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	This report is submitted to the Digital, Data, Research and Innovation (DDRI) Committee to provide an update on the work of the Research and Development (R&D) Governance Group.
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	The R&D Governance Group is the mechanism by which the health board oversees the management and delivery of the research and development function, scrutinising risk, sponsor issues, performance and progress as well as considering short, medium and long-term priorities.
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	Members are asked to:
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· ENDORSE the R&D finance policy at appendix one.



Research and Development (R&D) Governance Group Update

1. INTRODUCTION
To set out for the DDRI Committee the recent issues that the R&D Governance Group considered at its meetings on the 05 May 2026, and 04 August 2026.

2. BACKGROUND
The R&D Governance Group is a quarterly forum which:  
· Receives a current list of research activity within the health board, including details of expressions of interest and submitted grants.
· Considers partnership working arrangements with external stakeholders, such as Swansea University and Hywel Dda University Health Board.
· Receives performance information for ongoing studies, trials and publication.
· Reviews risks relating to research and development and ensure mitigating actions are in place.
· Monitors the research and development financial position including the position against the annual allocation from Health and Care Research Wales.
· Receives a highlight report on the activity of the Joint Clinical Research Facility (JCRF).
· Oversees and approves the research and development annual report.
· Oversees progress against the research and development strategy and NHS Wales Research and Development Delivery Framework.
· Considers any calls for funding, such as VPAG (Voluntary Scheme for Branded Medicines Pricing and Access), and endorse submissions as required.
· Receives and approves proposed changes to research related policy positions and new standard operating procedures.

3. GOVERNANCE AND RISK ISSUES
This report covers the meetings held on 05 May 2026, and 04 August 2026, during which the following areas were discussed:

(i) New Legislation
A verbal update was received on The Medicines for Human Use (Clinical Trials) (Amendment) Regulations 2025, which came into force on 28 April 2026.  The updates include:
· New terminology;
· New 100-day timeline for combined Medicines and Healthcare products Regulatory Agency/Research Ethics Committee (MHRA/REC) review.
· Trial Registration requirement.
· Informed Consent modernisation.
· Pharmacovigilance reporting updates.
· Good Clinical Practice (GCP) updated to reflect these.

The R&D Governance Group were asked to note these changes.

(ii) Research, Development and Innovation (RD&I) Strategy 
The Research, Development and Innovation (RD&I) Strategy sets out our ambitions across three key pillars: Culture, Support and Collaboration.

Following approval from Welsh Government, the Strategy has been updated from a one-year bridging strategy to a three-year strategic document, providing a longer-term framework for the delivery of our research and innovation objectives.

The R&D Governance Group approved the Strategy.

(iii) NHS Wales Healthcare Science Research & Innovation Strategy
A verbal update was received to introduce the Group to the national strategy outlined above, highlighting its key priorities and the overarching vision for healthcare science over the next five years.

(iv) R&D Standard Operating Procedures (SOPs)
In line with the amended Legislation, the R&D SOPs have been updated and were attached for the Group’s approval.  The updated SOPs include Sponsor level pharmacovigilance, the Consent process, Study set up and Archiving and Destruction.

The R&D Governance Group approved the updated SOPs.

(v) IP Policy 
This policy outlines how the health board will identify, manage, protect and commercialise intellectual property (‘IP’) generated through its activities.

The policy also outlines, responsibilities, ownership and management of IP and should be read alongside WHC/2026/004 Appendix 1 - Intellectual property (IP) guidance for National Health Service (NHS) Wales organisations.

The R&D Governance Group approved the IP Policy for use in SBU HB and will present the Policy to the Committee later in the year

(vi) Annual Report 2025-26
It was noted the annual report had been circulated in advance for comments and the R&D Governance Group approved the report at the meeting held on 04 August 2026.

(vii) Information Governance (IG) Audit Report 
An IG audit was undertaken in person on the morning of 16 June 2026 of the R&D teams based in the Institute of Life Sciences 2 (ILS2). Overall, the audit achieved a green rating, with four amber findings identified that require formal follow-up within six months.  Progress against the agreed actions will be monitored by the Group until all recommendations have been implemented and formally closed.

The report was shared for information, and Members were asked to note the report.

(viii) VPAG applications 
The Voluntary Scheme for Branded Medicines Pricing, Access and Growth (VPAG) 2024-2028 is an agreement between the Department of Health and the pharmaceutical industry designed to promote patient access to medicines; to strengthen, support and increase commercial research activity.

In Wales, the use of VPAG funding is subject to scrutiny through Welsh Government and the Association of British Pharmaceutical Industry (ABPI) governance arrangements 

The Health Board agreed to prioritise Oncology and has met regularly with Health and Care Research Wales (HCRW) to support this work.

Applications have also been submitted for:
1. R&D Facilitator post to work within the Joint Clinical Research Facility (JCRF); and 
2. Band 8a Pharmacist post to strengthen, support and increase commercial research activity.

Interim discussions with Welsh Government have been positive, and a VPAG Board meeting is expected shortly.

A further update will be provided at the next meeting.  


(ix) Welsh Government Annual Review Feedback 
The annual review focused on the submitted assessment against the implementation of the NHS Research and Development Framework.

A number of points were discussed, but it was agreed that the following would be taken forward:
1. Develop and implement a clear, action-focused communications plan.
2. SBUHB and HDUHB should jointly develop a plan to enable standard care funding to follow the patient within the Cancer Research Pathways Project.
3. Swansea Bay University Health Board and Swansea University to jointly establish a Clinical Academics Group with a clear purpose and focused programme of work.

(x) Performance Report
It was reported that all commercial studies are recruiting within target time scales.  

At the time of reporting to the 04 August 2026 Group meeting, there were 60 studies in set-up, with 81% rated green or amber against the 150-day set-up target.  And for studies already in set-up, performance remains below the national average, with some delays attributed to outsourced processes and the time required to receive external inputs.

The R&D Senior Management Team will review this at its next meeting and consider actions to address delays and improve performance.

(xi) R&D Finance Policy
The NHS R&D Finance Policy outlines the requirements and systems governing the costing, management, accountability, and distribution of all research-related funding and income within NHS organisations across Wales.

R&D teams must demonstrate and work with key stakeholders to ensure that funds are used appropriately and in line with study agreements and improve income recovery.

The R&D Governance Group approved the Policy at the meeting held on 04 August 2026.  The Policy is attached as Appendix 1 for the Committee’s endorsement.

(xii) Finance Update
It was reported that research activity continues to be closely monitored to provide assurance regarding income generation, resource allocation and financial sustainability across the R&D portfolio.

(xiii) Health and Care Research Wales Participant in Research Experience Survey (PRES)
The survey captures the experiences of patients and participants of research.  The results will be reviewed to identify opportunities for local improvement and to support the ongoing enhancement of participant experience across the Health Board.

(xiv) Annual Regional R& D Day 
The Annual Regional R&D Day will be held on 19 November 2026, at Pentre Awel, Llanelli.

4.  OPEN AUDIT RECOMMENDATIONS 
Not applicable.

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

6. RECOMMENDATION
Members are asked to:
· ACKNOWLEDGE the work that has been considered by the R&D Governance Group at its meetings held on 05 May 2026, and 04 August 2026
· ENDORSE the R&D finance policy at appendix one.

	Governance and Assurance

	Strategic Objectives

	Strategic Objectives
(please choose which is impacted)
	People of Swansea Bay live healthier, fairer and more prosperous lives
	☒
	
	Care is high quality, safe, efficient and delivers the best possible outcomes for people in partnerships  
	☒
	
	Care is delivered in partnership with our communities in safe and appropriate setting, supported by innovation
	☒
	
	The health board is a great place to work where staff feel valued and work together towards a common goal
	☒
	
	The health board is a resilient, sustainable and responsible organisation
	☒
	Health and Care Standards

	Standards (please choose which applies)
	Safe Care
	☒
	
	Timely Care
	☒
	
	Effective Care
	☒
	
	Efficient Care
	☒
	
	Equitable care
	☒
	
	Person-centred Care
	☒
	
	Staff and Resources
	☒
	Enablers (please choose which applies)
	Whole Systems Approach
	☒
	
	Leadership
	☒
	
	Workforce
	☒
	
	Culture
	☒
	
	Information 
	☒
	
	Learning, Improvement and Research
	☒
	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

	There are no financial implications. 

	Legal Implications (including equality and diversity assessment)

	There are no legal implications. 

	Staffing Implications

	There are no staffing implications. 

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

	All Health Board led studies are required to assess their impact in supporting the Well-bring of Future Generations Act (2015). 

	Report History

	Standing Agenda Item.

	Appendices

	Appendix One - Finance Policy.
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