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	Purpose of the Report
	This report summarises for Quality & Safety Committee, the progress of Wales Fertility Institute (WFI), following the escalation of the service into level 4 in November 2023 by the Joint Commissioning Committee (JCC) and the Health Board. The report provides an overview of projects and initiatives that have been implements and also provides recommendations to support the sustainability of the service. The executive team are asked to review the report and agree recommendations. 


	Key Issues



	The service received a number of major non compliances at the previous Human Fertilization Embryology Authority (HFEA) inspection, bringing into question the sustainability of the service and highlighting financial constraints on the health board. The service was then placed into escalation level 4 by JCC with concerns around the safety and effectiveness of the service. 
The paper provides an update of service improvements introduced in order to achieve de-escalation in September 2024.

· .  

	Specific Action Required 
(please  one only)
	Information
	Discussion
	Assurance
	Approval

	
	
	
	
	

	Recommendations

	Members are asked to:

· Be assured by the actions taken to provide assurance to de-escalate the service 
· Be assured by the update on further improvement actions underway within the Wales Fertility Institute

 





1. [bookmark: _Toc139637567]Introduction

This report provides a summary of the progress and project work that Wales Fertility Institute have carried out following the placement of the unit into escalation at the end of 2023. The report highlights significant areas of improvement that have taken place as well as future projects to ensure sustainability of the service and compliance with the regulatory requirements of the HFEA, the Health Board and the contractual requirements with JCC. 

2. [bookmark: _Toc139637568]Background

In January 2023, The Wales Fertility Unit (WFI) was inspected by the Human Fertilisation and Embryology Authority (HFEA) and was issued with 7 Major Non-compliances.  Work has been carried out to put the required improvements in place. A service led task and finish group was established to manage the required improvement actions with weekly meetings to review progress. A bi-weekly Improvement Board was set up to support and monitor progress of both HFEA required improvement actions, and overall service support. This group fed directly to a newly established Gold monthly meeting led by Health Board executives with Welsh Health Specialised Services Committee (WHSSC) (now JCC) representation included. WFI reports were submitted monthly to the Health Board Patient Safety & Compliance Group and Neath Port Talbot & Singleton Service Group Quality, Safety & Risk Group. A reduction to commissioned cycles was agreed to support with regulatory improvement actions in readiness for a January 2024 re-inspection. 

On the 5th July 2023, the service was placed onto a Level 3 escalation by JCC.  Despite the improvement work that had been carried out, there continued to be unresolved concerns. Hence, on the 7th November 2023 WFI was placed into Escalation Level 4 by JCC due to ongoing matters relating to sustainability of the service and retention of the HFEA licence.  

Replacement of the current Person Responsible (PR), performance and reporting of activity and the HFEA inspection report were key areas of concern that required resolution and significant improvements. 

In May 2024, WFI Neath Port Talbot underwent an Interim HFEA inspection. The final report from the inspection noted the progress and improvement in the unit and the previous areas of major non-compliance within the service were no longer a concern. The inspection outcome showed no areas of concern and no non-compliances. As a result of this, the HFEA executive licensing panel have relicensed WFI Neath until 2026 as per the usual HFEA licensing process. In addition, in response to the inspection outcome and other areas of progress within the unit, including succession planning for the PR role, at the monthly JCC/SBUHB meeting in June, the recommendation was made to deescalate WFI to level 3. 


3. Service progress and steps to sustainability   


3.1 JCC De-escalation and collaboration

In September 2024 at the joint JCC/SBUHB monthly escalation meeting, following the evidenced progress and significant improvements within WFI, it was agreed that WFI would be de-escalated further and taken down to level 1. Monthly joint escalation meetings have been stood down and replaced with quarterly WFI/JCC performance meetings to review performance numbers and targets. 

WFI were also asked to present at the SBUHB/JCC joint patients safety congress on the progress of the unit and to share examples of projects and initiatives that took place within WFI over the past year to support de-escalation and promote sustainability. 

3.2 Person Responsible Role

As outlined in previous reports and highlighted as an area of concern, the HFEA person responsible role for the service needed to show evidence of succession planning to ensure sustainability. It was identified that the service needed a person responsible in post for each location within the WFI service. In September 2024, a PR was appointed within each WFI site and monthly meetings within WFI between the 2 PR’s, the quality manager and previous PR have been scheduled to discuss compliance and regulation within the unit. These meetings will also be attended by the  license holder on a bi-annual basis, where a report will be produced on the regulatory activity for assurance to the license holder and the Health Board. 

3.3 WFI Assurance, Accountability and Recovery Group (ARAG) meetings 

In September 2024, it was agreed that due to the progress and de-escalation of the service to level 1 by JCC and improvements within the unit and plans to ensure sustainability of the service to the Health Board, the ARAG monthly meetings would be stood down. These will be replaced by quarterly WFI Assurance meetings that will be chaired and held by the division. The terms of reference for this group are currently being finalised, with the first meeting planned for December 2024 with an annual schedule for:

March 2025
June 2025
September 2025


3.4 Governance – concerns and risks 

Reporting of risks, concerns and incidents now takes place via bi-monthly quality and safety forum meetings (QSI) within WFI and via monthly reporting through the division via Q&S (quality and safety), Management and Delivery Group and Business Assurance and Accountability Meeting (BAAM) at Service Group level. 
The WFI risk register has been significantly reduced with only 9 risks remaining on the register – all with a rating of 10 or below. 

The highest rated risks at level 10 currently are: 

	494
	Transport OF LN2 UHW/WFI
	Health & Safety 
	Due to the requirement to move liquid across the site this presents risk with:
· Asphyxiation to staff
· Manual handling
· Cold Burns
· Public, staff and patient safety

	3577
	WFI Service Continuity 
	Governance & Assurance 
	There is a risk of withdrawal of operating license from HFEA due to lack of appropriate person responsible and current levels of non- conformities. This could result in withdrawal of current license, and decommission of services from WHSSC if sufficient assurance of improvement cannot be provided. 





These risks are being actively managed by the WFI Quality Manager and WFI Senior management team. Further information regarding risk 494 can be found in point 3.5 below.

Concerns are being managed by the WFI lead nurse with support from the quality team. There is 1 concern open at grade 3 where an independent review of medical records has been requested. A further 11 concerns are open at grade 1 with 8 due to be closed down by the quality team imminently. A new structure to manage historical and new concerns has been implemented within WFI to ensure that these are dealt with efficiently and correctly by the WFI team. A meeting is scheduled between the Associate Service Group Director, Head of Service and the quality team to explore further ways of improving the efficiencies in which concerns relating to WFI are handled. 

The Andrology service based at the Cardiff site has recently been through the annual United Kingdom Accreditation Service (UKAS) assessment, The service passed the assessment and maintained the accreditation of the service. This has been reported to the Head of Risk and Assurance at SBUHB. The service has also retained the ISO accreditation. 

3.5 Transport of cryo storage from University Hospital of Wales (UHW) to Neath Port Talbot Hospital (NPTH).

As outlined on the risk register, there was a need to transport all frozen embryos from our Cardiff clinic to the unit in NPTH. This needed to be risk assessed and planned to ensure that the embryos were transported safely between the two units. The transport took place week commencing 28th October 2024 and all embryos have been transported successfully. The embryos have been catalogued and the data is being added to the new electronic medical record system – Meditex. The Cardiff unit is solely  an andrology and sperm storage facility and as a result the current risk will be removed from the risk register. 

3.6 Vacancies, recruitment and staffing.

Recruitment is underway for a band 7 part time lead counsellor and a band 6 part time fertility counsellor in order to comply with regulatory requirements and the JCC contract. 7 candidates were shortlisted for interview and two candidates were appointed.

1 WTE consultant in reproductive medicine has been appointed and commenced employment on the 4th November 2024. Recruitment for a second full-time consultant is underway. 

The WFI clinical lead was appointed in September and job planning for the clinical team within WFI is underway with support from the Associate Group Medical Director. 

All PADR’S are up to date and plans to build a nurse led service are underway. Two senior nurses have undertaken embryo transfer training courses and their training and supervision is being led by the clinical lead. Once fully competent, the nurses will support the on-call rota for our embryo transfer weekend list. 

At present, with the exception of the 2nd consultant post, the Service is at full establishment.

3.7 Performance against JCC Contract

At the joint meeting between WFI, SBUHB and JCC in September 2024, it was recommended that WFI be de-escalated to level 1. This has now been implemented and confirmed. 

Recovery performance 
· Expectation for 510 ICSI - the service have reported completing 520
· Expectation of 309 FET and the service is overachieving on this expectation.

It is noted that the service does have a number of cancellations which are not counted and cycles started would be much higher. 

There is some concern regarding financial elements of meeting the full contracted amount of IVF cycles at 750. A financial benchmarking exercise has taken place, that has identified a significant percentage of underfunding from JCC for cycles carried out within WFI. Further information regarding financial elements can be found in section 4. 

3.8 Compliance with CP38

There have been no reported breaches, however a query had been raised with regards to Unexplained Fertility by the WFI team.  The feedback from JCC is that the enforced waiting period of 1 years starts at the point of access into the service, and does not include any prior investigations or wait for access.  Further work is taking place on this and we now have a clear understanding within the team that this must be complied with and there are no non compliances identified. 

3.9 Performance reporting processes 

There are some challenges in performance reporting processes as information is stored in a number of locations and requires a manual data pull and verification which is time consuming and at risk of inaccuracies. 

The digital system – Meditex is currently being implemented and configured. Whilst the system is introduced, the service will still run the old system and the new system to trial and mitigate errors and risk. By December 2024, the Meditex system will be running for all new WFI patients entering the service and all existing patients will be uploaded to the system in a phased approach. A task and finish group for Meditex is currently being led by the WFI quality manager and quality leads within WFI to ensure accountability and to provide assurance. 

4. Financial elements 

The following shows the cumulative financial position and the 6-month position for WFI. There are a number of schemes that have been implemented to improve the financial position and promote profitability.

[image: ]


[image: ]

There are a number of financial schemes in place to improve the overall financial position. These schemes are outlined below:

· Reduction in variable pay, particularly related to medical, nursing and embryology spend. This is already in place and the overall monthly position reflects this. This will further show improvements from November onwards with the finalisation of medical job plans and confirmation on reduced intensity banding 
· Generate income from WFI medication sales from fee paying patients. This is already in place and outlined further below. So far the service has received 3 months of rebates from medication sales. 
· Rebase JCC contract pricing. Further outlined below as part of renegotiation with JCC. 
· Increase income from fee paying patients – outlined below with partnerships.
· Review SLAS for Andrology.
· General housekeeping.
· Annual price increases for fee-paying costs – this has been implemented from July and will be reviewed again in July 2025.

Further details on these schemes:

· Partnership with Access Fertility to generate more fee-paying patients into WFI. This partnership will support fee-paying income.
· Medication rebates are also now in place with payments being received each month from the rebate received for all self-funding medication cycles. 
· Work is also underway to renegotiate the contract with JCC to ensure that we are being funded for the actual cost of an IVF cycle. Benchmarking and deep dive work has shown a deficit in the amount of funds received via JCC for a cycle of treatment and the actual cost of a cycle. Further work is underway with recommendations for payments for cycles from JCC and to renegotiate the number of contracted cycles in order to allow for more fee-paying patients through the service.   
· Pay and in particular on call payments are being reviewed with a reduction in on call rates being implemented in November. Efficiency projects within the unit have supported the reduction in overtime and expenses claims which has led to an overall improved financial position. 

5. [bookmark: _Toc139637590]Recommendations

Members are asked to:
· Be assured by the actions taken to provide assurance to de-escalate the service 
· Be assured by the update on further improvement actions underway within the Wales Fertility Institute


	Governance and Assurance


	Link to Enabling Objectives
(please choose)
	Supporting better health and wellbeing by actively promoting and empowering people to live well in resilient communities

	
	Partnerships for Improving Health and Wellbeing
	☐
	
	Co-Production and Health Literacy
	☐
	
	Digitally Enabled Health and Wellbeing
	☐
	
	Deliver better care through excellent health and care services achieving the outcomes that matter most to people 

	
	Best Value Outcomes and High Quality Care
	☒
	
	Partnerships for Care
	☒
	
	Excellent Staff
	☒
	
	Digitally Enabled Care
	☒
	
	Outstanding Research, Innovation, Education and Learning
	☐
	Health and Care Standards

	(please choose)
	Staying Healthy
	☐
	
	Safe Care
	☒
	
	Effective  Care
	☒
	
	Dignified Care
	☒
	
	Timely Care
	☒
	
	Individual Care
	☒
	
	Staff and Resources
	☒
	Quality, Safety and Patient Experience

	Improved governance arrangements in place to ensure compliance with HFEA Code of Practice and clinical guidelines.

	Financial Implications

	There are no direct costs associated with this assurance paper.

	Legal Implications (including equality and diversity assessment)

	None anticipated.


	Staffing Implications

	Not applicable


	Long Term Implications (including the impact of the Well-being of Future Generations (Wales) Act 2015)

	

	Report History
	

	Appendices
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Cyd-bwyllgor Comisiynu
Uned G1, Y Willowford, Prif Rhodfa, Ystad
Ddiwydiannol Trefforest , Pontypridd, CF37 5YL

Cyd-bwyllgor
u | Comisiynu
S Joint Commissioning

/ Committee
WALES Joint Commissioning Committee

Unit G1, The Willowford, Main Avenue
Treforest Industrial Estate, Pontypridd, CF37 5YL

Ffon/Tel: 01443 443443 Ext/Est 78100
Ebost/Email: nwjcc@wales.nhs.uk
We/Web: www.cbc.gig.cymru | www.jcc.nhs.wales

Richard Evans
Interim Chief Executive
Swansea Bay University Health Board

25 September 2024
Dear Richard,

Re: Escalation Level 3 Swansea Bay University Health Board Wales Fertility
Institute

As you are aware WFI were placed in level 3 escalation 27/06/23 which was escalated to
level 4 escalation 6/11/23 this was de-escalated to level 3 19/6/24.

In our last escalation meeting 12" September 2024, it was noted the service have
identified a Person Responsible for both Neath Port Talbot and Cardiff sites and are in
the process of informing the HFEA. It was noted the staff have worked to ensure the
contract monitoring submissions are submitted in line with the SLA contract monitoring
requirements and they have submitted these regularly for the last 3 months.

Following the escalation, meeting JCC Women and Children’s commissioning team have
considered the escalation level of WFI and the assurance given in the escalation
meeting. Furthermore, it was noted the service have introduced a number of Standard
Operating Procedures to improve the quality of the service, noting this month they are
reviewing their stimulation protocols to improve the clinical effectiveness of the service.
It was agreed the level of escalation should be reduced to level 1, Enhanced Monitoring,
a proactive response to put effective processes in place to drive improvement.

Given the reduction in the level of escalation, we will stand down the monthly escalation
meetings and will resume the routine quarterly contract quality assurance meetings. If
the service do have any concerns in the intervening periods between meetings, they can
contact Dominique.Gray-Williams@wales.nhs.uk to discuss.

I would like to acknowledge the continued work and commit of the staff in WFI and the
wider HB to address the concerns raised by both HFEA and JCC to ensure the provision
of high quality fertility services for the population of Wales.

Cadeirydd/Chairperson: Ian Green OBE | Prif Gomisiynydd Dros Dro/Interim Chief Commissioner: Abigail Harris
Rydym yn croesawu gohebiaeth yn Gymraeg neu Saesneg | We welcome correspondence in Welsh or English



mailto:Dominique.Gray-Williams@wales.nhs.uk



Yours sincerely

NS

Professor Iolo Doull
Medical Director, JCC

cc Mrs Abigail Harris, Interim Chief Commissioner, JCC
Mrs Nicola Johnson, Director of Planning, JCC
Mrs Christine Morrell, Director of Therapies and Health Science, SBUHB
Professor Paul Knaggs, Embryologist, WFI
Mrs Dominique Gray-Williams, Assistant Specialised Planner, JCC
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