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	Purpose of the Report
	The purpose of the report is to share the health board research and development annual report for 2023-24. 


	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. 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. In addition to the benefits to patient outcomes, 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.
· A number of studies have been delivered in 2023-24 to support the enhancement and developments of cancer and non-cancer treatments. 

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

	
	☒	☐	☐	☐
	Recommendations

	Members are asked to:
· ACKNOWLEDGE the achievements within research and development in 2023-24;
· ACKNOWLEDGE the future plans for research and development.





RESEARCH AND DEVELOPMENT ANNUAL REPORT

1. INTRODUCTION
The purpose of the report is to share the health board research and development (R&D) annual report for 2023-24.

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. 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. In addition to the benefits to patient outcomes, the opportunity to participate in research improves recruitment and attracts high-calibre candidates; and presents opportunities for cost reduction and income generation.

Enabling research within current pressures faced by the Health Board clinical and non-clinical teams demonstrates a commitment and recognition of the vital role R&D plays in delivering a High-Quality organisation. 

R&D within the Health Board is multi-disciplinary and varied. 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. 

The Health Board has a dedicated R&D team, under the remit of the Executive Medical Director Directorate and funded by Health and Care Research Wales and commercial income. 

The R&D Team can be broadly split into three delivery teams (Cancer, non-cancer delivery and Joint Clinical Research Facility (JCRF)) supported by a management and governance function. The teams comprise 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. 

3. GOVERNANCE AND RISK ISSUES
During the last financial year, there were 150 non-commercial in-house portfolio open studies, recruiting 2,377 patients and 36 open commercial studies recruiting 162 patients. This is in addition to studies which continue to require clinical study visits for patients in follow up. 

Alongside the portfolio studies, data at the end of 2023-24 showed that the health board had 99 open and recruiting ‘non-portfolio’ studies. Some of the non-portfolio studies will be supported locally by the clinicians rather than the R&D teams due to the nature of the trials. There were 16 health board sponsored studies open to recruitment, 10 in follow up and 22 new health board sponsored studies undergoing regulatory approvals.

Alongside the day-to-day clinical trials work, the R&D teams have also been working hard to develop new ways of working to support the longer-term future of R&D. This includes opening a dedicated clinical space at Singleton Hospital for patients who are a part of cancer and haematology-based research trials where they can undergo the various tests and treatment, as well as be seen by the research nurses and consultants. 

Clinical researchers of the future have also been a priority, with a pilot scheme for medical students to spend time with the R&D teams to get a feel for what is involved in clinical trials and how they may be able to participate as they move through their careers.  The pilot took place over the summer and so far feedback from medical students is very positive. Therefore it is something the team is working to implement as a permanent feature with Swansea Medical School medical student training clinical rotations.

The opportunity for improving care and service delivery via engagement in research is well documented, often with clinicians having acted as Chief or Principal Investigators (CI/PI) being able to transition to new treatment offers with greater confidence and support their colleagues in adoption of new treatments, due to their knowledge development through the research programmes which lead to the new treatments being approved. The significant role played by CIs/PIs requires the time capacity to dedicate and crucially extra training to ensure compliance with research specific legislation and standards is applied. Training in Good Clinical Practice (GCP) and keeping this training up to date is a fundamental component to this and is a legal requirement when delivering clinical trials of drugs, the Health Board must ensure GCP is valid and active. PIs are routinely reminded to update their training accordingly, at least every 2 years. 

The Board will also appreciate how inherently collaborative and multi-disciplinary research is; all the activity within the Health Board serve to provide examples of positive engagement with key stakeholders ranging from industry, academia, charity and importantly public involvement. Collaboration and effective engagement are a facet of research and innovation to be celebrated. No major Datix incidents were reported during the year relating to research patients, correlating to the well-established evidence that research patients have very safe care.

Case study examples of each type of study are provided in the annual report to offer insight into the breadth and variety of activity. Some of the highlights of the year include:

· [bookmark: _Toc170207230]Breath testing for pancreatic cancer: the VAPOR1 study (Volatile organic compound assessment in pancreatic ductal adenocarcinoma) – Prof Bilal Al-Sarireh
Led by Imperial College London and funded by Pancreatic Cancer UK, this non-commercial study aims to improve earlier detection of pancreatic cancer by developing a non-invasive breath test for patients living with non-specific symptoms of pancreatic cancer. The breath test detects small molecules called volatile organic compounds (VOCs) that are believed to be released by pancreatic cancers. 

[bookmark: _Toc170207233]
· Use of Group-Based Positive Psychology to support those with Traumatic Brain Injury - Dr Zoe Fisher & Prof Andrew Kemp
Sponsored by the Health Board and funded by Health and Care Research Wales Research for Patient and public Benefit (RfPPB) scheme, this study led by Consultant Clinical Psychologist Dr Zoe Fisher and Swansea University’s Prof Andrew Kemp, focussed on researching the impact of ‘innovative treatment approaches that encompass not just physical but also mental and social facets of recovery’ in managing patients with traumatic brain injury. 

A full list of publications has been included in the report, for reference. Also included are links to media stories. The Board may be aware of research awards won by SBU clinical teams, recent examples being Dr Zoe Fisher’s award as part of the health board own Living Our Values awards and the multiple award-winning work of Prof Dean Harris and colleagues at Swansea University and CanSense in their ground breaking research developing a new blood biomarker to detect bowel cancer. Dr Rhian Noble-Jones also received two awards at her final British Lymphology Society National Conference as part of Lymphoedema Wales including: Lifetime achievement award in recognition of her outstanding contribution to Lymphoedema and the British Lymphology Society (BLS 2023); Best oral presentation (BLS 2023).

The annual report serves as an opportunity to celebrate what has been achieved in the last 12 months as the health board looks towards what is to come over the following year. Work is ongoing to establish the research, development and innovation strategy which will set the aspirations and objectives for the future and support publications and research awards as the health board participates in and designs new studies to continue to enhance the treatments offered to the population. 

Having a renewed strategy will also support a refresh of the governance arrangements within R&D and enable reporting lines, both internally within the R&D function and more widely with partner organisations such as Swansea University and JCRF, to be reviewed and revised, and also where necessary re-established as the pandemic and absence of an agreed updated strategy has impacted on reviving the  R&D governance group within the function. Operational management groups have continued to meet during this period to ensure R&D risks are managed.

The report looks forward to the new opportunities within R&D and how these can contribute to the Health Board 10-year vision, building on the strength of already existing examples of R&D excellence within the health board. For example:

· Increasing the number of studies undertaken on advanced therapies, such as within the field of cancer vaccines;
· Developing medical student placements within R&D.

It also includes a future section which references the need for additional capacity to support an increase R&D activity. In this regard, there is current opportunity via the Voluntary Scheme for Branded Medicines Pricing, Access and Growth (VPAG) scheme, which has been agreed by UK Government and will potentially bring an additional £30million funding into Wales in the next five years. 

The funding is targeted at investment in staff and equipment to enable an increase in the NHS capacity to deliver commercial clinical research. Swansea Bay can build on its track record and reputation to work with industry in conducting commercial clinical research across drug and device development. It will also help to address risks within the R&D function to delivering commercial trials, such as additional resource, for example within pharmacy to manage the volumes of trial activity, or additional equipment.   

The investment will be for both revenue and capital and is targeted at investment in staff and equipment to enable an increase in the NHS capacity to deliver commercial clinical research.  Ensuring external investment received via VPAG can be made sustainable after the 3 year period is a risk consideration required by the health board over the next year. 

Future projects are offered to the Health Board through well-defined expression of interest pathways managed by the central Health and Care Research Wales team in addition to direct approaches to individual clinicians from Research Sponsors and the in-house research ideas being generated and submitted for grant approvals, the main report provides further detail on future work planned. At the time of writing, the Health Board has 29 new portfolio studies in set up, this figure excludes other studies in set up which are not on the portfolio.

4.  FINANCIAL IMPLICATIONS
While there are no financial implications associated with the report, the research and development function is funded through monies from Health and Care Research Wales which could change without notice. There is some income from commercial trials but this is dependent on the resource and capacity required to support relevant trials. 

Welsh Government R&D Division provide ring-fenced delivery funding to Health Boards under a needs-based formula, this accounts for the core staff costs. However, R&D staffing and delivery costs are also met by mixed funding streams depending on the type of study. In commercial studies, all costs are met by the commercial Sponsor including capacity building elements which should be re-invested within the R&D infrastructure, especially within areas such as Pharmacy, Radiology and Pathology; a balanced approach is required to assess the impact on R&D delivery where directorates have chosen to use this income to support the bottom-line figures. Within non-commercial studies, grant awards will meet the direct research costs with excess treatment costs being met by WG separately. 

5. RECOMMENDATION
Members are asked to:
· ACKNOWLEDGE the achievements within research and development in 2023-24;
· ACKNOWLEDGE the future plans for research and development.



	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)

	R&D activity inherently supports WBFGA through focusses on developing new treatment innovations which will ultimately support the future generations.

	Report History
	Annual report to the board or relevant sub-committee in-line with Welsh Government requirements. 


	Appendices
	Appendix One - R&D Annual Report
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