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Presenter Notes
Presentation Notes
JR/CM intro     Good to be here in person          Objectives - to give brief intro into CG, who we are and what we do                                                                                               - to help you understand our role and how we link with you Does anyone know what CG is?Any experience of CG in your current or previous roles? Eg report case/Datix?



Clinical governance is the system through which NHS organisations are accountable for 
continuously improving the quality of their services and safeguarding high standards of care by 
creating an environment in which clinical excellence will flourish.

Department of Health 2012
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What is Clinical Governance? 

Presenter Notes
Presentation Notes
Essentially CG provides the backbone for patient safety.     Open and transparent culture and providing- safe care for our patients                                                                                                                                                                       -safe working practices for our staff
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Team Structure

Presenter Notes
Presentation Notes
Sit within OTDT work closely with QAClaire/Sarah/Michelle SNOD backgrounds JR Critical Care Sister, CT transplant – Blood transfusion Sadie joining the team on secondment from Papworth- transplant co-ordinator 
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Presenter Notes
Presentation Notes
 Based NSEW      Each have own link areas    Sarah – London/SE/Eastern & Tissues	                                                Michelle –Northern/Scotland/NI/Information Services	                                                Claire – SW/South Wales/Midlands/S.Central & Hub Operations	                                                Jane- NW/Yorks/DFCS/Recip Coords



What is an OTDT incident?

• Any event in the organ donation and/or transplantation process which can or does 
affect the donor, recipient, safety or the quality of the organs for transplantation

• May have national or wider learning

• Legal requirement to report under HTA regulations

• May relate to organs being sent/received from overseas
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Presenter Notes
Presentation Notes
Incidents can be reported a number of years post transplantation Anyone involved at any part of the pathway can report



“I have told them that I would report to Clinical Governance”

“I’m not reporting it against them”

“I told them this wasn’t acceptable and I will be reporting to Clinical Governance’’

Culture
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Presenter Notes
Presentation Notes
Historically healthcare organisations sought to blame individuals, and consequently events were ‘covered up.’ This meant that organisations didn’t learn from events and didn’t put improvements in place to mitigate recurrence. Eg Mid Staffs, sadly still happening current maternity issues in Notts.CG was viewed with suspicion-policing force.  Look at comments above, what strikes you?How could you shift the comments above to become more positive? e.g. ‘please could this issue be explored?’ or ‘are there any improvements that be identified?’ ‘can the learning be identified?’



Human Factors Definition

An organisation or department is made up of three main aspects:

1. Hardware – the physical attributes, anything you can touch e.g. IT 
systems, the buildings equipment.

2. Software – how the organisation defines itself – the policies and 
procedures, guidelines and rules. 

3. Humanware – the people within the organisation who make the 
business happen

Human Factors approach considers how the people within the 
organisation interact with the hardware, software and each other.
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Presenter Notes
Presentation Notes
We use a human factors approach to our investigations and consider the interplay between all hardware/software/humanware - things don’t happen in isolation – there is no simply ‘human error’ People do not come into work intentionally to do a bad job So it’s important to for us to understand why people do what they do.They may not appreciate the consequences of not following proceduresEquipment may not be suitable for the taskDepartment/team culture of doing things a certain wayConflict between colleaguesPeople adapt things to their own likes/requirements – we are good at workarounds/Blue Peter jobs…..take shortcuts
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Presenter Notes
Presentation Notes
Aviation industry pioneered HF agenda.  Proposed the notion of a just culture, based on principles of being open and learning from situations.Think about this in context of OTDT we really foster this culture



Areas of responsibility

• Donor Characterisation

• Allocation and the NTXD

• Team Mobilisation

• Retrieval

• Transport

• Transplantation

• Disease Transmission

• Outcome monitoring
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Presenter Notes
Presentation Notes
Summary of our areas of responsibility.You can see how our paths may cross with yours at many different stages
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Presenter Notes
Presentation Notes
Borrowed  slide off RB,  gives some idea of the complexity of the pathway for deceased donation.  When I started in post, totally unaware of this despite working in transplant ICU for >20 yearsSlide makes it look like a linear process, which it is, but it doesn’t acknowledge the interplay and complexities at every stage. Very similar complexities exist in LD pathway.
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Presenter Notes
Presentation Notes
The Human Tissue Authority (HTA) has been appointed the Competent Authority for the EUODD in England, Wales, Northern Ireland and Scotland. HTA is responsible for the regulatory framework that oversees that the quality and safety standards of the EUODD are being met. Applies across acute care settings and all our practice



Assisted Function 

Serious Adverse Event (SAE) - any event that occurs that impacts or has the potential to 
impact on a patient

Serious Adverse Reaction (SAR) - An unintended reaction that impacts on the patient

Serious Incident (SI) – Unexpected or avoidable death, serious harm, abuse. Major loss of 
confidence in service. Near Miss- Risk of system failure and potential to cause serious 
harm.  

Never Event- Preventable incidents and events that should never occur, dictated                                   
by NHSE and NHSI and reportable.

Learning, Sharing, Strengthening

Presenter Notes
Presentation Notes
NHSBT provides an assisted function role to HTAWe are responsible for managing a system for recording certain events. This includes reporting, investigating, registering and transmitting info about certain categories of eventSAE- organ damaged during retrieval and cannot be tx- indirect impact to the patients on the waiting listSAR- If donor characterisation carried out as expected and recipient develops cancer or infection from the organ and investigation shows that it is highly likely to be donor derived then SAR. SAE and SAR- If recipient theatre has commenced and damage found to the liver and can't be transplanted (recipient already anesthetised). NE- Transplant of incorrect blood group into an incompatible recipient
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Incidents across the ODT pathway per month

Presenter Notes
Presentation Notes
To give some idea of figures reported;1 April 2020 to 31 March 2021 = 657 (impact of Covid-19 pandemic)1 April 2021 to 28 Feb 2022 = 728 Important to recognise that reporting is subjective and is one persons perspective on an event. What is reported may not be what actually happened
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Incidents across the OTDT pathway
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Presenter Notes
Presentation Notes
Incidents are categorised into 1 of 6 groupsYou can see that approx. 40% of cases related directly to donation process (SNOD/Hub Ops/IS/ODR- generally internal to NHSBT)The rest come from Rx, Tx, labs, living donation, overseas. Unusual time period, activity severely impacted by Covid19,  pro rata link more transplants carried out= more incidents reported consequently during Covid fewer incidents reported overall
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Presenter Notes
Presentation Notes
Shows the actual breakdown of what was reported. In a nutshell…anything that could impact on patient safety.Appreciate that this data is a few years old but you can see similar pattern between the years. Interesting to compare a pre-covid year to 2020.  The most reported issues relate to organ damage and communication issues across both yearsDon’t investigate behavioural issues/professional conduct although currently collating data on this. Best managed locally



Trends 2021              

• Communication breakdown

• Centres not accepting organs within agreed timeframes

• Requests for delays in retrieval – recipients/ multiple transplants/ 
resource

• Organs declined late after initial acceptance- resource/ recipients

• Organ damage

• Delays to mobilising retrieval teams/ arriving on time and resource

• Living donation that does not proceed or an error occurs in the 
pathway and has recipient impact 
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Presenter Notes
Presentation Notes
Quick summary of 2021 figures and again same themes apply



NHSBT, ODT, clinical website  https://www.odt.nhs.uk/
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Presenter Notes
Presentation Notes
Talk about the practicalities of reporting an incident.    External reporting into ODT via clinical website May be some duplication between reporting on own Trust system and to NHSBT, both will examine from a different perspective. Eg prolonged CIT on DCD liver, led to organ loss. Reported to us, investigated by Trust as SI, we report to HTA and provide Trust investigation and actions to HTA



https://www.odt.nhs.uk/odt-structures-and-standards/governance-and-quality/tell-us-about-an-incident/

Presenter Notes
Presentation Notes
Useful info here about different situations including urgent situations
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Presenter Notes
Presentation Notes
Don’t need to complete every box when filling it in, certain fields are mandatory
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Presenter Notes
Presentation Notes
Middle section of form for own free text detail- what would you include here? Add attachments, photos if damage/timelines if delays  any additional info that will help investigation



Learning, Sharing, Strengthening

Presenter Notes
Presentation Notes
Donor/recip ID mandatoryYou will receive confirmation of submission and an OCC reference numberReport received by QA, categorised and accepted as an INC. Comes to CG



Reporting Checklist

• Be factual, stick to the point – use bullet points 

• Avoid being emotional

• Don’t write an essay

• Don’t use identifiable personal data  

• Consider asking someone to check - do they understand your report?

• Add attachments and time lines if appropriate (photos of damage)

• Summarise incident and ensure concerns are clear

• Anonymous reporting?
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Presenter Notes
Presentation Notes
Identifiers only where asked, not in free text boxIf reporting anonymously- you will not receive a response



Example 1

Percutaneous catheter guidewire found at retrieval in the aorta
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Presenter Notes
Presentation Notes
What do you think?ImpactWere organs retrieved?Doesn't explain if this finding relates to CT NORS or hospital. Who found it? Was it inserted during retrieval/on ICU 2/7 ago?What has been done with this? Escalated- hospital informed recipient centres informed etc...



Example 2 

Consent XX/XX 18:30. Language support family no English. Spanish Nurses, hospital adm to 
BSD to donation very quick. Organs placed NORs mob~10:00hrs XX/XX.Met with Family 
~12:00hrs XX/XX.Family very tired/confused.Support family overnight, further support 
required/confused unclear about donation process/BSD. Wife feeling pressured. All 
conversations with spanish speaking staff. We agreed to slow down process & give her some 
more time.NORs mobilised&organs accepted-updated both NORS & transplant centre-SNOD 
dealing donation side, family support myself. Consent SNOD OC night/ SNOD TM relieving 
outgoing SNOD. Transplant centre had accepted urgent heart. Unsure of status of consent, 
weneed family to be given time. Necessary to slow process - teams understanding. Htransplant
centre Rec Co-ord supportive. Comm continued Rec Co-ord spoken to transplant Cons. would 
not accept any further offers from this donor for both Urgent hearts. He believed consent invalid. 
RM updated. We explained speaking to family within 2 hours, likely to have definite confirmed 
consent, declined. Family decided to proceed with donation after further support. Heart accepted 
and transplanted further down urgent list. 

Learning, Sharing, Strengthening

Presenter Notes
Presentation Notes
What????  The  issue is buried deep amongst a lot of unnecessary informationA simpler version would have been:“Transplant centre consultant declined offers from donor as they felt that the family consent was not valid due to the speed of the consent process”



Example 3

Live donor nephrectomy abandoned during procedure as recipient U&E results on same-
day bloods showed low sodium and raised potassium.
Donor was anaesthetised and surgery started, dissection of renal veins had not begun.
Recipient had not been anaesthetised.
Donor woken from anaesthetic and explanation given.
Both patients discharged home same day.
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Presenter Notes
Presentation Notes
Clear and conciseTells us there was impact on donor but not on recipientFurther liaison with centre about actions and learning from eventReportable to HTA as SAE



Incident review process
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Presenter Notes
Presentation Notes
90 days to complete investigation, although complex cases often exceed this.The more time that passes the less people remember accurately and so the aim is to follow up incident as timely as possible.Tried to outline stakeholders that we have contact with during an investigationAs part of investigation into cases reported by others we will link in with you for recipient update eg possible donor derived disease reported by pancreas centre, we would alert all other accepting centres and request recipient update/ Living donation- kidney box arrives at transplanting centre with incorrect PID and paperworkYou will always receive a response from CG to any incident report unless anonymousAny external team such as NORS who have provided information for the incident review will always receive a copy of ‘response to reporter’ – transparencyProvide centre reports for HTA inspection. Contributes to centre outcome information



Shared Learning
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Presenter Notes
Presentation Notes
Key to effective governance is what can be learnt and how processes can be strengthened; whilst we investigate individual cases we are also looking for overall trends and to share learning We ensure there are a number of routes for this and where wider ideas or changes are explored. 



• Recognition of great practice 

• Focus on what can be learnt from events.

https://nhsbloodandtransplant.sharepoint.com/sites/OrganDonationandTransplant
ation/SitePages/Learning-from-Excellence.aspx

Learning from Excellence
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Presenter Notes
Presentation Notes
Initiative developed recently in line with the national LFE project championed by Birmingham intensivistThe Clinical Governance Team will review each report for any wider learning Any wider learning will be shared regularly via various routes such as Cautionary Tales/CG Link MeetingsDirect feed back to staff involved

https://nhsbloodandtransplant.sharepoint.com/sites/OrganDonationandTransplantation/SitePages/Learning-from-Excellence.aspx


Duty of Candour, Legal Requests and
Freedom of Information
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Presenter Notes
Presentation Notes
CG approached to provide information for other reasons. These may be retrospective requests some time after an event,  important to highlight need for good documentation practiceCG work closely with NHSBT Solicitor



Complaints and Compliments

What is a complaint?

“An expression of dissatisfaction about NHSBT service 
provision which requires a response” 

What is a compliment?

“An expression of satisfaction / gratitude about NHSBT 
service provision”

Complaintsandcompliments@nhsbt.nhs.uk
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Presenter Notes
Presentation Notes
Also have responsibility for C&CComplaints are managed separately, occasional crossover with an INCReceived through variety of routes writing/ verbal/ it can come in the form of DFCS feedback form. Set process and pathway for complaints managementReally important that Compliments are captured, shared directly at time and reported via Complimentary Tales….’NORS lead provided positive learning environment for trainee SNOD ,took time to explain processes and included me in everything in the theatre environment’ 
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Conclusion

• Who are we?

• What do we do?

• Why do we do it?

• Your role?

Clinicalgovernance.odt@nhsbt.nhs.uk

Presenter Notes
Presentation Notes
Overview of CGPlease keep in contact, any queries at any stage email generic inboxAny questions 
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