop the urological cancer services in Norwich. My current main interests are in the management of superficial bladder tumours, penile cancers and the diagnosis of prostate cancer. I continue to run the specialist andrology service for the region. 
	2. Hospital Management 
	a. Director of Surgery (2003-2007) 
	As Director of Surgery I was responsible for the organisation of surgical services, clinical governance in surgery and ensuring that access targets were met. My specific achievements in my 4 year tenure were; 
	b. Medical Director (2009 to 2015) 
	1. Clinical Governance 
	In my time as Medical Director I was involved in two reorganisations of clinical governance the second of which was designed to take account of all the Francis, Keogh and Berwick reports and CQC requirements.  I was chairman of the Clinical Safety and Clinical Effectiveness Sub-Boards and of meetings of all Directorate Governance Leads. 
	2. Quality Improvement. 
	Five years ago I instigated a programme of annual safety improvement projects based on IHI methodology. Over 250 clinicians were eventually involved and significant changes to practice have resulted.  Projects I have led or been involved in with other Executive Directors by 2015 had achieved significant improvements including 
	As Medical Director 
	I have actively encouraged clinical collaborations with neighbouring hospitals (Kings Lynn and James Paget). To date this has resulted in an increasing number of consultant joint appointments. I was instigated and was involved with projects to 
	3. National Associations / Committees 
	i. British Association of Urological Surgeons  
	For the past 18 years I have contributed to the development of BAUS and British Urology. Particular achievements have been: 
	ii. SAC in Urology (2000-2006), Vice-Chairman (2003-2006) 
	Apart from the normal duties of an SAC member I have made a particular contribution in: 
	i. The revision of the curricula in Urology 
	ii. Supervision and planning of urological manpower. 
	iii. Review of section 14 applications to PMETB 
	iii Examiner for Intercollegiate Board in Urology (2000 to 2008)    Member of Intercollegiate Board in Urology (2003 -2008)    Examiner for International Urology exam (2018- present) 
	As a member of the Intercollegiate Board I was responsible for exam design, standard-setting and ensuring educational validity. I personally rewrote over 25% of the then clinical question bank. In 2018 I was again appointed an examiner for the joint colleges international exam in urology. 
	4. British Journal of Urology International (BJUI)  
	Having been a Trustee for 7 years I was appointed Chairman of the BJUI in 2015. 
	For the past 5 years I have led the development of a comprehensive educational on-line programme which will serve international CPD and CME requirements. This involves collaboration with the Urological Societies of Australia and New Zealand, Hong Kong, Canada, India, Indonesia, Malaysia, Korea and the Republic of Ireland.  The education programme was launched in January 2016 and has accreditation from the Edinburgh College of Surgeons (RCSEd). It has been now used by all UK urological trainees and widely in
	5. Teaching experience 
	In the 1990’s I was responsible for Higher Surgical Training in Urology in Norwich. I established and ran an annual residential regional teaching course which has remained an important part of our specialist registrar programme and is consistently highly-rated by trainees. I continue to contribute to this. For the past 60 months I have been working with the RCSEd to develop a surgical training programme for Myanmar. This is being expanded to involve all the surgical specialties in the country. 
	6. Research experience 
	Following appointment as a consultant I was PI in several clinical trials within the Urology department. For most of my career my other research activity has involved facilitating researchers in collaborations with University departments. I took responsibility for establishing and organising the Norwich contribution to the national 100,000 Genome project. In the past 12 years I have been involved in supervising 3 PhD and one MD student. 
	8. Medicolegal 
	For the past 17 years I have provided medicolegal opinions. I have been instructed by solicitors for acting both for the plaintiff and the defence (current ration 30:70). I currently provide approximately 80 reports per year. I am prepared to travel anywhere in the UK to see patients. I regularly attend case conferences with barristers and I have experience of giving expert evidence in Court. 
	9. Other 
	In the past 7 years I have been invited to perform 3 major reviews of urology department’s performance and organisation in the UK.  I am experienced in reviewing serious incidents which I have done both for the Royal College of Surgeons and when requested by individual Trusts. 
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	FAQs Urology October 2020 
	Why has the Southern Trust decided to look back at Urology patients? 
	Clinical concerns were raised regarding the work of one Consultant Urologist in June 2020 when two patients were identified has having not been listed on to the Trust Patient Administration System in a timely manner. This was alerted as a potential patient safety issue due to potential delays in treatment and prompted a wider review of the Consultant’s workload to establish if there were additional service impacts. 
	What happened when concerns were raised? 
	Following the identification of clinical concerns, the Trust provided information about the Consultant’s practice to the General Medical Council. In addition to this, restrictions were placed on the Consultant’s practice by the Trust so they could no longer undertake clinical work and could not access patient information. The Department of Health were provided with details of the case via the ‘Early Alert’ mechanism. 
	A further review of the Consultant’s workload over an 18 month period -January 2019 to June 2020 
	– has been on-going since June, with expert independent advice sought to inform the scope and scale of the work. 
	Why is the Trust only looking at cases between January 2019 and June 2020? 
	The Trust has agreed with the Health and Social Care Board, Public Health Agency and Department of Health to a chronological and incremental approach when reviewing the Consultants workload. In the first instance the Trust has reviewed cases in this 18 month period. The scope and scale of any further review may be extended. This will be based on our internal review of patient records and advice from the Royal College of Surgeons. 
	 What issues have the Trust now identified? 
	The Trust has reviewed all of the Consultants elective and emergency activity that occurred between January 2019 and June 2020. The review has progressed to diagnostic testing conducted including radiology, pathology and cytology to ensure appropriate action has been taken on each result. Of these patients who have been reviewed, there have been nine cases which are now part of an independently chaired Serious Adverse Incident Review process. 
	The Trust has also recently identified concerns regarding medication prescribing, as a result 26 patients have been reviewed by our Urology team.d 
	How many patients are involved in the review process? 
	Were all the patients treated by the same doctor? 
	All the patients included in this review were under the care of the same Consultant. 
	Have all patients who are affected been told? 




