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Background
Welcome to the Swansea Bay UHB Annual R&D Report for financial year 2023/24. The purpose of this report is to reflect on the research and development activity which has been supported within the Health Board (HB) during the year and to showcase some of the examples of impact and potential impact arising from such studies. 
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. Our report also 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 HB.
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 Medical Directors 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 & Joint Clinical Research Facility (JCRF)) supported by a management and governance function. The teams comprise of 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 HB. Case study examples of each type of study are provided in this report to offer insight into the breadth and variety of activity.
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Image shows some of the R&D Department staff celebrating Red4Research
[bookmark: _Toc170207226]R&D VolumeThe UK Policy Framework for health and social care research (2017) defines the responsibilities of a Research Sponsor , whether the Sponsor is commercial or non-commercial as:
The sponsor is the individual, organisation or partnership that takes on overall responsibility for proportionate, effective arrangements being in place to set up, run and report a research project. All health and social care research has a sponsor. The sponsor is normally expected to be the employer of the chief investigator in the case of non-commercial research or the funder in the case of commercial research. The sponsor has overall responsibility for the research, including: 

a. identifying and addressing poorly designed or planned research and poor-quality research proposals, protocols or applications and ensuring that research proposals and protocols: 
· take into account systematic reviews of relevant existing research evidence and other relevant research in progress, 
· make appropriate use of patient, service user and public involvement and 
· are scientifically sound (e.g., through independent expert review60), safe, ethical, 
legal and feasible and remain so for the duration of the research, taking account of 
developments while the research is ongoing; 
b. satisfying itself that the investigators, research team and research sites are suitable 

ensuring that roles and responsibilities of the parties involved in the research and any delegation by the sponsor of its tasks are agreed and documented; 
d. ensuring adequate provision is made for insurance or indemnity to cover liabilities which may arise in relation to the design, management and conduct of the research project; and 
e. ensuring appropriate arrangements are made for making information about the research publicly available before it starts (unless a deferral is agreed by or on behalf of the research ethics committee); agreeing appropriate arrangements for making data and tissue accessible, with adequate consent and privacy safeguards, in a timely manner after it has finished; and ensuring arrangements for information about the findings of the research to be made available, including, where appropriate, to participants; 
f. ensuring that, where expected or required, the research has approval from a research ethics committee and any other relevant approval bodies before it begins; 
g. verifying that regulatory and practical arrangements are in place, before permitting the research to begin in a safe and timely manner; 
h. putting and keeping in place arrangements for adequate finance and management of the research project, including its competent risk management and data management; 
i. ensuring that effective procedures and arrangements are kept in place and adhered to for reporting (e.g., progress reports, safety reports) and for monitoring the research, including its conduct and the ongoing suitability of the approved proposal or protocol in light of adverse events or other developments. 


During 2023/24 there were 150 non-commercial portfolio open studies within the Health Board, recruiting 2377 patients & 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 23/24, identified the HB had 99 open and recruiting studies. There were 16 Health Board sponsored studies open to recruitment, 10 in follow up and 22 new Health Board sponsored studies undergoing regulatory approvals.
At the time of writing the HB has 15 Chief Investigators of Portfolio studies.
Non- portfolio studies data as at end of 23/24
Open to recruitment – 99
“
       

The Health and Social Care    Portfolio is a database of health and social care research studies currently being undertaken in Wales which meet specific eligibility criteria. It is expected that all eligible high-quality research that involves NHS patients or social care service users, and that is funded by Health and Care Research Wales and other eligible funders, will be included in the Portfolio.”

- Health and Social Care Portfolio – Eligibility Criteria – May 2017





Portfolio Studies Performance Data from HCRW as at end of 2023/24 (March 31st 2024): The current Key Indicator metric is: 
· C3/C4 Open – Percentage of Health and Care Research Wales Portfolio/ Commercially sponsored studies recruiting to time and to target at NHS organisations in Wales. Target is 100%
· C3/C4 Closed – Percentage of Health and Care Research Wales Portfolio/ Commercially sponsored studies recruiting to target at NHS organisations in Wales. Target is 100%
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	Managing Specialties of portfolio studies 2023/24
	Number of studies

	Cancer
	56

	Cardiovascular Disease
	15

	Reproductive health and childbirth
	14

	Neurological disorders
	8

	Dementias and neurodegeneration
	7

	Gastroenterology
	7

	Renal Disorders
	7

	Anaesthesia, Perioperative Medicine and Pain Management
	6

	Children
	6

	Stroke
	6

	Critical Care
	5

	Diabetes
	5

	Health Services Research
	5

	Mental health
	5

	Primary Care
	5

	Hepatology
	4

	Musculoskeletal disorders
	4

	Trauma and Emergency Care
	4

	Genetics
	3

	Infection
	3

	Surgery
	3

	Dermatology
	2

	Respiratory disorders
	2

	Ear, nose and throat
	1

	Metabolic and endocrine disorders
	1

	Oral and dental health
	1

	Public health
	1






[bookmark: _Toc170207227]Case Study Examples:
[bookmark: _Toc170207228]Prostate Cancer Research and Treatment Advances
Prostate cancer is the most common cancer in men. Over the last few years, Swansea Bay University Health Board, via its SWW Cancer Centre oncologists and cancer research delivery team   has been recognized as one of the top recruiters in the UK for the STAMPEDE (Systemic Therapy in Advancing or Metastatic Prostate Cancer: Evaluation of Drug Efficacy) trial, recruiting 283 patients overall. This trial has significantly influenced the current standard of care for managing prostate cancer patients and has extended their lives.“Taking part in the STAMPEDE trial in Swansea has been an entirely positive experience.  The staff are professional, friendly and make me feel they are interested in me as a person not just a patient resulting in a more comprehensive understanding of the effects of my treatment.”

- STAMPEDE Patient Quote

The management of prostate cancer has been profoundly transformed based on the findings of this trial. Key changes include:
· Addition of Docetaxel: The combination of docetaxel with hormone therapy resulted in a median overall survival benefit of 10 months compared to hormone therapy alone.
· Addition of Abiraterone Acetate: The combination of abiraterone acetate with hormone therapy showed a similar survival benefit, extending median overall survival by approximately 14 months. Abiraterone also showed benefits in high-risk non-metastatic patients.
· Radiotherapy: The trial established the important role of radiotherapy as part of the standard treatment for oligometastatic prostate cancer.
· Chemotherapy and Novel Hormonal Agents: The role of chemotherapy and novel hormonal agents in treating metastatic hormone-sensitive prostate cancer has been firmly established, leading to improved outcomes for these patients.
These advancements have significantly improved the prognosis and quality of life for prostate cancer patients, marking a new era in the management of this disease. This advancement is continuing with STAMPEDE 2 which is a platform trial investigating Stereotactic ablative body radiotherapy (SBAR), Prostate Specific Membrane Antigen – 177 Lutetium and the parp inhibitor Niraparib in metastatic hormone sensitive prostate cancer, which is currently in set-up at SBUHB. 


[bookmark: _Toc170207229]Breast Cancer and Proton Beam Therapy
The Health Board was also the 1st site in Wales to open the ‘Parable’ clinical trial, which seeks to assess the benefits of proton beam therapy in the management of breast cancer, targeting radiotherapy dose with more precision to avoid later complications to the heart. Dr Owen Nicholls, Consultant Clinical Oncologist, Principal Investigator (PI) of the Study within SBU said: “We know there is likely to be spillage of dose that hits the heart,” said Dr Nicholas. “For those patients, we want to see whether the heart dose can be reduced using protons versus the very best X-ray radiotherapy.
“It will not be open to all patients but to those who meet pre-specified trial criteria.
“Eligible patients will have cardiac risk factors, be that previous heart disease, high blood pressure or a high BMI. They may be at slightly higher risk of heart problems later in life due to radiotherapy.
“Younger patients with cardiac risk factors are the ones we believe may benefit the most and so are most likely to be eligible.”
Dr Nicholas said five patients in Swansea Bay have consented to take part in the trial. The intention is to recruit up to four more.
Like all participants, they will be randomised to receive either standard radiotherapy or PBT in The Christie NHS Foundation Trust in Manchester or University College London Hospitals NHS Foundation Trust.
There they will receive 15 treatments over three weeks. “Travel and accommodation will be covered,” said Dr Nicholas. “Health and Care Research Wales has funded a number of patients selected for PBT.”
Those selected for standard radiotherapy will receive it locally. However, like all PARABLE centres, Swansea offers tailored radiotherapy – the most modern and targeted radiotherapy available globally.
“Our radiotherapy is state-of-the-art,” said Dr Nicholas. “It is as good as it gets, and we needed to be at that level to be eligible for this trial.
“We've upped our game locally with our standard treatment. It’s something we are proud of here because I think we’re ahead of the curve. We really are ahead of the game.”
PARABLE is led by researchers at The University of Cambridge, The Institute of Cancer Research (ICR), London, and The Royal Marsden NHS Foundation Trust. It is sponsored by ICR and managed by the Cancer Research UK-funded ICR Clinical Trials and Statistics Unit (ICR-CTSU).
The trial is funded by a National Institute for Health and Care Research (NIHR) (Efficacy and Mechanism Evaluation programme NIHR131120) and Medical Research Council partnership.

[image: Image shows a group of clinicians standing in a radiotherapy treatment room]
Main image above shows, l-r: Dr Owen Nicholas, Consultant Clinical Oncologist; Victoria Morris, Research Radiographer; James Williams, Consultant Clinical Scientist (Radiotherapy Physics); Bethan Williams, Research Radiographer, Rebecca Slinger, Clinical Scientist (Radiotherapy Physics); and Joseph Snelling, advanced Radiotherapy Physics Technologist.

[bookmark: _Toc170207230]Breath testing for pancreatic cancer: the VAPOR1 study (Volatile organic compound assessment in pancreatic ductal adenocarcinoma)

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. 

For patients with non-specific symptoms, this test would help GPs to identify those patients that may indeed have an underlying pancreatic cancer, who would benefit from referral for specialised pancreatic cancer tests.

It is hoped that this will allow diagnosis of pancreatic cancer earlier, leading to more treatment choices for patients and improved survival from pancreatic cancer.
Swansea Bay UHB is the only Welsh site recruiting to this important study.
[image: ]
Team picture shows (l-r): Renee Pittard, Pancreaticobiliary Surgery Clinical Nurse Specialist; Melanie Allen, lead pancreaticobiliary Clinical Nurse Specialist; Lisa Jarvis, pancreaticobiliary surgery Clinical Nurse Specialist; Professor Bilal Al-Sarireh, Consultant Surgeon and VAPOR local principal investigator; Gemma Smith, Clinical Research Specialist nurse; and Jenny Travers, Clinical Research Officer.


[bookmark: _Toc170207231]Health Board Sponsored Case study examples:
As a research active University Health Board, SBU HB can take great pride in the work of our in-house clinicians who are progressing innovative research. In-house sponsored studies are those in which the research protocol has been led in-house, such studies may be large scale grant funded, small scale in-house funded or unfunded or commercial/academic collaborative studies and may be single centre or multi-centre. The Health Board, as a non-Commercial Sponsor is responsible to ensure the UK Policy responsibilities are met.
[bookmark: _Toc170207232]‘Colospect’: University and Commercial Collaboration to develop new biomarker to detect colorectal cancer – PI – Mr Greg Taylor, Co-CI - Prof Dean Harris – Sponsored by Swansea Bay UHB, funded by Cancer Research Wales
‘Bowel screening seeks to detect early-stage bowel cancers and the bowel polyps that can lead to cancers. Removal of these higher risk adenomatous polyps is considered to prevent cancer development. This is done through a colonoscopy procedure which requires bowel preparation and time off work. Rather than using colonoscopy itself as the screening tool, the UK bowel screening committees recommend a pre-screening test to determine the need for colonoscopy. This is a faecal based home test that detects human haemoglobin that can arise from cancers and some polyps. If the faecal immunochemical test (FIT) is above a certain threshold then a colonoscopy will follow. Studies show that the pooled sensitivity of FIT was 79% (95% confidence interval 0.69–0.86) for CRC and specificity 94% (95% CI, 0.92–0.95). FIT therefore has a known false negative rate (misses cancers and polyps) and false positive rate (FIT is positive but the colonoscopy is normal). FIT is known to miss at least 50% of high-risk adenomas. After a positive FIT, even at high detection thresholds, up to 30% of subsequent colonoscopies are normal and are potentially unnecessary.
Raman spectroscopy analysis of blood serum has shown good levels of accuracy for detecting colorectal cancer and adenomas in earlier work. The aim of this study is to assess the test performance of a Raman spectroscopy analysis routine in a FIT positive screening population.
Colospect recruits screening participants having colonoscopy from the screening assessment centres across Wales. It seeks to obtain 2,000 samples for analysis using a spectroscopy in vitro diagnostic device. Outcomes from colonoscopy (cancer/ adenoma/ normal findings) will be used to train and test a machine learning algorithm to allow calculation of the sensitivity and specificity of the device.

Impact
The addition of a cancer specific test such as Raman to the non-cancer specific FIT test would increase the pre-test probability of cancer/adenoma, which could reduce the missed cancer rate at time of colonoscopy (current post-colonoscopy colorectal cancer (PCCRC) rates are 8.6% in the English NHS), and assist with prioritization of screening colonoscopies at times of high demand.

Currently 650 participants have been recruited across Wales. 
Commercialisation opportunity
‘Colospect’ is just one of the portfolio of studies being led by Prof Dean Harris, Consultant Colorectal Surgeon and his academic colleague, Prof Peter Dunstan,, Chair of Physics within Swansea University Centre for NanoHealth, who are developing the technology and AI behind the raman test to detect bowel cancer early via their dedicated spin out company CanSense – if successfully commercialised, the test would have significant impact to transform service with an IP share attributed to the Health Board, for further investment into associated research.
https://cansenseltd.com/

[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 ‘innovative treatment approaches that encompass not just physical but also mental and social facets of recovery.’
Study conclusions ‘The study demonstrated successful recruitment, retention, and intervention adherence, indicating the feasibility of conducting a larger trial. Participant feedback was positive, endorsing satisfaction with the recruitment process, data collection, and the intervention. While the study was underpowered, findings are promising, showing improvements in some wellbeing measures.’
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Pictured, from left to right, Research Impact Officer Kelly Davies, Dr Zoe Fisher, Consultant Clinical Psychologist, Prof Andrew Kemp, Professor of Psychology, Research Assistant Alina Dray, Team Coordinator Suzanna Charles and Clinical Trial Coordinator Lowri Wilkie.
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[bookmark: _Toc170207234]Joint Clinical Research Facility  
A significant proportion of the hosted commercially sponsored clinical trials are run via our Joint Clinical Research Facility (JCRF). The JCRF was formed in 2012, as an expansion of the existing Trust’s Clinical Research Unit (CRU). Through European funds received to build the second phase of Swansea University’s Institute of Life Sciences (ILS2), the JCRF was a key strategic part of the funded infrastructure, since becoming a jointly operated Unit between the Health Board and Swansea university.
During the last year both the CRU and ILS 2 clinical research facilities have been busy with a number of clinical studies which include Diabetes, Neurology, Cardiology, Renal Medicine, gastroenterology and evaluation of new devices.   
The JCRF leads on 11 studies being the Chief Investigator site for 5 studies Neurology, (4 Multiple Sclerosis MS and 1 Biomarkers study), 4 in Diabetes, 1 in Cardiology, and 1 in Gastrointestinal disease.
There are 49 studies in progress, of these 21 are recruiting and 28 are in follow up, with a further 6 studies in final set up, due to open within the next month.  There are 726 patients participating in various clinical studies most of which involve novel medicines.  
The Swansea based Multiple Sclerosis team recently hosted an information day “Living Well with MS” at the Liberty Stadium. The event was attended by over 100 people and involved numerous talks on MS and improving self-management.  The day involved a significant research component, with talks on the latest research developments in MS and ongoing research studies in Swansea with the JCRF team.  Attendees were encouraged to sign up to the research register and the JCRF nurses discussed active studies with interested patients, with a number signing up to receive patient information sheets for current recruiting studies. 
The JCRF team are the top UK recruiting site in Novo Nordisk diabetes study Re-Imagine 2 and were co-authors on publication within the New England Journal Medicine 2023 summarises findings of a once weekly insulin study (Prof Steve Bain). 
This was the largest study of a new once-weekly insulin (icodec) in people with type 2 diabetes and showed it to be at least as good as the most commonly prescribed once daily insulin with an equivalent safety profile. Once licenced and launched in the UK (anticipated in 2025) this has the potential to radically reduce the burden of insulin administration in the community, with major savings in district nurse time.


[bookmark: _Toc170207235]Grant Awards and Finance
Funding to support research activity within the Health Board is met through Welsh Government delivery funding via a needs-based formula, which is performance managed via Health and Care Research Wales, this core funding covers mainly research staff costs including identified service support costs in running non-commercial research. Key other funding streams include income generated through running commercially hosted clinical trials and grant awards. The Health Board Joint Clinical Research Facility and Cancer research team rely heavily on the income generated from commercial trials to fund core staff and infrastructure. Enabling continuation of hosting commercial research is an essential aspect of securing a robust infrastructure to support research across the Health Board. 
During the past financial year, the Health Board closed three large Research for Patient and Public Benefit grants (RfPPB) in areas of Neurospychology (Dr Zoe Fisher), Colorectal surgery (Mr Greg Taylor) and Physiotherapy. (Prof Ceri Battle). Future grants are planned to build on the findings from these feasibility studies. 
Ongoing grants include a Health Research Grant to Dr Mark Davies, Consultant Oncologist for his research exploring Machine Learning to predict subclone evolution and response during chemotherapy and a Health and Care Research Wales Health Fellowship award to Prof Ceri Battle and a NIHR Healthcare Science Innovation Fellowship awarded to Dr Jonathan Howard within Rehab Engineering which focusses on co-designing personalised aids for individuals with chronic health condition to enhance health and wellbeing and address inequalities in healthcare provision. 
The HB R&D department also awarded some small-scale pathway grants to facilitate initial pilot studies in the areas of physiotherapy, diabetes, surgery and occupational therapy. Alongside being the lead on specific grants, the Health Board is often a collaborating partner on large scale research grants. Recent examples include research on the development of a new blood test to detect colorectal cancer, led by Prof Dean Harris and Prof Peter Dunstan (Swansea University) and their spin out company ‘CanSense’. The Health Board is a named collaborative partner on recently awarded NIHR i4i (£1.2M) and Innovate UK (0.5M) funding) to CanSense. The HB is also the lead funded partner of a MRC grant awarded to Prof Harris and colleagues in support of the Brasil study, which is exploring the use of raman spectroscopy to detect early signs of lung cancer.
Dr Sarah Gwynne is a co-applicant on large scale £1.9m NIHR funded ‘Piccos trial’. This highly complex and innovative study, led by Cardiff & Vale UHB is exploring “Pressurised IntraPeritoneal Aerosolised Chemotherapy (PIPAAC) in the management of cancers of the colon, ovary and stomach: a randomised controlled phase ll trial of efficacy in peritoneal metastases.


[bookmark: _Toc170207236]Future plans and opportunities
As we look forward to the next year, a key focus will be to launch a revised R&D Strategy within the Health Board, which builds on existing areas of research excellence, aligning Research and Innovation objectives to ensure RD&I features as a core cross-cutting theme to the Health Board annual performance plan and 10year vision. 
The Voluntary Scheme for Branded Medicines Pricing, Access and Growth (VPAG) scheme has been agreed by UK Government and will potentially bring an additional £30million funding into Wales in the next five years. The investment will be for both revenue and capital and is meant to increase the NHS capacity to deliver commercial clinical research capacity. Given Swansea Bay UHBs track record in this area, it is hoped that Health & Care Research Wales (who will administer the scheme) will target significant funds toward the SW Wales region.
Moving into supporting research on advanced therapies is a further opportunity and challenge for the Health Board. Over the next year, Dr Russell Banner will be hosting the development of a new Cancer Vaccine study V940 (mRNA-4157) led by Merck Sharpe and Dohme LLC (MSD) in the treatment of resectable locally advanced cutaneous squamous cell carcinoma (LA cSCC). V940 is a personalized cancer treatment, also referred to as individualized neoantigen therapy (INT), manufactured on demand (approximately 2-3 weeks manufacture time) for each patient. It is a novel mRNA-based individualized neoantigen therapy directed against patient-specific tumour neo-epitopes. The expectation is the development of ATMP technology will see an increase in such studies being offered to the Health Board research teams, requiring appropriate medicine management governance policies to assure compliance with ATMP regulation and oversight. A working group has been set up to take this policy work forward. 
Addressing the need for succession planning and developing a workforce equipped with research skills, the R&D department is pleased to be working in partnership with Swansea Medical School in launching clinical placements for year 2 medical students with our clinical research teams. Students will have the opportunity to elect to choose their placements within the research units, shadowing and observing the research nurse teams and Principal Investigators as they manage patients being treated within the context of a clinical trial, with all the associated considerations this brings to the patient care pathway. This new opportunity builds upon existing opportunities already offered by our JCRF to student nurses . The Department offers a two week placements for Health Board student nurses (3rd year) to gain an understanding of clinical research.
Finally, the R&D department is pleased to be re-introducing an ‘R&D Showcase day’ which provides an opportunity for staff engaged in research to highlight their work and share best practice. The R&D Day for 2024 is scheduled to take place on Sept 3rd in Morriston Education , Lecture Theatre.







[bookmark: _Toc170207237]Media Stories
	Date
	Link

	25/03/2024
	Award-winning support group is helping brain injury patients get their lives back on track

	13/03/2024
	Swansea Bay study aims to help pregnant smokers kick the habit

	22/01/2024
	Mum's the word as baby feeding trial attracts almost 200 volunteers

	05/01/2024
	Launch of hit new BBC One drama ‘Men Up’ shines light on how Welsh participants shaped life-saving research

	18/12/2023
	GP finger-prick blood test could transform bowel cancer diagnosis in Wales

	13/12/2023
	New research shows exercise can reduce the risk of stroke after menopause

	04/10/2023
	Five more Research Officers join growing list of Clinical Research Practitioners across Wales

	20/09/2023
	Swansea cancer centre first in Wales to take part in proton beam therapy trial

	31/08/2023
	Therapists contribute to clinical trial research into severed tendons

	29/06/2023
	Swansea research team plays major role in ground-breaking international stroke study	

	19/05/2023
	Celebrating the teams finding treatments and life-saving drugs of tomorrow

	27/04/2023
	Bowel Cancer Awareness Month 2023






[bookmark: _Toc170207238]Joint Study Review Committee (JSRC)

[bookmark: _Toc170207239]New studies
The Joint Study Review Committee (JSRC) review (approve, suggest amendments or reject) protocols for research.  This review process will focus on the methodological quality of protocols and is distinct from ethical review which is the responsibility of other bodies. These protocols will, normally:
· have, as investigators, staff of one or more of Swansea Bay University Health Board (SBU HB), Hywel Dda University Health Board (HDU HB) or Swansea University (SU) 

· involve, as participants, members of staff, students, patients (or human tissue) or members of the public;

· be carried out at premises of SBU HB, HDU HB or SU or in the locality, and

· not have been reviewed to a rigorous scientific standard elsewhere nor designed in accordance with the requirements for an SU degree programme unless deemed to be methodologically ‘high risk’ by SU authorities.
During 2023-24, the committee reviewed seven studies with the below approved. 
	Joint Study Review Committee (JSRC) Research projects peer reviewed and approved 2023/24

	JSRC approval date
	Study title and Investigators
	Sponsor

	Apr-23
	Prioritising colonoscopy (Moondance) - Professor Dean
Harris
	SBU HB

	Sep-23
	Mixed methods study to assess family members’ unmet needs in an Oncology setting - Dr Sing-Yu Moorcroft
	SBU HB

	Jan-24
	The influence of empathy difficulties following a Traumatic brain injury (TBI on the quality of couple relationships: a cross-sectional questionnaire survey - Dr Rodger Weddell/Dr Zoe Fisher
	SBU HB



[bookmark: _Toc170207240]Service Evaluation
The Joint Study Review Committee (JSRC) reviews and agrees which studies fulfil the criteria to be classified as service evaluation/development/audit or other ‘non-research’ studies (using Health Research Authority/NRES Guidance). 

An on-line decision tool aimed at assisting investigators categorise their proposed studies as research or non-research (i.e. audit, service evaluation or service development). This tool (which is based on the “Defining Research” table produced by the Research Ethics Service) can be found at:

http://www.hra-decisiontools.org.uk/research/

Investigators are asked three questions to which the available answers are ‘Yes’ or ‘No’.
1. Are participants in your study randomised to different groups?
2. Does your study protocol demand changing the treatment / services from accepted standards for any of the patients / service users involved?
3. Are your findings going to be generalisable?
If the answer to any one of these questions is ‘Yes’ then the study is deemed “research”.

The following projects were reviewed in 2023/24.
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	Projects reviewed as Service Evaluations

	Date
	Project Title & Contact
	JSRC decision

	April 2023
	CanSense-CRC: understanding acceptability of liquid biopsy blood testing for bowel cancer detection  - Professor Dean Harris
	The project is a peer-reviewed externally funded PPI piece of work that the team hope to conduct with non-patients (members of public).
Swansea University REC approval is currently in progress.
The UK Research Policy Framework states this project is outside of that remit as it is neither NHS nor social care and does not need a Sponsor.

	
	The curious incident of the lump in the child – how can we best detect and treat lipoblastomata? A ten-year case series and formulation of a cross-specialty management pathway. (WIP) - Mr Ali Jawad
	Case Study

	
	A benchmarking / service improvement project to assess how trauma informed the Caswell Clinic is currently from the views of both patients and staff - Dr Kim Liddiard
	Service Evaluation (SE)

	May 2023
	Evaluation of the impact of a digital video for educating patients with Atrial Fibrillation (AF) about their newly-prescribed Direct Oral Anticoagulant (DOAC) therapy – David Jackson
	Low risk, 'non-research'

	
	Advanced non-invasive respiratory support during retrieval or transfer of patients by a Critical Care Transfer Service: a service review - Dr David Rawlinson
	Service Evaluation

	June 2023
	The neurotrophic tyrosine kinase (NTRK) Evaluation - Dr Juan Peirano Bonomi
	Service Evaluation

	
	An Examination of MOHOST data held at the Caswell Clinic - Dr Kim Liddiard
	Service Evaluation

	
	Identification of advanced liver disease in people living with obesity undergoing bariatric surgery: A service development project - Professor Jeff Stephens
	Service Evaluation

	July 2023
	Trauma Risk Management (TRiM) Service Evaluation on a Burns Unit - Rebekah Baugh
	Service Evaluation

	
	Evaluating How Lymphoedema Patient Reported Outcome Measures are Used Within Clinical Practice - Karl Hocking
	Agreed as an Audit, encouraged to register as an audit on AMaT via service group lead.

	
	A service evaluation to explore staff feedback regarding Peer Review Meetings in the Caswell Clinic –Dr Lynwen Mallows
	Service Evaluation

	August 2023
	Description and evaluation of an intraoperative image guided Modification of Baumgartner’s technique to optimise and document the Tip-Apex Distance during Dynamic hip screw surgery (Literature review & technical note study) - Mr Mohammed Badrawy
	Agreed as a literature review.

	
	Pet Therapy Scheme in Older People's inpatient wards - Dr Kathy Williams and Alkiviadis Fasoulis
	Service Evaluation

	
	Paediatric diabetes service development: increasing patient confidence in independent download review and insulin regime changes - Dr Sian Foulkes
	Service Evaluation

	
	Effectiveness of Induction at Swansea Health Board - Dr Jossy Matthew
	Non-Research

	
	Cannabinoid Hyperemesis Syndrome in Emergency Department - Dr Suresh Kumar Gopala Pillai
	Service Improvement

	
	Motivation and Engagement Service Development Project - Tom Withey
	Service Improvement

	September 2023
	Audit for the use of a gene expression breast cancer panel using the Nanostring nCounter for Service delivery improvements - Tiffany Haddow
	Non-Research

	
	Development and validation of an artificial intelligence lymphoma diagnostic triage tool - Dr Gareth Leopold (Commercial collaboration)
	Non-research, to be directed to Corporate Governance.

	
	Effectiveness of an Antenatal Wellbeing Clinical: A Service Evaluation - Matt Lewis
	Service Evaluation. However, assurances are required that the ethics regarding a vulnerable patient group have been considered and mitigated.
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