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	16 January 2025	Agenda Item
	5.1
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	Dr Richard Evans, Executive Medical Director

	Presented by
	Dr Richard Evans, Executive Medical Director

	Freedom of Information 
	Open

	Purpose of the Report
	The purpose of the report is to set out plans to refresh the research and development strategy and governance arrangements as an introduction to more regular reporting to the committee.  

	Key Issues



	· Research has long been supported and recognised by clinicians for its importance in healthcare and is one of the main drivers in providing evidence-based improved treatment and care options for patients;
· The health board’s research and development function is funded by Health and Care Research Wales who hold the health board to account for finance and performance; 
· In July 2023, an NHS Wales Research and Development Framework was published and self-assessment completed by the health board to establishment a baseline for future work;
· Following the pandemic, work to establish a research and development strategy took a hiatus however this is now being revisited; 
· Reporting to the board was also affected and the establishment of the Digital Data, Research and Innovation Committee is an opportunity to address this. 

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

	
	☐	☐	☒	☐
	Recommendations

	Members are asked to:
· CONSIDER and DISCUSS the health board’s self-assessment against the NHS Wales Research and Development Framework; 
· CONSIDER and SUPPORT the objective to have a bridging research and development strategy while discussions are undertaken around a regional approach;
· AGREE to regular reports to be provided to the digital data, research and innovation committee to keep the board apprised of activity and progress.



REFRESH OF RESEARCH AND DEVELOPMENT STRATEGY AND GOVERNANCE ARRANGEMENTS

1. INTRODUCTION
The purpose of the report is to set out plans to refresh the research and development strategy and governance arrangements as an introduction to more regular reporting to the committee.  

2. BACKGROUND
Research has long been supported and recognised by clinicians for its importance in healthcare and is one of the main drivers in providing evidence-based improved treatment and care options for patients, as there is a growing body of evidence that research-active hospitals have better patient outcomes, even for patients who are not directly involved in clinical trials. In addition, the opportunity to participate in research improves recruitment and attracts high-calibre candidates; and presents opportunities for cost reduction and income generation.

The health board supports research across most clinical areas and spans all research types, from randomised clinical trials of new drugs and technologies to qualitative methodologies and use of routine data, demonstrating a commitment and recognition of the vital role research and development in achieving a high-quality organisation. 

It has a research and development team, under the remit of the Executive Medical Director, which is funded by Health and Care Research Wales (HCRW). Commercial income also supports the service financially.  

The team comprises three delivery components (cancer, non-cancer and Joint Clinical Research Facility (JCRF)) which are supported by a management and governance function. The teams include specialist research nurses, officers and facilitator staff who work to support research active clinicians deliver research studies, which may be externally led by a commercial or non-commercial sponsor or an in-house study, sponsored by the health board. 
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In July 2023, the NHS Wales Research and Development Framework ‘Research Matters – What excellence looks like in NHS Wales’ was launched. This sets out the 10 pillars of a ‘research supportive NHS organisation. 

Swansea Bay’s research and development team completed a self-assessment against the framework (appendix one) to set a baseline. This showed that research and development is working well within Swansea Bay but with room for further development, particularly in relation to a strategy and governance arrangements:  

(i) Strategy 
Work commenced in 2019-20 on a research and development strategy which had to be paused as a result of Covid-19. As the pandemic came to an end, the focus of the research and development team, and the health board more widely, was to focus on recovery and returning to (or establishing a new) business-as-usual, as the ability to fully run and participate in trials had been affected by the restrictions. 

At the same time, the then Chief Executive commissioned an external company to support the health board in drafting a new research and development strategy. Initial work was undertaken, including benchmarking and interviews with key internal and external stakeholders. While proposals were shared with the executive team, it was felt the timing was not right to take these forward as focus was being given to establishing the 10-year vision, ‘One Bay Way’, to be a high-quality organisation, and any research and strategy would need to align with this. 

More recently, agreement has been made with Welsh Government to enhance the regional working across Swansea Bay and Hywel Dda university health boards, and the two organisations are in the process of establishing a joint committee to drive forward the work. In the longer-term, this will lend itself to a regional research and development strategy to support the services and patients which are managed across the boundaries. 

In the meantime, the need for a health board research and development strategy remains. The principles of the version drafted in 2019-20 are extant with some work needed to refine the detail to reflect the health board’s current priorities and challenges. It will also have to take into account external factors, such as the Voluntary Scheme for Branded Medicines Pricing, Access and Growth (VPAG) scheme, recently agreed by UK Government to potentially bring an additional £22m funding into Wales in the next five years, to address commercial trial constraints.

The draft strategy is now in the process of being updated to act as a ‘bridging strategy’ while thought is given to what could be delivered through a possible regional research and development strategy. An updated version will be shared with Management Board and the committee in March 2025 for endorsement for 2025-26. 

Not having a strategy in place has not hampered performance as reflected in the number of portfolio studies either in the process of being set-up, ongoing or being followed-up:
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It is important to note that for all trials, the study sponsor running them will set a target number of patients to be entered, so it is not always a case of everyone eligible will be able to take part. That being said, a fair number of Swansea Bay patients have entered trials during 2024-25:
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Recruitment performance is monitored by HCRW and whether the health board is recruiting the number of patients it said it would for each trial within the time period it said it would (time to recruitment target). Performance needs to be above 80% for the health board to retain full control over its budget – if it falls below that, permission needs to be sought from HCRW for expenditure. The research and development team consistently meets this target throughout the year. It is also worth noting that the above figures represent portfolio and commercial studies only (portfolio studies are non-commercially sponsored which meet certain eligibility criteria), there remains a significant volume of other non-portfolio studies being undertaken. There are currently 92 non-portfolio studies open. 

(ii) Governance 

a) Health Board Governance 
In terms of health board governance, it is suggested by HCRW that research and development is reported twice-yearly to board. This was previously in place through an annual report and progress report. However, board arrangements were changed during the pandemic to give focus on the response to Covid-19 resulting in the pausing of reporting of a number of areas, including research and development. 

It is important that the organisation is able to seek and take assurance around research and development activity but this does not necessarily need to be at board level, especially as the board’s focus is on the higher-level, board-wide challenges and priorities, such as finance and performance. Reporting to a board committee is a more appropriate arrangement, as it allows more focused time on reports and discussion, and each one reports to board after every meeting, so the board is still kept informed. 

Committee reporting was restarted in October 2024 by sharing the research and development annual report for 2023-24 with the Quality and Safety Committee. This will be appended to the summary report from the committee to the board in January 2025. The intention had been to report twice-yearly to this committee however, in November 2024, a Digital, Data, Research and Innovation Committee was established and as such a regular report will now be provided to the committee. In advance of this, a workshop will take place with committee members to provide a briefing on the structure and approach of the research and development function and agree areas of focus for the assurance reports. 

There had previously been a Research and Development Committee in place but this was operational in nature and was not board level. This was stood-down during the pandemic and is yet to re-start. The establishment of a Digital Data, Research and Innovation Committee provides an opportunity to review what operational governance arrangements are needed to populate and oversee the information reported to the committee. This will be progressed over the coming months and a suggested terms of reference shared with the committee once ready. 

b) Partnership Governance 
The health board’s research and development team works in partnership with Swansea University and the Joint Clinical Research Facility to deliver clinical trials therefore robust governance arrangements between the organisations are required. 

In terms of the university, a monthly Joint Study Review Committee (JSRC) is in place which considers new or proposed clinical studies which require input from both the health board and the university. Alongside this is ARCH (A Regional Collaboration for Health), a collaboration between Swansea Bay and Hywel Dda university health boards and Swansea University. Within these arrangements is a Research, Enterprise and Innovation Group which provides an opportunity to seek assurance around the joint and regional work which is currently ongoing. 

JCRF is a standalone clinical trials entity which is joint between the health board and university. It was previously hosted by the health board however upon receiving European funding prior to the pandemic, it transferred to Swansea University and the staff have honorary contracts with Swansea Bay. A regular JCRF board takes place with representatives from the health board, university and JCRF as an opportunity to discuss the performance and finance position of JCRF as well as update on any issues, challenges or opportunities which affect the three entities. 

The most recent meeting took place in December 2024, at which an update was provided on the ongoing clinical trials and the financial position, neither of which had any associated concerns. Below sets out the number of ongoing trials within JCRF:

	Current Recruiting Studies by Disease Areas 

	Disease area
	Total Number 

	Cardiovascular
	8

	MS / Neurology
	3

	Renal
	2

	Diabetes
	4

	GI/Liver
	1

	Respiratory
	1

	Total
	19



	Current Studies in Follow-Up by Disease Area

	Disease area
	Number 

	Cardiovascular
	7

	MS / Neurology
	8

	Renal
	2

	Diabetes
	6

	GI
	2

	Respiratory
	0

	Total
	25




	Studies in Final Set Up

	Disease area
	Number 

	MS
	3

	Cardiovascular
	2

	Diabetes
	2

	Renal
	0

	GI
	1

	Respiratory
	0

	Total
	8



	Studies in Discussion Awaiting Site Selection

	
Disease area
	Number

	Diabetes
	2

	GI/Liver
	1

	Respiratory
	1

	Total
	4



Key: MS – Multiple Sclerosis 
GI – Gastrointestinal 




There was also discussion around ways to have more success when recruiting research delivery nurses, as the salary is based on university rates rather than NHS Wales agenda for change scales and this was reducing the number of applicants interested in the role. Potential solutions will be explored further into 2025. 

c) External Scrutiny and Assurance 
Externally, the research and development function is held to account by HCRW with regular performance and finance meetings throughout the year. No concerns are raised during these meetings as the targets are being met consistently and the health board remains within its budget.   

Alongside these meetings is an annual review, which for 2024-25 is scheduled for 4th March 2025 and focuses on the higher-level strategic work rather than performance targets. 

The last annual review took place in October 2023, which included the health board’s self-assessment against the NHS Wales Research and Development Framework. Formal feedback set out the following actions:

	Action
	Progress

	Development of research and development strategy 
	Underway. Previous strategy being revisited and updated to meet current priorities. 

	Reporting to board
	To be undertaken via the Digital Data, Research and Innovation Committee.

	Joint Committee or Forum with Swansea University 
	Currently managed through JSRC and ARCH as set out above.

	Oversight of JCRF
	Managed through the JCRF Board

	Workforce research capacity 
	Tariff included in the job planning guidance and potential for future clinical academics under consideration in the context of the financial challenges faced by both the health board and university. 

	Alignment of public involvement and UK national standards
	Update to be provided at annual review.



Progress against these will be included in the presentation to this year’s annual review alongside the areas of focus requested by HCRW:

1. General reflections – outline the process and approach to embed the NHS Wales Research and Development Framework further over the last year/18 months;
1. Progress and achievements during the last year/18 months;
1. Challenges experienced and solutions/outstanding actions;  
1. Priorities and next steps for the year ahead.

The outcome of annual review, including any recommendations and action plans, will be shared with the committee once finalised for progress to be monitored. 

The need for a strategy and a refresh of governance arrangements are two of the main areas in the self-assessment against the NHS Wales research and development framework which required focus. Having these in place will be an opportunity for the self-assessment to be revisited to identify where the gaps remain and what actions are required to address these if not covered by the strategy. Those which are standalone from the strategy will need their own plans to address any associated risks and will be incorporated into the regular committee reports alongside progress against the strategy. 

4.  FINANCIAL IMPLICATIONS
There are no financial implications associated with this report. 

5. RECOMMENDATION
Members are asked to:
· CONSIDER and DISCUSS the health board’s self-assessment against the NHS Wales Research and Development Framework; 
· CONSIDER and SUPPORT the objective to have a bridging research and development strategy while discussions are undertaken around a regional approach;
· AGREE to regular reports to be provided to the digital data, research and innovation committee to keep the board apprised of activity and progress.


	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

	Research and development is an enabler to the health board’s 10-year vision to be a high quality organisation as there is a growing body of evidence showing that research-active hospitals have better patient outcomes, even for patients who are not directly involved in clinical trials.

	Financial Implications

	Not applicable 

	Legal Implications (including equality and diversity assessment)

	Not applicable 

	Staffing Implications

	Not applicable 

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

	Research and development supports innovation and opportunities for new medications and treatments within a number of specialities providing potential for people to live longer and healthier. 

	Report History
	First report to the committee. 


	Appendices
	Appendix One – Self-Assessment Against the NHS Wales Research and Development Framework. 
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