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	Purpose of the Report
	The purpose of the report is to present the findings of a task and finish group looking at how to create a regional approach of oncology clinical trials. 

	Key Issues



	· There is currently inequitable access to oncology clinical trials in south west Wales, dependent on the patient's postcode.
· Patients in the Swansea Bay region have significantly more opportunities—especially for interventional drug trials—than those in Hywel Dda University Health Board. 
· While patients needing radiotherapy or with regional tumour sites (such as melanoma, gynaecology, head and neck) can join trials at Swansea Bay regardless of residence, those with non-regional tumour sites (such as breast, lung) cannot. The latter can only access a clinical trial if it is open in Hywel Dda.
· An option appraisal was presented in 2025, with preferred option being to increase capacity in Swansea Bay for patients from Hywel Dda to participate in trials, with the longer-term plan to increase clinical trial activity in Hywel Dda.
· This option was could not be progressed due to capacity in Swansea Bay. 
· The two health boards are committed to increasing access to cancer trials for these patients;
· A successful bid to Health and Care Research Wales (HCRW) as part of the Voluntary scheme for branded medicines Pricing, Access and Growth (VPAG) scheme saw money awarded to support a task and finish group to review the challenges to providing regional access and the actions which could be taken by way of solution;
· As a condition of funding the report will need to be submitted to the Welsh Government for consideration, and it is therefore important that both health boards are content with its content and the proposed next steps.

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

	
	☐	☐	☐	☒
	Recommendations

	Members are asked to:
· ACKNOWLEDGE the content of the overall report and recommendations;
· ENDORSE an application to Health and Care Research Wales for the funding required to support the continuation of clinical leadership time, nursing time and administrative support, and potentially increase this capacity through the appointment of a clinical research fellow;
ACKNOWLEDGE that should the bid be unsuccessful, the research and development function would be asked to consider funding the minimum commitment level of £27,963 for 2026-27 financial year, allowing continued momentum and time to identify the resources for the medium term;
· AGREE to the implementation of the programme of work documented within the report in line with the associated timelines and acknowledging that further work and appraisal will be required to translate some of the recommendations into fully worked through and implementable actions.





REGIONAL ONCOLOGY TRIALS ACCESS

1. INTRODUCTION
The purpose of the report is to present the findings of a task and finish group looking at how to create a regional approach of oncology clinical trials.  

2. BACKGROUND
Non-surgical oncology for patients in south west Wales (the whole population of Hywel Dda and Swansea Bay university health boards, with a small part of Cwm Taf Morgannwg University Health Board for certain tumour sites) is delivered on a regional basis by Swansea Bay, through the South West Wales Cancer Centre (SWWCC). Oncologists are employed by, and based in, Swansea Bay, with service delivery arrangements varying by tumour site. 

In respect of common tumour site cancers (breast, prostate, colorectal, lung, upper gastrointestinal tract), patients are under the care of a Swansea Bay consultant who holds an honorary contract with Hywel Dda and travels to one or more hospital sites to hold clinics. These are considered non-regional and covered by a service level agreement (SLA) with Hywel Dda. 

For less common tumour site cancers (such as head and neck, melanoma), patients are under the care of a Swansea Bay consultant and would usually travel to clinics held in one of the Swansea Bay hospital sites. These are considered regional and covered by the long-term agreement (LTA) with Hywel Dda. For both regional and non-regional tumour sites, patients requiring radiotherapy will need to travel to the SWWCC as there is currently no RT satellite site in HDUHB. This work is covered by an LTA with Hywel Dda. 

In contrast, for both regional and non-regional tumour sites, systemic anti-cancer therapy (SACT) is delivered in the local health board, the only exception being those undergoing concurrent SACT and radiotherapy, where SACT is also given in Swansea Bay, due to required timings/logistics.  For both regional and non-regional tumour sites, access to supporting services such as radiology, pathology, endoscopy. and unscheduled care would usually be provided by the health board in which the patient resides, which need to be taken into account when considering clinical trials. 

Access to clinical trials in south west Wales is uneven. Patients in the Swansea Bay region have significantly more opportunities, especially for interventional drug trials, than those in Hywel Dda. While patients needing radiotherapy or with regional tumour sites can join trials at Swansea Bay regardless of residence, those with non-regional tumour sites cannot.

There have been very few cancer clinical trials open in Hywel Dda, due to several reasons, including capacity, lack of dedicated cancer research delivery staff and historically fewer consultants wishing to be principal investigators on trials. 

The two health boards are committed to increasing access to cancer trials for these patients. An option appraisal was presented in 2025, with preferred option being to increase capacity in Swansea Bay for patients from Hywel Dda to participate in trials, with the longer-term plan to increase clinical trial activity in Hywel Dda.

This option was could not be progressed due to capacity in Swansea Bay. Subsequently, a bid was submitted to HCRW and money awarded to support a task and finish group to review the challenges to providing regional access and the actions which could be taken by way of solution. 

As a condition of funding the report will need to be submitted to Welsh Government for consideration, and it is therefore important that both Health Boards are content with its content and the proposed next steps.

Welsh Government is also interested in the findings as it has set out ambitious new cancer research targets, which aim to significantly expand clinical trial participation and innovation. Key goals include increasing patient recruitment to commercial trials by 400%, prioritising later-phase studies to accelerate access to advanced treatments, and boosting Phase III trials to over half of the portfolio. The Cancer Research Strategy (CReSt) focuses on six priority areas: precision oncology, immuno-oncology, radiotherapy innovation, clinical trials, palliative care, and prevention with early diagnosis. These ambitions are underpinned by commitments to reduce health inequalities, attract investment, and integrate digital and data-driven approaches for personalised care and faster diagnosis.

3. GOVERNANCE AND RISK ISSUES
A report setting out options for a regional approach to oncology clinical trials were discussed at Management Board in November 2024 and focussed on the following:

· Option 1: do nothing; 
· Option 2: Hywel Dda patients offered access to clinical trials for all cancers at Swansea Bay;
· Option 3: Hywel Dda opens the same studies for common cancers as Swansea Bay.

Option one was deemed not viable, as equity of opportunity was recognised. In terms of option two, this could not be progressed as it would require Swansea Bay to provide the full treatment cycle for Hywel Dda patients, not just the trial elements, and there was insufficient capacity for the standard of care elements. If this could be addressed, there was potential for option two to be progressed. Management Board felt there was merit in exploring both option two and three, but option three was the preferred option at the time given the capacity constraints for Swansea Bay. 

As such, a bid was submitted to HCRW to fund a task and finish programme to explore how to increase access within Hywel Dda University Health Board. This programme of work was led by a Consultant Oncologist and supported by research nurses from both health boards. 

The work of the task and finish group has now concluded and attached as appendix one.

It reflects extensive engagement with clinical and research teams, mapping progress against strategic aims and identifying areas where further work is required. It acknowledges the enthusiasm among teams to participate in oncology research, despite operational challenges. The findings underscore the importance of establishing robust structures, investing in dedicated personnel, and coordinating health boards with national strategies to ensure equitable access to clinical trials and position south-west Wales as a leader in cancer research:

· Evidence of Inequitable Access: There is significant variation in access to oncology clinical trials across south-west Wales, with patients’ access to trials largely determined by where they live. An assessment of oncology clinical trial activity over the past four years provides evidence of Swansea Bay patients having far greater access to interventional trials than those in Hywel Dda. 
· Capacity Constraints: Both health boards face insufficient capacity in key areas including systemic anticancer therapy (SACT) delivery, pharmacy, radiology, pathology, and consultant time. These constraints are exacerbated by the additional workload of clinical trial activity, which will need to be carefully planned and worked through.
· Research and Development Workforce Gaps: Hywel Dda currently lacks dedicated oncology research delivery staff, and existing vacancies and gaps in supporting services further limit the ability to open and run trials. There are differences in the way in which research and development is organised within Hywel Dda reflecting its geography and the distributed nature of service delivery that add further complexity when striving for improved access to oncology clinical trials. 
· Policy and Governance Issues: There are gaps in documentation of policies around trial access, no overarching oversight of clinical trial activity across the region, and limited recognition of research activity in service agreements.  The latter is an impediment to building trust and confidence between Hywel Dda and Swansea Bay, particularly in relation to the reimbursement for care provided to non-resident clinical trial participants. 
· Enthusiasm and Opportunity: Despite operational challenges, there is strong enthusiasm among clinical teams to participate in research, and recent strategic initiatives have laid the groundwork for improvement.  The report contains an important survey of consultants to explore the steps that could be taken to improve their participation in leading oncology clinical trials. 

In response to these and other findings, the report makes several recommendations, grouped under eight themes. While the wider detail is available in appendix one, it can be summarised as follows:

1. Securing Regional Recognition and Support. 
· Establishing an oncology clinical trials steering group with representation from both health boards – this will report to the Regional Research, Innovation and Excellence Oversight and Delivery Group.
· Developing clear, regularly reviewed policies for patient access to trials across health board boundaries.
· Seeking investment to increase trial activity in Hywel Dda, including dedicated research staff and infrastructure.

2. Developing the workforce.  
· Building resilience and career development in both research and medical workforces.
· Recognising clinical trial activity in job planning and support cross-cover arrangements for consultants.
· Encouraging improved participation in schemes such as the National Institute for Health and Care Research Associate Principle Investigator programme.

3. Aligning support services.  
· Investing in pharmacy, radiology, and pathology to address current shortages and prepare for increased trial activity.
· Ensuring new facilities (such as aseptic units) open on time and are adequately staffed.
· Increasing collaboration between pharmacy staff across the region to improve resilience and share working practices.

4. Developing collaboration and information sharing agreements.  
· Reinstating joint meetings between research teams in both health boards.
· Establishing mechanisms for sharing best practice, resources, and information governance agreements.
· Promoting awareness of clinical trials among staff and patients.

5. Getting the necessary collaboration agreements in place.  
· Ensuring ongoing access to trials outside the region, including phase I trials at Velindre Cancer Centre and other UK sites.
· Reviewing long term and service level agreements to ensure reciprocal financial agreements that enable funding to follow the patient within the region.

6. Developing innovative clinical trial delivery models. 
· Exploring novel approaches such as virtual clinics, remote consent, and mobile services to overcome geographical barriers.
· Considering hub-and-spoke models and participant identification centres to streamline trial delivery.

7. Developing programme leadership.  
· Maintaining dedicated programme leadership and project management capacity to oversee implementation of recommendations.
· Tracking progress through a shared risk register and regular review meetings.

8. Aligning with national initiatives.  
· Connecting with other relevant projects and leaders in Wales for co-production and ensure regional representation.
· Aligning with national strategies and taskforces, such as the Less Survivable Cancers Taskforce and Moondance Cancer Initiatives.
· Maximising the investment secured through national investment schemes (such as Voluntary scheme for branded medicines Pricing, Access and Growth [VPAG]) designed to support increases in cancer research activity.

Some of the recommendations are relatively easy to implement, requiring minimal appraisal, as there is only one approach that can be taken, and the level of resource investment is minimal and can be covered within existing budgets (for example, convening a regional oncology research meeting twice a year). 

Other recommendations are considerably more complex, where several options are likely to be available and the selected option will have a significant influence on cost (such improving capacity within support areas or enhance research and development delivery staff within Hywel Dda).

For these reasons, the following three step approach will be taken to advance the report’s key proposals:

1. Confirm the content of the report and the broad shape of its recommendations, recognising that further refinement and appraisal will be required as the recommendations are implemented. This paper provides the basis for the confirmation, which has been considered by the Executive Medical Directors of both health boards and is now being taken through the governance arrangements of Hywel Dda and Swansea Bay. The paper and recommendations will also be considered by the Regional Joint Committee. Agreeing the broad shape of the recommendations does not mean that all will be implemented regardless of implications and costs. When health board requirements have been satisfied, the report will be submitted to the Welsh Government.

2. Continue and enhance the programme leadership arrangements and establish a clinical trial steering group. The past 12 months has resulted in significant momentum in the work to identify what needs to be done to improve patient access to oncology studies across south-west Wales. This has been in no small part due to having dedicated capacity in place, including clinical leadership, nursing, and project management input. This needs to be maintained for the extensive list of recommendations to be implemented in a timely manner. The addition of steering group for clinical trials, with full representation from both health boards, will facilitate rapid and efficient review of any oncology clinical trials that might open/are open in either health board. The costs for this are in the table below:

	Role
	Band 
	WTE
	Cost (per annum)
	Description/Justification from T+F group 

	Research coordinator
	B7
	0.2
	£12,454 
	Maintain momentum from the task and finish group
Act as liaison between the two health boards e.g. implementing hub and spoke models 

	Research Officer
	B5
	0.2
	£6,798

	Support research coordinator post in Hywel Dda 

	Admin support
	B4
	0.1
	£3,502
	Provide admin support for the team and the clinical trials steering group

	Clinical lead/chair 
	Consultant pay scale, mid point
	0.2
	£33,172
	Provide the oversight needed to maintain momentum 
To act as the liaison between the research teams and regional and national leadership/stakeholders



The total costs to continue the work would be £55,926. The responsibility for meeting the proposed costs would be shared equally between the research and development functions of both health boards, who will jointly apply to Welsh Government for funding to meet this commitment. There is a strong prospect of this being successful. If this is not the case, the research and development function in Swansea Bay will have to consider committing its own discretionary funding to ensure the minimum commitment level of £27,963 in 2026/27 can be met. 
This needs to be maintained and ideally increased with the appointment of a clinical fellow (who would report to the consultant oncologist leading the work), Provide support to the clinical lead and other members of the clinical trial steering group to achieve their aims Support for the education, clinical and administrative aspects of the implementation. This would be at a total cost of £31,324, again, split between the health board. This would support future planning and building future leaders.

3. Implement the remaining recommendations, subject to their appraisal, in line with the timeline proposed within the main report.  Where recommendations require new business cases, the same will be brought back through the decision making and governance arrangements of the health board in accordance with the proposed timeline. An immediate opportunity has presented to apply for VPAG national funding to support infrastructure and staffing requirements that would enable an increase in commercial clinical trial activity.  Both health boards have collaborated on a VPAG bid to fund principal radiographer time at the imaging suite of Institute of Life Science (ILS) 2 at Swansea University.

The progression of this work will showcase research and development work at a regional level, putting the patient at the centre, regardless of where they live. Should the status quo remain, inequity of access of clinical oncology trials will continue, which will impact on the ability of patients in west Wales to access new treatments which could improve outcomes or quality of life, as well as inform future standards of care. 

The main governance route for the work will be through the Regional Research, Innovation and Excellence Delivery and Oversight Group, which reports into the Regional Joint Committee. This will receive regular updates from the steering group as well as support the development and submission of bids for funding/business cases to take forward specific recommendations. 

4.  FINANCIAL IMPLICATIONS
There are opportunities to submit bids to Welsh Government for funding to take forward some of the recommendations of the report as and when business cases as required. The only immediate financial implication is the minimum commitment of £27,963 to support the continuation of the programme leadership arrangements. While it is likely this will be supported by Welsh Government funding, if consideration will be given to whether there is sufficient money within the research and development budget, which is supported by commercial income. 

5. RECOMMENDATION
Members are asked to:
· ACKNOWLEDGE the content of the overall report and recommendations;
· ENDORSE an application to Health and Care Research Wales for the funding required to support the continuation of clinical leadership time, nursing time and administrative support, and potentially increase this capacity through the appointment of a clinical research fellow;
ACKNOWLEDGE that should the bid be unsuccessful, the research and development function would be asked to consider funding the minimum commitment level of £27,963 for 2026-27 financial year, allowing continued momentum and time to identify the resources for the medium term; 
AGREE to the implementation of the programme of work documented within the report in line with the associated timelines and acknowledging that further work and appraisal will be required to translate some of the recommendations into fully worked through and implementable actions.




	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

	Clinical trials contribute to the quality of patient care and experience as they give patients the opportunity to feel they helping to support the development of future cancer care, as well as given them hope of more time or remission through treating their own health concerns. They can provide hope when all other options have been exhausted. 

	Financial Implications

	A bid will be made to HCRW for funding for the continued programme leadership, the two health boards will need to jointly fund as set out in the report. 

	Legal Implications (including equality and diversity assessment)

	There are no legal implications. 

	Staffing Implications

	Hywel Dda University Health Board does not have a delivery team for cancer clinical trials so there will be additional demand placed on the team based at Swansea Bay. In addition, the clinical and nursing workforce caring for patients in Swansea Bay will have additional patients if Hywel Dda patients are attending clinics as additional demand. 

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

	Clinical trials help shape the future of cancer services, testing new treatments which once approved, will expand the options available to clinical staff. In addition, increasing the patient pool from which potential trial patients can picked may in the longer term provide opportunities for more trials to be opened, some of which will be commercial in nature and provide income into the research and development function which will enable it to keep expanding its remit in this area

	Report History
	First report  

	Appendices
	Appendix one – Task and Finish Group Report (completed).
The following appendices are the report divided into sections for ease:
Appendix two – executive summary
Appendix three – main report
Appendix four – appendices
Appendix five – glossary of terms 
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