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Executive Summary 
1. This paper presents the OUH Research and Development Governance and 

Performance Report for 2019-20. 

2. OUH is one of the largest and most productive research-active university hospital 
NHS Trusts nationally. Prior to the COVID-19 pandemic, OUH hosted over 2000 
active clinical research studies, many of which reflect the Trust’s partnership with 
the University of Oxford (OU).  

3. The strength of the OU-OUH partnership is evident from the scale and scope of the 
achievements of researchers funded by the NIHR Oxford BRC, and supported by 
Oxford’s local research infrastructure. The OU-OUH partnership underpinned 
Oxford’s research leadership in in many aspects of COVID-19, and enabled the 
extraordinary scale and pace at which this was set-up during the early stages of 
the pandemic. 

4. Research features prominently in OUH’s strategy for 2020-25, as part of the World-
Class Impact strategic theme, through which OUH can continue its global impact in 
improving health and care. OUH R&D teams will consult closely with colleagues 
from across OUH and its local partners to develop a delivery plan for research. 

5. The OUH local research partnerships were strengthened by the re-designation for 
2020-25 of the Oxford Academic Health Partners, one of 8 Academic Health 
Science Centres (AHSCs) designated nationally, which will facilitate closer 
partnership working across the two Universities and the two NHS Trusts in Oxford, 
under a new Joint Working Agreement. 

 

Recommendation 

6. The Trust Board is asked to  

• Receive this report and note the content.  
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Research & Development Governance and Performance Report 
2019/20 

1. Introduction 

Structure and Organisation 

1.1. Research and Development (R&D) is part of the Corporate Division of 
Oxford University Hospitals NHS Foundation Trust (OUH), reporting 
via the Director of R&D to the Trust’s Chief Medical Officer. 

1.2. Within R&D there are specialist teams responsible for Governance, IP 
and contracts, Finance and BRC management. The reporting and 
accountability lines presented in Figure 1 incorporate changes for the 
R&D Governance team that came into effect in July 2019, bringing it in 
line with the other R&D teams. 

Figure 1. OUH R&D Organogram 
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1.3. In addition to this annual report to the Trust Board, R&D provides 
formal reports to the following committees and boards: 

• Joint R&D Committee (JR&DC)   4 times/year 

• Trust Management Executive (TME)  3 times/year 

• Strategic Partnership Board (SPB)  3 times/year 
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1.4. Two of these (the JR&DC and SPB) are joint committees/boards 
between OUH and the University of Oxford (OU). The Trust’s 
longstanding partnership with the University is fundamental to the 
delivery of high-quality research at the Trust. The University benefits 
from access to the Trust’s patients and data to further its research, 
meanwhile the Trust’s patients and staff benefit from the contributions 
of world-leading academic clinicians and the advances in diagnosis 
and treatment that stem from world-leading research. However, the 
organisations’ different priorities, processes and systems mean that 
maintaining and developing these opportunities requires careful and 
active management. 

The Joint Research Office 

1.5. The OUH R&D teams are part of the Joint Research Office (JRO), a 
partnership with the University of Oxford established in 2011 to help 
deliver medical research in Oxford by improving communication and 
streamlining processes through shared knowledge and expertise 
between the University and the Trust. There are currently around 110 
staff in the JRO, divided roughly 60:40 between the Trust’s R&D teams 
and University teams. The JRO’s Co-leads (one for the Trust and one 
for the University) meet regularly with the Heads of the seven JRO 
teams to oversee and develop this important relationship. Around half 
of the interventional clinical trials sponsored by the University are 
hosted by the Trust and this same group represents around 20% of all 
the trials hosted by the Trust, making the University the largest single 
sponsor of studies being carried out in the Trust. The combined efforts 
of the JRO’s teams also play a critical role in underpinning the 
continued success of the NIHR Oxford Biomedical Research Centre 
(see Section 2). 

1.6. Further information about the activities of the JRO is provided in 
Section 8 of this report. 

2. NIHR Biomedical Research Centre 
2.1. The NIHR Oxford BRC, now in the fourth year of its third five-year 

cycle, has continued to be highly productive. The 20 BRC Themes 
have produced 962 peer-reviewed publications in peer reviewed 
journals during 2019-20, including papers in Nature, Nature Genetics, 
The Lancet, BMJ and New England Journal of Medicine. 

2.2. The Oxford BRC includes 18 NIHR Senior Investigators, 20 NIHR 
Emeritus Senior Investigators, 213 NIHR Investigators 
funded/supported by the BRC, 300 NIHR Associates and 20 NIHR 
Academy Members with specific BRC funding. 
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2.3. During 2019/20 the BRC attracted more than £220 million of external 
funding, representing a leverage ratio of nearly 9-fold. This includes 
almost £64 million from industry. 

Mid-term review  

2.4. In November 2019, the Oxford BRC held a successful scientific mid-
term review at St Catherine’s College. The aim was to assess 
progress made so far by the BRC’s 20 themes and four clusters in this 
round of NIHR funding (2017-22), in order to shape Oxford’s bid for 
BRC4 funding. The meeting was attended by senior representatives 
from OUH, Oxford Health BRC, Oxford AHSN and Brookes 
University’s Oxford Institute of Nursing, Midwifery and Allied Health 
Research, demonstrating the good collaboration between the 
healthcare research institutions in Oxford. The meeting was chaired by 
Prof Jonathan Knowles, Professor of Personalised Medicine at the 
University of Helsinki and a Visiting Professor at the University of 
Oxford; the Scientific Advisory Board consisted of Prof David Adams of 
the University of Birmingham and Prof Paul Stewart of the University of 
Leeds. Dr Evanthia Kalpazidou Schmidt of Aarhus University acted as 
an observer with particular focus on diversity. The mid-term review 
panel was impressed with the breadth and depth of research in 
Oxford. Describing themselves as ‘critical friends’, they provided 
constructive feedback regarding strategy and the scientific focus for 
each Theme. 

Covid-19 Clinical Research 

2.5. The Oxford BRC has been at the forefront of Oxford’s World-leading 
contributions to addressing the COVID-19 pandemic. OUH’s well-
established research partnerships, incorporating capabilities from 
discovery science to clinical translation, were able to respond with 
unprecedented scale and scope in early 2019, that has already lead to 
major impact. Examples include: 

2.5.1. An OUH patient with COVID-19 was the first to be recruited to a 
new clinical trial to test the effects of potential drug treatments for 
those with the virus. The RECOVERY trial (Randomised Evaluation 
of COVid-19 thERapY), the largest of its kind in the world to test 
‘real world’ treatments for COVID-19. The Chief Investigator for 
the trial is Prof Peter Horby of the Nuffield Department of 
Medicine, and Deputy Chief Investigator is Prof Martin Landray of 
the Nuffield Department of Population Health, OUH Honorary 
Consultant Cardiologist and the Oxford BRC’s Theme Lead for 
Clinical Informatics and Big Data. By August 2020, more than 
12,400 patients had been recruited to the trial across 176 NHS 

https://www.recoverytrial.net/
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hospitals. The trial identified dexamethasone, a cheap and widely 
available steroid, as an effective treatment, cutting the risk of 
death by a third for patients on ventilators, and by a fifth for those 
on oxygen. The trial also found that there was no clinical benefit 
from using the drugs hydroxychloroquine or lopinavir-ritonavir in 
hospitalised COVID-19 patients. Other treatments being tested by 
the RECOVERY trial are azithromycin, a commonly used 
antibiotic, tocilizumab, an anti-inflammatory treatment, and 
convalescent plasma collected from donors who have recovered 
from COVID-19. The trial has announced it will evaluate the 
potential benefits of an anti-viral antibody cocktail, REGN-COV2, 
developed by the pharmaceuticals company Regeneron to tackle 
the virus. It is the first specifically designed COVID-19 therapy 
being evaluated by RECOVERY. 

2.5.2. University of Oxford researchers started work on developing a 
COVID-19 vaccine in January 2020, soon after reports of the virus 
started to emerge, and, having experience of other coronaviruses, 
quickly identified a vaccine candidate. The Oxford BRC provided 
essential funding to get the trial up and running. Three members 
of the Oxford BRC’s Vaccines Theme are leading the trial: Prof 
Sarah Gilbert and Prof Adrian Hill of the University of Oxford’s 
Jenner Institute and Prof Andrew Pollard of the University’s Oxford 
Vaccine Group. Recruitment and screening of volunteers began in 
March ahead of the start of the phase I testing of the vaccine in 
humans in April. Half the 1,110 volunteers were given the new 
ChAdOx1 nCoV-19 vaccine, which is based on an adenovirus 
vaccine vector, and the other half a widely available meningitis 
vaccine. Phases II and III of the vaccine trial, which aim to recruit 
up to 10,260 people, began in May: phase II involves expanding 
the age range of people the vaccine is assessed in, to include a 
small number of older adults and children; phase III will assess 
how the vaccine works in a large number of people over the age of 
18. The first findings from the trial, published in the Lancet in July, 
indicated no safety concerns and that the vaccine induces a 
strong immune response. 

Under an agreement signed in April, AstraZeneca is responsible 
for the development and worldwide manufacturing and distribution 
of the vaccine. Late-stage clinical trials are taking place in Brazil 
and South Africa, while trials are also planned for Japan and 
Russia. A new arm of the trial was launched in the US in early 
September. 

https://oxfordbrc.nihr.ac.uk/oxford-covid-19-vaccine-to-begin-phase-ii-iii-human-trials/
https://oxfordbrc.nihr.ac.uk/oxford-coronavirus-vaccine-produces-strong-immune-response-study-finds/
https://oxfordbrc.nihr.ac.uk/oxford-coronavirus-vaccine-produces-strong-immune-response-study-finds/
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2.5.3. A study at OUH based on a comprehensive staff testing 
programme has revealed the different levels of risk faced by 
healthcare workers dealing with the COVID-19 pandemic. In a 
major collaboration with BRC-supported researchers, almost 
10,000 staff were tested both for presence of the virus responsible 
for COVID-19 and antibodies to the virus. In combination these 
tests give an accurate view of who has had coronavirus infection 
to date in the OUH workforce. This study was the first to 
comprehensively investigate all staff groups across an institution, 
and combined data from both symptomatic and asymptomatic staff 
testing programmes. Based on the findings of the testing, OUH 
was able to implement an infection prevention and control plan to 
limit transmission of the virus. 

2.5.4. The Oxford BRC’s Co-theme Lead for Antimicrobial Resistance 
and Modernising Microbiology, Prof Sarah Walker, is the Chief 
Investigator for a major government study to track COVID-19 in 
the general population. Some 20,000 households across England 
have been contacted to take part in the first part of the study, 
which aims to help improve understanding around the rate of 
infection and how many people are likely to have developed 
antibodies to the virus. The selected participants form a 
representative sample of the entire UK population by age and 
geography.  

2.5.5. In the early stages of the pandemic, the Oxford BRC released 
money initially earmarked for cluster projects to fund a number of 
new research projects to address different aspects of COVID-19. 
These included: 

• The ATOMIC2 trial, which is being led by Dr Tim Hinks from the BRC’s 
Respiratory Theme, is enrolling 800 people who have been assessed 
at hospital with COVID-19 but considered well enough to be cared for 
at home. Half receive the commonly used antibiotic Azithromycin for 
two weeks, while the rest will get regular care. The trial is being run 
across several sites in the UK. The first participant in the trial was 
recruited at Oxford’s John Radcliffe Hospital. ATOMIC2 complements 
two other national trials – RECOVERY and PRINCIPLE – which are 
testing Azithromycin in different categories of patients. 

• Prof Peter Watkinson of the BRC’s Technology Theme and Prof Julia 
Hippisley- Cox of the Department of Primary Care Health Sciences 
carried out a project to match national patient databases to 
understand whether drugs commonly taken for chronic conditions 
exacerbated or reduced the severity of COVID-19.  The project led to 
the development by Prof Hippisley-Cox of a data-driven risk 

https://oxfordbrc.nihr.ac.uk/varying-risk-of-covid-19-to-health-workers-revealed/
https://oxfordbrc.nihr.ac.uk/varying-risk-of-covid-19-to-health-workers-revealed/
https://oxfordbrc.nihr.ac.uk/large-scale-covid-19-infection-and-antibody-test-study-launched/
https://oxfordbrc.nihr.ac.uk/large-scale-covid-19-infection-and-antibody-test-study-launched/
https://oxfordbrc.nihr.ac.uk/brc-funds-new-covid-19-research-projects/
https://oxfordbrc.nihr.ac.uk/brc-funds-new-covid-19-research-projects/
https://oxfordbrc.nihr.ac.uk/first-patient-recruited-for-key-drug-treatment-trial/
https://oxfordbrc.nihr.ac.uk/oxford-leads-development-of-risk-prediction-model-for-smarter-covid-19-shielding-advice/
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prediction model that allows  a more sophisticated approach to 
identifying and managing those most at risk of infection and more 
serious COVID-19 disease.  

• The BRC Imaging Theme is conducting a study using Oxford’s state-
of-the-art facilities to assess the long-term effects of COVID-19 
infection on internal organs – not just lungs, but also the heart, liver, 
kidney and brain. This C-MORE study will feed into a major national 
research study, PHOSP-COVID, given urgent public health research 
status by the DHSC. Around 10,000 patients are expected to take part 
in the study led by the NIHR Leicester BRC, making it one of the 
largest comprehensive studies in the world to understand and improve 
the health of survivors after hospitalisation from COVID-19. 

• Several BRC-supported haematology and immunology researchers, 
led by Dr Nikki Curry and Prof Paresh Vyas, are evaluating the blood 
cell-related biomarkers that predict adverse outcome in COVID-19 
infection. One study has found that patients with severe COVID-19 
respiratory failure have very low levels of iron, compared to those with 
less severe disease.  

• Prof Paul Klenerman, of the BRC’s Gastroenterology and Mucosal 
Immunity Theme is leading a high-throughput assay to detect 
neutralising antibodies to SARS-CoV-2 as a measure of immune 
protection and efficacy for convalescent plasma therapy. 

2.6. National research led from Oxford has found that  
an immunological assay commonly used to measure antibodies, 
antigens and proteins in biological samples can be specifically adapted 
to detect and quantifying COVID-19 antibodies. The research by the 
National COVID Testing Scientific Advisory Panel is coordinated by 
Prof Derrick Crook, the BRC’s Theme Lead for Antimicrobial 
Resistance and Modernising Microbiology. The team found that an 
enzyme-linked immunosorbent assay (ELISA) could be calibrated to 
be specific for detecting and quantifying SARS-CoV-2 (COVID-19) IgM 
and IgG immunoglobulin, and was highly sensitive for IgG 
immunoglobulin from 10 days following the onset of symptoms. 

2.7. Wearable technology developed by Oxford BRC-supported biomedical 
engineers and medical researchers has been used on the COVID-19 
isolation ward at the John Radcliffe Hospital to monitor patients’ vital 
signs. The BRC’s Technology and Digital Health theme, led by Profs 
Peter Watkinson and Lionel Tarassenko, had already been developing 
and testing the concept of a virtual High-Dependency Unit (vHDU). 
The aims of this approach are to reduce the burden on nursing staff to 
improve early detection when a patient’s vital signs become abnormal. 

https://oxfordbrc.nihr.ac.uk/oxford-leads-development-of-risk-prediction-model-for-smarter-covid-19-shielding-advice/
https://oxfordbrc.nihr.ac.uk/new-national-study-into-the-long-term-health-impacts-of-covid-19/
https://oxfordbrc.nihr.ac.uk/new-national-study-into-the-long-term-health-impacts-of-covid-19/
https://oxfordbrc.nihr.ac.uk/serum-iron-may-be-useful-biomarker-to-identify-covid-19-disease-severity/
https://oxfordbrc.nihr.ac.uk/serum-iron-may-be-useful-biomarker-to-identify-covid-19-disease-severity/
https://oxfordbrc.nihr.ac.uk/common-antibody-test-can-be-adapted-for-covid-19-study-finds/
https://oxfordbrc.nihr.ac.uk/common-antibody-test-can-be-adapted-for-covid-19-study-finds/
https://oxfordbrc.nihr.ac.uk/new-wearable-technology-used-to-monitor-covid-19-patients/
https://oxfordbrc.nihr.ac.uk/new-wearable-technology-used-to-monitor-covid-19-patients/
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2.8. Professor Trisha Greenhalgh, the Oxford BRC’s Theme Lead for 
Partnerships for Health, Wealth and Innovation, received significant 
government funding for a new study to support general practitioners to 
deliver effective remote care to their patients during the COVID-19 
pandemic. Prof Greenhalgh was awarded £750,000 from the 
Economic and Social Research Council (ESRC) for a new study 
entitled ‘Remote-by-Default Care in the COVID-19 Pandemic’. The 
study aims to address the technological tools that GP surgeries use to 
interact with patients; the organisational and wider infrastructure 
changes that might be required to scale up and deliver better remote 
care; and what insights can we glean from this time of crisis that will 
help build a more resilient NHS. The finding followed an article by Prof 
Greenhalgh in the BMJ outlining the guiding principles on how GPs 
should conduct remote consultations with patients who are suspected 
of having COVID-19. Prof Greenhalgh was also a prominent early 
advocate of people wearing face masks. 

2.9. Oxford researchers are working with clinical collaborators from NHS 
hospitals, including OUH, to test a drug that could raise oxygen levels 
in the blood in COVID-19 patients in order to improve their chances of 
recovery. The trial, funded by the medical research charity LifeArc, is 
led by Prof Peter Robbins, the Oxford BRC’s Co-theme Lead for 
Respiratory Medicine. The drug being tested is almitrine bismesylate, 
which is known to increase oxygen levels in patients with acute 
respiratory distress syndrome. 

2.10. An international study investigating the impact of the COVID-19 
pandemic on sleep and daily rhythms in adults has been launched. 
The UK arm of the International COVID-19 Sleep Study (ICOSS) is led 
by Professor Colin Espie of the Nuffield Department of Clinical 
Neurosciences and is supported by the Oxford BRC. The study will 
look at changes in sleep quality in relation to social confinement such 
as a national lockdown or self-isolation, risk of exposure to the virus, 
and psychological symptoms such as anxiety, depression and post-
traumatic stress. 

BRC Research Successes and Media 

2.11. Whilst COVID-19 has attracted most attention in early 2020, the 2019-
20 year saw a large number of other research advances, for example: 

2.11.1. In March 2020, the new Wolfson Centre for the Prevention of 
Stroke and Dementia (CPSD) was officially opened. It is based in 
the new Wolfson Building at the John Radcliffe Hospital. The new 
centre is the only purpose-built clinical research centre looking 
specifically at stroke and dementia in the UK, and will house an 

https://oxfordbrc.nihr.ac.uk/brc-theme-lead-to-study-remote-by-default-care-in-covid-19-pandemic/
https://oxfordbrc.nihr.ac.uk/brc-theme-lead-to-study-remote-by-default-care-in-covid-19-pandemic/
https://www.bmj.com/content/368/bmj.m1182
https://www.bmj.com/content/368/bmj.m1182
https://www.fast.ai/2020/04/13/masks-summary/
https://oxfordbrc.nihr.ac.uk/drug-trial-could-lead-to-enhanced-respiratory-care-for-covid-19-patients/
https://oxfordbrc.nihr.ac.uk/study-explores-effects-of-covid-19-on-sleep/
https://oxfordbrc.nihr.ac.uk/study-explores-effects-of-covid-19-on-sleep/
https://oxfordbrc.nihr.ac.uk/new-stroke-research-centre-opens-in-oxford/
https://oxfordbrc.nihr.ac.uk/new-stroke-research-centre-opens-in-oxford/
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estimated 25% of all the UK’s active stroke researchers, many of 
whom are funded by the Oxford BRC. 

2.11.2. Deaths from stroke in England halved between 2001 and 2010, 
thanks to improved treatment, a study by Oxford BRC-funded 
researchers has found. The study by the University of Oxford’s 
Nuffield Department of Population Health, published in the BMJ, 
looked at the hospital and mortality records of almost 800,000 
people and found that stroke mortality rates decreased by 55 per 
cent, while the overall number of strokes fell by 20 per cent, and 
the number of people who died from stroke decreased by 40 per 
cent. However, the researchers warned that there had been an 
increase in the number of people under the age of 55 who had 
had strokes, an increase they attributed to higher obesity and 
diabetes rates in younger people.  

2.11.3. The results of a first-in-human clinical trial of gene therapy to treat 
a common cause of genetic blindness have shown partial reversal 
of sight loss in some patients. X-linked retinitis pigmentosa is the 
most common cause of blindness in young people and until now 
there has been no treatment. The international trial is led by the 
Oxford BRC’s Theme Lead for Surgical Innovation, Prof Robert 
MacLaren. 

2.11.4. OUH became one of just three NHS trusts to offer a pioneering 
new gene therapy treatment for the rare inherited retinal disorder 
Leber’s Congenital Amaurosis (LCA), for which no treatment had 
previously been available. The first such procedure at the Oxford 
Eye Hospital, which was featured on the national BBC TV news, 
was carried out in February 2020 by Prof MacLaren. The new 
treatment - voretigene neparvovec, also known by its commercial 
name Luxturna – was approved by the NICE and made available 
to patients after NHS England reached an agreement with 
manufacturer Novartis to fund the drug.  

2.11.5. Oxford researchers have discovered the specific gene mutations 
that are required for the development of leukaemia in children with 
Down’s syndrome. Three per cent of all children with Down’s 
syndrome go on to develop myeloid leukaemia, and while some of 
the genetic causes of this have been previously established, this is 
the first study  to identify a wide range of mutations and how they 
functionally interact to lead to leukaemia. The British Society for 
Haematology has already introduced new national 
guidelines recommending that all babies born with Down’s 
syndrome should have a new genetic test to detect signs of the 
pre-leukaemic condition. The test was developed by Prof Paresh 

https://oxfordbrc.nihr.ac.uk/stroke-deaths-in-england-halved-in-ten-years-study-finds/
https://oxfordbrc.nihr.ac.uk/gene-therapy-shows-promise-in-tackling-common-cause-of-childhood-blindness/
https://oxfordbrc.nihr.ac.uk/gene-therapy-shows-promise-in-tackling-common-cause-of-childhood-blindness/
https://www.ouh.nhs.uk/news/article.aspx?id=1182
https://www.bbc.co.uk/news/health-51533922
https://oxfordbrc.nihr.ac.uk/study-discovers-genetic-changes-linked-to-leukaemia-in-children-with-downs-syndrome/
https://oxfordbrc.nihr.ac.uk/study-discovers-genetic-changes-linked-to-leukaemia-in-children-with-downs-syndrome/
https://oxfordbrc.nihr.ac.uk/study-discovers-genetic-changes-linked-to-leukaemia-in-children-with-downs-syndrome/
https://oxfordbrc.nihr.ac.uk/all-newborns-with-down-syndrome-to-get-leukaemia-test-under-new-guidelines/
https://oxfordbrc.nihr.ac.uk/all-newborns-with-down-syndrome-to-get-leukaemia-test-under-new-guidelines/
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Vyas, who heads the BRC’s Haematology Theme, and Prof Irene 
Roberts, of the University’s Department of Paediatrics. 

2.11.6. Oxford BRC-supported researchers have provided fresh insights 
into how some people with chronic hepatitis B (CHB) can be 
cleared of the disease, as part of a national initiative to better use 
routinely-collected NHS patient data to tackle emerging health 
issues. It is hoped that the research could lead to a better 
understanding of the immunology of the virus and help lead to 
improved monitoring and treatment of patients. It is the first study 
on CHB under the auspices of the NIHR Health Informatics 
Collaborative (HIC). 

2.11.7. New research supported by the BRC has conclusively found that 
long-term exposure to high blood pressure substantially increases 
the risk of heart valve disease. The study, published in the JAMA 
Cardiology journal, was based on UK Biobank data on half a 
million men and women in the UK. The authors say the findings 
should have significant implications for clinical practice guidelines 
and health management. 

2.11.8. Oxford researchers have found that more than 18 percent of over-
60s have chronic kidney disease (CKD), around 44 percent of 
whom are undiagnosed without screening. CKD is a potentially 
serious condition, but is associated with few, if any, symptoms. 
Early diagnosis is important since interventions such as controlling 
blood pressure and other risk factors can slow the progression of 
the disease. The findings, published in the British Journal of 
General Practice, came from the Oxford Renal Longitudinal 
Cohort Study (OxRen), a long-term population-based study by the 
Nuffield Department of Primary Care Health Science, supported 
by the Oxford BRC. 

2.11.9. A simple test carried out on a smartphone can help to accurately 
predict future change in people in the early stages of Parkinson’s, 
helping to determine the support they may need. The study, 
supported by the Oxford BRC, has the potential to foster a more 
personalised approach to the treatment of Parkinson’s and allow 
clinicians to target interventions to those individuals most likely to 
benefit. 

2.11.10. Around 60 OUH patients have taken part in a study to look at 
how wearable and mobile devices can help us to understand the 
relationship between stress and the symptoms of Crohn’s disease. 
The research is part of a larger US-based study that uses devices 
such as smart watches, smart rings and smart phones to track 

https://oxfordbrc.nihr.ac.uk/clinical-data-project-leads-to-potential-advance-in-understanding-of-chronic-hepatitis-b/
https://oxfordbrc.nihr.ac.uk/clinical-data-project-leads-to-potential-advance-in-understanding-of-chronic-hepatitis-b/
https://oxfordbrc.nihr.ac.uk/research-suggests-high-blood-pressure-is-major-cause-of-heart-valve-disease/
https://oxfordbrc.nihr.ac.uk/research-suggests-high-blood-pressure-is-major-cause-of-heart-valve-disease/
https://jamanetwork.com/journals/jamacardiology/fullarticle/2737872?guestAccessKey=bb1acfca-2e16-424b-9ed4-8d7f39dffcfa&utm_source=For_The_Media&utm_medium=referral&utm_campaign=ftm_links&utm_content=tfl&utm_term=071019
https://jamanetwork.com/journals/jamacardiology/fullarticle/2737872?guestAccessKey=bb1acfca-2e16-424b-9ed4-8d7f39dffcfa&utm_source=For_The_Media&utm_medium=referral&utm_campaign=ftm_links&utm_content=tfl&utm_term=071019
https://oxfordbrc.nihr.ac.uk/almost-half-of-chronic-kidney-disease-is-unrecognised/
https://oxfordbrc.nihr.ac.uk/almost-half-of-chronic-kidney-disease-is-unrecognised/
https://oxfordbrc.nihr.ac.uk/smartphone-test-predicts-how-symptoms-develop-in-parkinsons/
https://oxfordbrc.nihr.ac.uk/smartphone-test-predicts-how-symptoms-develop-in-parkinsons/
https://oxfordbrc.nihr.ac.uk/oxford-patients-take-part-in-study-to-understand-role-of-stress-in-managing-crohns-disease/
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physiological stress signals and correlate these measurements 
against the symptoms and stress questionnaires that patients 
record themselves. 

2.11.11. There was a 29% reduction in the total amount of sugar sold in 
soft drinks in the UK between 2015 and 2018, even though overall 
sales increased, according to BRC-supported research. The 
research, published in BMC Medicine, shows that individual soft 
drink companies are making a sizeable contribution to sugar 
reduction, with eight out of the top 10 companies reducing the 
sugar content of their products by 15% or more. The researchers 
say that government action like the Soft Drinks Industry Levy 
(SDIL), combined with changes in marketing practices on the part 
of the soft drinks industry, and greater awareness of the harms 
caused by sugary drinks amongst consumers has contributed to 
the reduction. 

2.11.12. New BRC-funded research from the Nuffield Department of 
Orthopaedics, Rheumatology and Musculoskeletal Sciences 
(NDORMS) has shown that platelet rich plasma (PRP) is not 
effective in treating acute Achilles tendon ruptures. With PRP 
therapy, a concentrate of the patient’s own blood containing high 
levels of platelets and growth factors, is injected into the Achilles 
injury site. After promising signs from laboratory research that 
PRP could improve healing, it has grown in popularity, especially 
among high-profile athletes. However, the multi-centre 
randomised placebo-controlled trial found no evidence that PRP 
injections improved muscle-tendon function or the patients’ quality 
of life after this injury. 

2.11.13. University of Oxford researchers at the John Radcliffe Hospital 
have begun a clinical trial to assess whether the drug sildenafil, 
more commonly known by its commercial name Viagra, can 
reduce damage to small blood vessels in the brain and so prevent 
strokes. Chronic damage to small blood vessels deep in the brain 
is responsible for up to a third of strokes and around 40 percent of 
dementia. 

2.11.14. A smartphone application for women with gestational diabetes, 
developed at Oxford University Hospitals (OUH) and the 
University of Oxford, has won a national award. GDm-Health won 
the MedTech, Device or Hardware Innovation Award at the HSJ 
Partnership Awards on Thursday (27th February). The app was 
developed initially as a ‘proof-of-concept’ collaboration between 
OUH’s Women’s Centre and the University of Oxford’s Institute of 
Biomedical Engineering, with support from the Oxford BRC. 

https://oxfordbrc.nihr.ac.uk/amount-of-sugar-sold-in-soft-drinks-drops-by-29-in-the-uk/
https://oxfordbrc.nihr.ac.uk/amount-of-sugar-sold-in-soft-drinks-drops-by-29-in-the-uk/
https://oxfordbrc.nihr.ac.uk/platelet-rich-plasma-found-to-be-of-no-benefit-in-treating-torn-achilles-tendon/
https://oxfordbrc.nihr.ac.uk/platelet-rich-plasma-found-to-be-of-no-benefit-in-treating-torn-achilles-tendon/
https://oxfordbrc.nihr.ac.uk/oxford-researchers-test-viagra-drug-to-prevent-recurrent-strokes/
https://oxfordbrc.nihr.ac.uk/oxford-researchers-test-viagra-drug-to-prevent-recurrent-strokes/
https://oxfordbrc.nihr.ac.uk/top-accolade-for-gestational-diabetes-app/
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People, Leaders and Awards 

2.12. Participants have successfully completed the Next Generation Leaders 
Programme, a new initiative commissioned and designed by the BRC 
to enable early and mid-career researchers and health professionals to 
develop key skills in leadership as they take on more responsibility. 
During the six-month course, participants have covered topics such as 
healthcare leadership, the fundamentals of team dynamics, building 
sustainable change, mediation skills, process-based decision making, 
influence principles and tactics, healthcare and research finances, 
innovation and negotiation.  

2.13. A group of emerging health sector leaders – the first cohort of the 
Academy of Medical Sciences FLIER (Future Leaders in Innovation, 
Enterprise and Research) programme – visited Oxford on 21 August 
2019 for an Immersion Day, organised by the Oxford BRC. They 
learned how University of Oxford academics, OUH clinicians and 
industry partners are collaborating to drive innovation to benefit 
patients, and how these partnerships were making a difference in 
areas such as gene therapy and the use of patient data. 

2.14. There have been changes to the leadership of some of the BRC’s 
themes:  

• Prof Jeremy Tomlinson has taken over from Prof Anna Gloyn as 
Theme Lead for Diabetes and Metabolism, and Prof Amanda Adler 
has been named Co-theme Lead;  

• In the Musculoskeletal Theme, there are two new Co-theme Leads, to 
replace the departing Prof Sallie Lamb: Prof Duncan Richards and 
Prof Matthew Costa;  

• Prof Paresh Vyas has replaced Prof Doug Higgs as Theme Lead for 
Haematology and Stem Cells, with Prof Nicola Curry and Prof Adam 
Mead becoming Co-theme Leads. 

2.15. Prof Alison Simmons, from the BRC’s Gastroenterology Theme, was 
named as one 2020’s NIHR Senior Investigators, while Prof Robert 
MacLaren was reappointed to this role. The BRC’s former Director, 
Prof Keith Channon, received the prestigious title of Emeritus Senior 
Investigator.  Prof Simmons was one of three BRC scientists elected to 
join the prestigious Fellowship of the Academy of Medical Sciences 
(AMS) in May 2019, alongside BRC Director Prof Helen McShane and 
Prof Sarah Walker. The Oxford BRC’s Theme Lead for Cancer, Prof 
Xin Lu, has been elected as a Fellow of the Royal Society, in 
recognition of her contribution to cancer biology.  

https://oxfordbrc.nihr.ac.uk/brc-researchers-complete-next-generation-leaders-programme/
https://oxfordbrc.nihr.ac.uk/brc-researchers-complete-next-generation-leaders-programme/
https://acmedsci.ac.uk/grants-and-schemes/mentoring-and-other-schemes/FLIER
https://acmedsci.ac.uk/grants-and-schemes/mentoring-and-other-schemes/FLIER
https://oxfordbrc.nihr.ac.uk/oxford-professors-appointed-nihr-senior-investigators/
https://www.rdm.ox.ac.uk/people/keith-channon
https://oxfordbrc.nihr.ac.uk/brc-researchers-elected-fellows-of-academy-of-medical-sciences/
https://oxfordbrc.nihr.ac.uk/brc-cancer-lead-elected-royal-society-fellow/
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2.16. In May 2019, the Oxford BRC announced the appointment of its first 
seven Senior Research Fellows. They were chosen as their research 
demonstrated high impact and of high quality, and because they 
showed leadership, independence and collaboration with other 
research groups. The seven were: Katie Ewer, David Eyre, Xavier 
Griffin, Tim Hinks, Simon Kyle, Philippa Matthews and James 
Shepherd. The fellows received an award of £10,000 per year for a 
period of two years that could be used flexibly to facilitate their 
translational research programme and career development. 

2.17. The second round of Senior Fellow appointments was announced in 
2020. This time, the process was a coordinated effort by the Oxford 
BRC, the NIHR Oxford Health BRC and the NIHR Applied Research 
Collaboration (ARC) for Oxford and the Thames Valley. Four of the 
seven appointees are Oxford BRC researchers: Sarosh Irani, Graham 
Collins, Bethan Psaila and Helen Dakin. 

2.18. Two consultant haematologists at the Oxford Haemophilia and 
Thrombosis Centre (OHTC), Dr Nicola Curry and Dr Susie Shapiro, 
were among the recipients of the new Clinical Academic Research 
Partnerships, awarded by the Medical Research Council MRC.  The 
awards have given a significant boost to bleeding and clotting research 
in Oxford.  

2.19. The Oxford BRC is part-funding OUH’s first ever Director of Nursing 
and Midwifery Research, Helen Walthall. Her appointment allows the 
Trust to support the growing national agenda around academic clinical 
careers and nursing research, which gained momentum with the 
NIHR’s programme for non-medical researchers and its 70@70 senior 
nurse and midwife research leader programme. 

2.20. OUH critical care research nurse Jody Ede has become the first OUH 
nurse to receive funding for a PhD from the NIHR. Jody, a sister in the 
Adult Intensive Care Unit and a researcher in the Kadoorie Centre for 
Critical Care Research and Education, was awarded an NIHR Clinical 
Doctoral Fellowship. She says she hopes her achievement will 
convince other nurses to pursue a career in research. A crucial step in 
Jody’s career progression was getting a Preparatory Fellowship from the 
Oxford BRC. 

2.21. OUH BRC researchers continued to play a prominent role in the EU’s 
STARBIOS2 project, which aims to implement a Responsible 
Research and Innovation (RRI) approach in research institutions. The 
Oxford team have presented their research findings in the field of 
gender equity and women in BRCs, including a new study on Athena 

https://oxfordbrc.nihr.ac.uk/nihr-oxford-brc-senior-research-fellows-named/
https://oxfordbrc.nihr.ac.uk/oxford-haematologists-win-national-awards-to-further-their-research/
https://oxfordbrc.nihr.ac.uk/oxford-haematologists-win-national-awards-to-further-their-research/
https://oxfordbrc.nihr.ac.uk/new-role-highlights-greater-emphasis-on-nursing-research/
https://oxfordbrc.nihr.ac.uk/new-role-highlights-greater-emphasis-on-nursing-research/
https://www.nihr.ac.uk/documents/7070-nihr-senior-nurse-and-midwife-research-leader-programme/22750
https://www.nihr.ac.uk/documents/7070-nihr-senior-nurse-and-midwife-research-leader-programme/22750
https://oxfordbrc.nihr.ac.uk/critical-care-nurse-is-first-from-ouh-to-get-an-nihr-clinical-doctoral-fellowship/
https://oxfordbrc.nihr.ac.uk/critical-care-nurse-is-first-from-ouh-to-get-an-nihr-clinical-doctoral-fellowship/
https://oxfordbrc.nihr.ac.uk/oxford-brc-researchers-present-findings-as-starbios2-ends/?highlight=starbios
https://oxfordbrc.nihr.ac.uk/oxford-brc-researchers-present-findings-as-starbios2-ends/?highlight=starbios
https://health-policy-systems.biomedcentral.com/articles/10.1186/s12961-020-0527-x
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SWAN. STARBIOS2, which was launched in 2016, came to an end in 
May 2020. 

2.22. Following an external audit, the Oxford BRC has again been 
successfully certified to the internationally recognised ISO 9001:2015 
standard. Oxford is the only NIHR BRC in the country to have this 
designation. 

Societal Impact, Public Involvement and Engagement in Research 

2.23. The breadth of the Oxford BRC’s world-class medical research was on 
show on 24 May 2019 when it hosted an Open Day, its first for three 
years. The event, which was attended by Lord Mayor Cllr Craig 
Simmons, was officially opened by OUH Chair Prof Sir Jonathan 
Montgomery and Chief Medical Officer Prof Meghana Pandit. Around 
400 people attended the event, held in Tingewick Hall at the John 
Radcliffe Hospital, which included an exhibition space showcasing 
medical innovations from all 20 BRC research themes, as well as from 
partners such as Oxford Health BRC, the Academic Health Science 
Network and the Clinical Research Network. There was a well-
attended panel discussion on how to ensure that artificial intelligence 
benefits patients, and public talks on the latest developments in 
asthma treatment, and how teams from OUH and the University used 
a combination of big data analysis, whole genome sequencing and 
infection control to halt an outbreak of Candida auris. Members of the 
public were also able to go on a free tour of the Oxford Acute Vascular 
Imaging Centre. 

2.24. The BRC continued to organise free public talks on a range of topics 
that would be of interest to a general audience. These included: 

• July 2019, Dr Simon Kyle, from the BRC’s Neurological Conditions 
Theme, explained how sleep disruption affects mental health and how 
digital CBT can be an effective treatment for chronic insomnia 

• In September 2019, Professor Rafael Perera, from the BRC’s 
Multimorbidity Theme, discussing different definitions of multimorbidity 
and how to manage long-term conditions to improve health in later life  

• In November 2019, Dr Philippa Matthews looked at whether 
international efforts to eliminate Hepatitis B by 2030 could be achieved 

2.25. The Oxford BRC, working with colleagues in the Oxford Health BRC 
and the Oxford and Thames Valley ARC, organised a series of five 
patient and public involvement workshops for patient and public 
participants, led by expert speakers. The workshops were on the 
subjects of PPI and the research journey; user-led research; digital 
health; systematic reviews; and ethics. 

https://health-policy-systems.biomedcentral.com/articles/10.1186/s12961-020-0527-x
https://oxfordbrc.nihr.ac.uk/oxford-brc-achieves-iso-9001-audit-success-2/
https://oxfordbrc.nihr.ac.uk/oxford-brc-achieves-iso-9001-audit-success-2/
https://oxfordbrc.nihr.ac.uk/oxfords-world-class-research-showcased-at-brc-open-day/
https://www.youtube.com/watch?v=knsBnuycakI
https://www.youtube.com/watch?v=wXRkuma34kY
https://www.youtube.com/watch?v=wXRkuma34kY
https://www.youtube.com/watch?v=bl7mYmIGH2E
https://www.youtube.com/watch?v=K4r-nR1tcW8
https://www.youtube.com/watch?v=RMEPMaU146M
https://www.youtube.com/watch?v=RGCQ-j4EbgA
https://oxfordbrc.nihr.ac.uk/brc-events/category/oxford-brc-public/ppi-workshops/
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2.26. The BRC and its partners also organised a PPI workshop in December 
aimed at researchers. It looked at how to include patient and public 
involvement in funding applications, how to develop meaningful PPI 
activities, and how to identify and avoid common mistakes. 

2.27. A single, one-size‐fits‐all framework for patient and public involvement 
may be less useful than a range of resources that can be adapted and 
used locally, a study supported by the Oxford BRC has concluded. 
The study, published in Health Expectations, is believed to be the first 
attempt at a comprehensive synthesis of frameworks for supporting 
patient and lay involvement in health research. 

2.28. The first edition of a magazine aimed at patients and members of the 
public was published and distributed to hospital and GP surgery 
waiting areas across the Thames Valley in late 2019. The 12-page 
twice-yearly Research & You is produced by a partnership of the 
Oxford BRC, the NIHR Clinical Research Network Thames Valley and 
South Midlands, NIHR Oxford Health BRC, NIHR Oxford and Thames 
Valley Applied Research Collaboration (ARC), and Oxford Academic 
Health Science Network. Its aim is to encourage more patients and 
members of the public to get involved in research. 

2.29. Another public engagement activity developed by the local NIHR 
infrastructure is a travelling photo exhibition, which is being taken to 
public-facing venues across the Thames Valley, such as community 
centres, shopping centres and museums. The exhibition, consisting of 
12 large high-quality images portraying different aspects of research, 
was launched at Oxford’s Covered Market in February 2020, with 
venues in Newbury and Didcot lined up for later in the year. 

2.30. The  ‘Bash the Bug’ global citizen science project, which is run by 
Oxford BRC-supported researchers at University of 
Oxford’s Modernising Medical Microbiology Group has achieved three 
million classifications. The project has over 20,000 volunteers 
worldwide helping researchers to understand and predict which strains 
of tuberculosis bacteria will be resistant to which antibiotics. 

2.31. A study found that government investment in healthcare research is 
good for the wider economy, with a return on investment in the Oxford 
BRC of 46% in terms of income and job creation alone. The paper, ‘A 
macroeconomic assessment of the impact of medical research 
expenditure: A case study of NIHR Biomedical Research Centres’, 
was published in the Plos One journal. 

https://oxfordbrc.nihr.ac.uk/study-advises-against-one-size-fits-all-ppi-framework/
https://oxfordbrc.nihr.ac.uk/study-advises-against-one-size-fits-all-ppi-framework/
https://issuu.com/researchandyou
https://oxfordbrc.nihr.ac.uk/exhibition-on-nhs-research-launched-in-oxford/?highlight=exhibition
https://oxfordbrc.nihr.ac.uk/oxford-based-citizen-science-project-reaches-three-million-classifications-in-fight-against-antibiotic-resistance/
https://oxfordbrc.nihr.ac.uk/government-investment-in-health-research-benefits-wider-economy-study-finds/
https://oxfordbrc.nihr.ac.uk/government-investment-in-health-research-benefits-wider-economy-study-finds/
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3. OUH Clinical Research Activity 

Overall Activity 

3.1. OUH is one of the largest research-active university hospital trusts 
nationally, by any measure. Clinical research expands opportunities 
for the development of OUH’s staff, as well as empowering and 
engaging the patients we care for and there is increasing evidence 
that it should improve outcomes, even for those who do not 
participate directly in research. 

3.2. Research features prominently in OUH’s strategy for 2020-25. It is 
included, along with the related activities of education and innovation, 
in the World-Class Impact strategic theme, through which OUH can 
continue its global impact in improving health and care. Members of 
the JRO – from OU as well as OUH – were actively engaged in 
discussions during the development of the strategy. To build on this, 
R&D will consult closely with colleagues from across OUH and its 
local partners to develop a delivery plan for research. 

3.3. The number of active clinical research studies hosted by OUH has 
risen steadily over the past decade to a total of just over 2000 in 
2019/20 (see Figure 2). Of these studies, 1468 are on the NIHR 
portfolio, with 478 of them recruiting participants in 2019/20 – the 
NIHR’s national league tables show that only one Trust in England 
recruited participants into more portfolio studies. OUH’s recruitment to 
portfolio studies in 2019/20 totalled 25,994 participants, more than 
any other Trust in England, of whom 1380 have been recruited to 
commercial contract studies, which is also more than any other single 
Trust in England. 

 Figure 2. Active clinical research studies hosted by OUH 2008 - 2020 

 
3.4. This growth has important benefits for OUH patients both locally and 

across the region, and major reputational and other benefits for the 
Trust. OUH-UO clinical research has had major impacts on patient 
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care in the Oxford region, the NHS nationally, and internationally, in 
areas in including infection control, vaccines, genomics, imaging, 
digital health and artificial intelligence, cancer, respiratory, diabetes, 
surgical innovations and many others. These advances have 
established new diagnostics and treatments, changed clinical 
guidelines for many conditions and have led to multiple spin-out 
companies. 

3.5. These studies all have to be conducted in accordance with 
international and national regulations, as well as Trust frameworks 
(see Section 5). 

Hosted and Sponsored active research studies 
3.6. The total number of studies can be broken down into those that are 

Hosted (i.e. OUH is the NHS organisation providing the clinical 
environment, capabilities and patient care) or Sponsored (i.e. OUH 
takes legal responsibility for the conduct of the study, as well as 
hosting it) by the Trust (see Table 1). 

Table 1. Breakdown of hosted and sponsored active research studies 

Study type Hosted Sponsored Total 

Interventional Clinical trial of an investigational 
medicinal product 

588 5 593 

Clinical investigation or other study 
of a medical device 

90 10 100 

Other clinical trial  244 17 261 
              Sub-total 922 32 954 
Non-
interventional 

Other study 991 81 1072 

Total 1913 113 2026 

3.7. The majority of active studies are hosted for external Sponsors. 
Although the number of OUH-sponsored studies is relatively small, 
the R&D teams have to commit a significant amount of resource to 
ensure the Trust’s obligations as sponsor are met. 

3.8. The split of interventional:non-interventional active studies at OUH is 
roughly 50:50. 

Research activity by OUH Division 

3.9. Figure 3 presents a breakdown of the 2026 studies of all types hosted 
by the Trust in 2019-20, according to the Clinical Divisions that are 
actively involved. Many studies involve more than one Division, with 
the Clinical Support Services Division (CSS) being involved in the 
largest number.  
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Figure 3. Active research studies by Division 

 

Substantial and non-substantial amendments 

3.10. In addition to setting-up new studies, amendments to active studies 
represent a significant amount of activity for the Trust’s R&D teams. 
All amendments are reviewed by the R&D Governance team, who will 
reassess capacity and capability, passing them to the R&D Finance 
and/or Contracts teams as appropriate. This represents a significant 
amount of activity, with a total of 2077 substantial and non-substantial 
amendments and urgent safety measures reviewed during the past 
year (see Table 2). 

Table 2 Amendment Activity 

 Apr-
Jun 

2019 

Jul-
Sep 
2019 

Oct-
Dec 
2019 

Jan-
Mar 
2020 

Total 

Substantial 
amendments 

291 347 319 328 1285 

Non-substantial 
amendments 

187 185 190 230 792 

Urgent safety measures 0 0 0 0 0 
Total 478 532 509 558 2077 

Covid-19 

3.11. OUH researchers and research support staff responded rapidly to the 
emerging pandemic during the last quarter of 2019/20, working closely 
with colleagues in the University of Oxford to set up in record time 
some of the earliest and most important COVID-19 studies, including 
the RECOVERY trial and the Oxford vaccine trials. On 24 March all 
non-essential clinical research studies hosted by OUH were paused to 
allow the Trust to redeploy resources to support the expanding 
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portfolio of COVID-19 studies, as well as to help care for patients 
admitted to the Trust with COVID-19. Alongside this an ‘exception’ 
process was established so that research studies recognised as being 
crucial for ongoing patient care could continue during this period. 

3.12. The speed of this response was only possible because of the high 
levels of experience and expertise of researchers and research 
support staff from OUH and OU, together with the robust joint research 
infrastructure shared by both organisations. This includes the 
Studyline research portfolio management system, which was already 
in routine use by OUH and OU, and new groups, such as the OUH/OU 
COVID-19 Clinical Research Review Group which was set-up in March 
2020 to oversee the Trust’s portfolio of COVID-19 studies and ensure 
these were closely aligned. 

4. Clinical Research Performance 

Background 

4.1. The Government’s Plan for Growth, published in March 2011, aimed to 
increase efficiency in initiation and delivery of clinical research, 
focusing on recruitment of the first patient to clinical trials within 70 
days of receiving a valid protocol; and delivery of commercial clinical 
trials to time and target. It was stated that from 2013 there would be 
funding implications for underachieving Trusts. 

4.2. The NIHR continues to place emphasis on reporting metrics for the 
approvals and initiation of clinical studies, which are used for 
monitoring the R&D performance of NHS Trusts. Attainment of key 
metrics is a requirement for NIHR funding, including BRCs, and 
performance metrics are published for each NHS Trust receiving NIHR 
funding. 

4.3. Information regarding its performance to these metrics is published by 
the Trust in a readily accessible page on its website 
(http://www.ouh.nhs.uk/about/publications/default.aspx#research), as 
required by the NIHR. 

Summary of performance for2019/20 submitted to the NIHR 
Data Completion 

4.4. Full sets of data were obtained, submitted to the NIHR and NIHR 
continues to place emphasis on reporting metrics for the approvals 
and initiation of clinical studies, which are used for monitoring the R&D 
performance of NHS Trusts. Attainment of key metrics is a 
requirement for NIHR funding, including BRCs, and performance 

http://www.ouh.nhs.uk/about/publications/default.aspx#research
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metrics are published for each NHS Trust receiving NIHR funding 
published on the Trust’s website within the specified timelines. 

Metric 1: Performance in Initiating Research (for all interventional trials 
confirmed during the previous 12 months) 

4.5. On 1st June 2018 the NIHR announced that as of Quarter 1 2018-19, 
performance in initiating clinical research would no longer be assessed 
with a 70 day benchmark for the interval between Date Site Selected 
and date of First Patient Recruitment. A renewed focus was placed on 
transparency, accuracy, and meeting sponsor expectations. Any and 
all delays which have affected or may affect agreed study timelines are 
still required to be reported, although there was no guidance for Trusts 
on how they should determine what constitutes a delay. 

4.6. OUH R&D developed a new approach to calculate study-specific 
target dates for first patient recruitment, based on the target total 
recruitment number and the time available in which to complete 
recruitment. Using this as a benchmark allows studies where delays 
have been experienced to be identified and analysed in a more 
sophisticated and relevant manner, which should be of greater value to 
OUH R&D to determine where to focus improvement initiatives. 

4.7. OUH R&D received confirmation from the NIHR that this new 
approach is ‘sensible’ and has therefore adopted it for OUH 
interventional trials with effect from Quarter 2 2018-19. The study-
specific target date is added to the Trust letter of authorisation issued 
to the PI. This approach may be amended, should more specific 
requirements be articulated by the NIHR. 

4.8. Although the 70 day benchmark has been withdrawn, the NIHR is 
continuing to collate and publish national performance metrics for 
initiating research. The reasons for delay submitted by Trusts are only 
reported in aggregate, but the minimum, mean and maximum numbers 
of days between the date of site selection and the date of first patient 
recruited are reported for each Trust. However, no allowance is made 
for factors such as the prevalence of studies with strict eligibility 
criteria, or relating to rare diseases, in a Trust’s portfolio of trials, so it 
is difficult for reliable direct comparisons between Trusts to be made 
using these data. 

4.9. All the trials submitted to the NIHR during 2019/20 received a study-
specific target for the recruitment of the first participant using the 
approach described above. Their performance is summarised in Table 
3.  
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Table 3. Interventional trials submitted with a study-specific target for 
recruitment of first participant 

 Submission for year ending 

 Q1 2019/20 Q2 2019/20 Q3 2019/20 Q4 2019/20 

Trials which met target 
date* 49 (33%) 44 (31%) 37 (30%) 40 (33%) 

Trials which did not meet 
target date 66 (47%) 59 (42%) 46 (37%) 52 (43%) 

Trials with target date in 
the future (and yet to 
recruit) 

28 (20%) 39 (27%) 40 (33%) 28 (23%) 

Total 143 (100%) 142 (100%) 123 (100%) 120 (100%) 

*Adjusted % meeting target 43% 43% 45% 43% 

4.10. Of the 120 trials submitted, 40 (30%) recruited the first participant prior 
to the study-specific target date. However, if those trials that had not 
yet recruited their first participant and had a target date in the future 
are excluded from the denominator, then the adjusted figure for trials 
meeting their target is 43% (40/92); effectively the same as for the last 
three quarters. 

4.11. Each of the 52 trials that failed to meet its local study specific target 
date has been reviewed individually to identify the reasons for delay, 
according to specific categories defined by the NIHR. For 23 of these 
trials, the delays were attributed to OUH (alone). A breakdown of the 
reasons for delay identified for these trials is presented in Table 4. 

Table 4. The reasons for delay for the 23 trials that missed their target, 
where these reasons have been attributed to OUH (alone).  

Reason Number 

Permissions delayed/denied 6 

Suspended by sponsor 0 

Closed by sponsor 0 

Sponsor delays 1 

Staff availability issues 2 

No patients seen 5 

No patients consented 5 

Contracting delays 4 
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Rare diseases 0 

Other 2 

* Two trials each have two reasons 

4.12. Of the causes of delay which are directly attributable to OUH, around 
one quarter (6/23) are related to local permissions. This is a significant 
improvement on previous quarters, and is explained at least in part by 
reductions in pharmacy delays which have been the focus of a working 
group involving R&D, pharmacy and PIs. 

Metric 2: Performance in Delivering Research (for all commercial trials 
closed to recruitment during the previous 12 months) 

4.13. This metric applies to trials with a commercial sponsor and relates to 
recruitment numbers within the time period specified in the agreed 
contract with OUH. NIHR evaluation of this metric is limited to trials 
that have closed to recruitment in the previous year. 

4.14. For Q4 19/20, 45 commercial trials were submitted, of which 27 (60%) 
recruited to time and target. This compares favorably with the 
performance over the last four years and continues the sustained 
improvement achieved over the last two years. Longitudinal data for 
the last four years are presented in Table 5 and Figure 4. 

Table 5. Percentage of trials meeting recruitment target 

Year 
ending 

Number of reported 
trials 

% Trials Recruiting to Time 
and Target 

Q1 16/17 69 58% 
Q2 16/17 60 57% 
Q3 16/17 63 65% 
Q4 16/17 54 68% 
Q1 17/18 55 65% 
Q2 17/18 60 61% 
Q3 17/18 65 59% 
Q4 17/18 63 52% 
Q1 18/19 71 41% 
Q2 18/19 65 43% 
Q3 18/19 66 49% 
Q4 18/19 68 54% 
Q1 19/20 60 53% 
Q2 19/20 47 62% 
Q3 19/20 37 59% 
Q4 19/20 45 60% 
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Figure 4. Percentage of trials meeting recruitment target 

 
4.15. A breakdown of the reasons why trials closed to recruitment in the 

year ending Q4 19/20 can be seen in Table 6. 

Table 6 

Total Trials (with target date) 45 100% 
Trials Meeting Target 27 60% 

Recruitment Finished (as scheduled) 25 56% 
Withdrawn by Host 0 0% 
Withdrawn by sponsor 2 4% 

Trials Failing to meet Target 18 40% 
Recruitment Finished (as scheduled) 6 13% 
Withdrawn by Host 3 7% 
Withdrawn by sponsor 9 20% 

4.16. The majority of studies (60%) that have closed to recruitment at OUH 
in the last year did so having recruited to time and target. However, 
competitive recruitment between sites in multicentre studies can result 
in OUH having to stop recruitment even though it has not met its 
target. This accounts for 13% of all the trials that closed to recruitment 
in the 12 months ending Q4 2019/20. 

4.17. Three of the trials that failed to meet their recruitment target were 
withdrawn by the host (i.e. OUH). This is not a large number but it is 
an undesirable outcome for both OUH and the sponsor, given the 
amount of time and effort that has been invested in setting-up the trial 
site at OUH. Therefore each of these trials will be reviewed by a senior 
member of the R&D team to identify the reason(s) for OUH’s 
withdrawal and whether there are any lessons to be learned. These 
may in turn lead to improvements being made to the initial capacity 
and capability checks undertaken by OUH’s R&D Governance team 
during the trial set-up phase. 
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4.18. The introduction of the new Siteline system during 2019/20 means 
there is now an opportunity for the R&D teams to monitor trials more 
closely, to identify those at risk of missing their recruitment target 
whilst there is still time for this to be addressed. However, sufficient 
research staff will also be required to do this effectively, as R&D’s 
highest priority activities which will continue to be the oversight of 
quality and safety. 

5. Research Governance 

Background 

5.1. Research governance refers to the framework in OUH to manage the 
research process from end to end, to ensure that research is 
undertaken in a safe, appropriate and ethical manner, in accordance 
with national guidance and applicable laws to ensure that maximum 
benefit is derived from research for public and patients. Compliance with 
the legislation is overseen nationally by the Health Research Authority. 
This includes: 

5.1.1. UK Policy Framework for Health and Social Care 2017 - The UK 
policy framework sets out principles of good practice in the 
management and conduct of health and social care research that 
take account of legal requirements and other standards. 

5.1.2. Good Clinical Practice (GCP) – GCP is a set of internationally 
recognised ethical and scientific quality requirements for 
designing, conducting, recording and reporting research that 
involves human participation. Compliance provides public 
assurance that the rights, safety and wellbeing of participants are 
respected and protected, and that the data generated are credible 
and accurate. 

5.1.3. EU Directives - The EU Clinical Trials Directive (EUCTD – 
2001/20/EC) sets out how clinical trials investigating the safety or 
efficacy of a medicinal product in humans must be conducted. It 
includes medicinal trials with healthy volunteers and small scale or 
pilot studies. The Good Clinical Practice (GCP) Directive 
(2005/28/EC) supplements the EUCTD, strengthening the legal 
basis for requiring member states to comply with the principles 
and guidelines of good clinical practice. 

5.1.4. Medicines for Human Use (Clinical Trials) Regulations - The 
EUCTD was implemented into UK law in May 2004, as the 
Medicines for Human Use (Clinical Trials) Regulations 2004, and 
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has since been amended (2006a, 2006b, 2008). For details see 
the full document. 

5.1.5. Human Tissue Act - The Human Tissue Act 2004 repealed and 
replaced the Human Tissue Act 1961, the Anatomy Act 1984 and 
the Human Organ Transplants Act 1989 as they related to 
England and Wales, and the corresponding orders in Northern 
Ireland. The Human Tissue Authority regulates the removal, 
storage, use and disposal of human bodies, organs and tissue. 

5.1.6. Declaration of Helsinki - The Declaration of Helsinki was 
developed by the World Medical Association as 'a statement of 
ethical principles for medical research involving human subjects, 
including research on identifiable human material and data' (Para 
1, Declaration of Helsinki). 

5.1.7. General Data Protection Regulation (GDPR) - Most clinical 
research requires the processing and/or storage of personal and 
sensitive information. The General Data Protection Regulation 
(GDPR) legislates for the control and protection of personal 
information relating to living individuals including both facts and 
opinions about the individual.  

5.1.8. Mental Capacity Act - Research studies involving adults aged 16 
or over who lack capacity must comply with the Mental Capacity 
Act 2005. This includes persons with dementia, learning 
disabilities, mental health problems, stroke or head injuries who 
may lack capacity to make certain decisions, including consenting 
to participate in a research study. The act does not apply to 
studies falling under the Clinical Trials Regulations (CTIMPs). 

5.1.9. OUH Frameworks for R&D Governance, Training and Monitoring – 
Locally, clinical research is governed by a number of OUH Trust 
policies: 

• Safety Reporting in Clinical Research 

• Sponsorship of Clinical Research Studies 

• Trust Management Approval for Clinical Research 

• Monitoring and Audit of Research Studies 

• Research Passports, Honorary Research Contracts and Letters of 
Access 

• Management of Intellectual Property 

• Integrity in Research 

• Consent for use of clinical samples and data in research 
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These policies are underpinned by a suite of Standard Operating 
Procedures (SOP) within R&D. Policies and SOPs are updated in 
response to national and local developments. The Governance 
team conducts a wide variety of activities, which are summarised 
in Sections 5.2 – 5.6. As indicated, many of these involve working 
in close collaboration with their University colleagues in the 
JRO’s Clinical Trials Research Governance team. 

Oversight of Compliance and Safety 

5.2. GCP Monitoring – the purpose of monitoring is to ensure that the 
safety of participants is assured; that the trial results will be credible 
and accurate and that the trial is conducted in accordance with the 
protocol and regulatory frameworks. The governance team 
undertakes monitoring visits to each OUH-sponsored trial. 

5.3. Formal auditing of compliance - An audit is part of implementing 
quality assurance. It is independent and separate from routine 
monitoring or quality control functions. The purpose of an audit is to 
evaluate a system(s) or trial conduct and compliance with the protocol, 
SOPs, Good Clinical Practice (GCP), and the applicable regulatory 
requirements. Where OUH is hosting research with an external 
Sponsor, such trials may be audited by the governance team. These 
trials are selected through a risk-based approach. 

5.4. Compliance checks - The governance team routinely undertakes 
assessment of compliance with various aspects of clinical research; 
primarily focussing on informed consent and safety reporting. The brief 
checks are of great value for oversight of compliance as they are less 
resource intensive than formal audit and so a greater number of 
studies can be covered.  

5.5. Safety Reporting - As Sponsor, the Trust is responsible for regulatory 
assessment of Serious Adverse Events (SAEs).As host organisation, 
the Trust has a responsibility for ensuring that safety reporting 
processes are appropriate and complaint. The appropriate level of 
oversight is established by a risk assessment prior to the granting of 
Trust Management Approval, for both sponsored and hosted trials. All 
SAEs reported are reviewed by the Trust and University Joint Trials 
Safety Group (TSG).  The aims of this review are: to pick up any 
trends, such as increases in un/expected events, and take appropriate 
action; to identify whether additional advice or information is required 
from investigators; to evaluate the risk of the trial continuing and take 
appropriate action where necessary, including requests for specific 
audits. 

5.6. Consent - As part of the actions identified by the HTA’s inspection of 
the University of Oxford’s HTA Licence 12217 in 2018, the Trust has 
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identified the need for improved consent processed to ensure that 
consent given by patients for the use of clinical samples and clinical 
data in future research studies is clearly recorded and can be 
retrieved, audited and modified in accordance with patients’ wishes. 
The OUH has undertaken a review of its consent policy and is 
committed to implementing a digital consent process that integrates 
consent for both clinical procedures and for use of clinical samples and 
clinical data in research studies. The work for developing this 
capability, deployed within the OUH’s EPR system, is in progress. 

Training 

5.7. Through collaboration with the University Clinical Trials and Research 
Governance team (CTRG), training is provided to both Trust and 
University staff to cover all research related legislation and GCP; 
courses being designed for both staff new to trials and an update for 
experienced researchers.  

5.8. For CTIMPs there are both online and face-to face courses available, 
with an online assessment to help experienced researchers assess 
their need for updating their knowledge. Both are recognised by 
industry sponsors due to their accreditation by Transcelerate, as well 
as the Royal College of Physicians.  

5.9. An additional training course designed specifically for clinical 
researchers not engaged in the conduct of a CTIMP is also provided. 
Informal training is provided in the form of advice and support to 
researchers and their teams.  

5.10. For the period covered by this report there have been 114 attendees 
of the CTIMP training and 54 of the non-CTIMP training. A further 654 
applicants have been accepted onto the online GCP training course. 

Research Passports 

5.11. The Governance team processed and authorised 125 applications for 
Letters of Access and nine Honorary Research Contracts to enable 
research activity to take place at OUH. Additionally the team also 
validated research passports for Oxford-based researchers planning to 
perform research activities in other NHS Trusts. 

Classification Group 

5.12. There are times when the classification of a project is unclear; i.e. 
whether it is a research study, audit or service evaluation. In order to 
establish an authoritative and collective opinion on such projects, the 
Governance team and the Clinical Trials and Research Governance 
team in the University have an established group which meets to 
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review project outlines and give a considered opinion. The group 
meets at least monthly, or more often where there is high demand, and 
classified a total of 120 projects during the period covered by this 
report. 

6. Research and Development Finance 
6.1. The R&D Finance team provides management accounting, costing, 

and pre and post award financial support to researchers undertaking 
or applying to undertake research activity within the OUH. 
Responsibilities include managing the finances for the NIHR Oxford 
BRC and the Thames Valley & South Midland LCRN, which is hosted 
by OUH; costing commercial and non-commercial studies within 
agreed timelines, and providing and paying invoices for studies once 
they are active.  

6.2. The finances are managed for individual studies from pre-award 
through to post-award to ensure all the costs are reimbursed and are 
accounted for in line with funders guidelines and the Trust’s agreed 
procedures. The pre-award team also work closely with researchers 
and the Local Clinical Research Network to review the costs and 
activities included on grant applications to various funding bodies. This 
activity represents an important area which helps to secure funding 
opportunities for research projects across all clinical areas of the Trust. 

Year Ended 31 March 2020 

6.3. For the year ending 31st March 2020, in total OUH R&D spent £59 
million on research activities in support of the OUH Trust (including 
joint studies with the University).  

6.4. The grants received from the major NIHR infrastructure programmes 
for the year were spent as planned, resulting in a breakeven position 
with no underspend.  

Research Funding by area 
 

2019/20 
Expenditure (£m) 

NIHR Biomedical Research Centre (BRC) 
 

24 
NIHR Local Clinical Research Networks (LCRN) 

 
16 

NIHR Research Capability Funding (RCF) 
 

4 
Other NIHR grants  

 
2 

Other income (commercial & non-commercial)  13 

  
59 
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NIHR Single Contract review process 

6.5. The R&D Costing team have been involved in the pilot of the NIHR 
single contract review process for commercial studies using nationally 
defined standards since it was first introduced in January 2019. The 
OUH was identified as one of 36 NHS organisations with a high 
volume of commercial contract research (and therefore a high level of 
experience in costing such research), and as a result was invited to 
participate in a pilot for this new process.  

6.6. The new single costing review process has been designed to simplify 
and standardise arrangements for commercial contract research in 
England which supports a national ‘do-once’ approach to identifying, 
costing and validating resource and procedure allocation which is 
general to all sites in England. Sites will then be able to focus 
negotiations around valid local site adjustments, deriving a cost that 
reflects specific local requirements. By simplifying and improving 
research set up arrangements, the new process is anticipated to 
speed up access to new treatments and support patients to receive the 
best care and outcomes. 

6.7. The change to the way commercial studies will be costed was due to 
start from 1st April 2020. However due to the focus on Urgent Public 
Health Covid-19 studies from April, the NIHR have confirmed that 
while this change in methodology will be going ahead, it will not now 
be mandated from 1st April as planned, and there will continue to be a 
managed implementation of the new process with accredited national 
coordinators undertaking the reviews in the future.  

Research Capability Funding  

6.8. Research Capability Funding (RCF) is awarded to research-active 
NHS organisations in proportion to the varying amounts of other NIHR 
income received, and the number of NIHR Senior Investigators 
associated with the organisation.  

6.9. The purpose is to: 

• Help research-active NHS organisations to act flexibly and 
strategically to maintain research capacity and capability. 

• Support the appointment, development and retention of key staff 
undertaking or supporting people and patient-based research. 

• Contribute towards the costs of hosting NIHR-funded or ‘adopted’ 
research not currently fully covered across NIHR’s programmes, and 
that are not met in other ways 
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6.10. OUH received an RCF award of £3.9 million for 2019/20. Applications 
were invited and awards made, giving particular emphasis to 
specialties where the funding contributes to the development of 
translational research capacity across the partnership between OUH 
and the University of Oxford.  Funding priority is also given to projects 
which bring added value to and enhance research, e.g. through study 
development, increasing recruitment, PPI, publications and pump 
priming.  

6.11. In 2019/20 the awards supported a number of selected strategic 
investments to promote synergies across the NIHR Oxford BRC 
Theme Clusters; a larger number and wider variety of smaller, tactical, 
operational awards; and funding to support research infrastructure and 
capacity. Each award is specifically applied for and competitively 
reviewed by a panel, to ensure optimal value for money and added 
value to research capability. 

Financial Planning 2020-21 

6.12. For the 2020-21 financial year, the Trust has set an annual budget of 
£55 million for Research and Development. The plan represents: 

• £43 million from the major NIHR funded schemes which have been 
awarded to the Trust 

• £12 million from other commercial and non-commercial R&D activities 

6.13. The budgets for 2020-21 have been set and agreed for all income 
streams. For the major NIHR funded programmes, the Biomedical 
Research Centre (BRC) 2020-21 represents the fourth year of the five 
year funding award for ‘BRC 3’. Total income and expenditure for the 
BRC has been set at £23.1 million for the year. As this is a similar 
amount to 2019/20, the core budgets for the 20 Research Themes and 
the management team are in line with the previous year. 

6.14. For the Local Clinical Research Network (LCRN), the annual funding 
award has been confirmed, and the budgets have been set at £16 
million to break even.  

6.15. The OUH has received a total RCF award of £3.3 million for 2020/21. 
This is due to the high level of NIHR research activity and number of 
senior investigators across the organisation. Due to pre-announced 
changes to the funding formula used by the NIHR, this is less than the 
award received last year (£3.9 million). However OUH has received 
the highest amount of RCF funding of all NHS Trusts once again this 
year.  After making an allocation in support of Trust overheads for 
research, the remaining balance of RCF funds will be awarded through 
a combination of larger strategic awards overseen by the BRC 
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Steering Committee, and many smaller operational awards to support 
staff working on Trust and University of Oxford projects. The focus of 
the RCF awards for 2020/21 is likely to be in support of COVID-19 
related research. 

Covid-19 

6.16. Due to the impact of COVID-19, some of the funding steams for R&D 
are currently uncertain. This will need to be resolved in 2020-21 once 
more information is known. 

7. Research Contracts and IP 
7.1. During the year to 31 March 2020, 744 research and IP related cases 

were finalised on behalf of OUH. The team also continued its 
contracting service to Oxford Health NHS Foundation Trust, closing 41 
cases.  Confidentiality Disclosure Agreements (CDAs) once again 
made up the largest category (240), closely followed by clinical trial 
agreements (220).  This is a significant increase on the previous year 
and suggests a significant increase in research activity.  Amendment 
agreements were the next category (151).  

7.2. The remaining smaller categories include Material Transfer 
Agreements (MTAs), Service Agreements (SAs), Collaborations, Data 
Transfer Agreements (DTAs) and IP related agreements. A breakdown 
of the Research Contracts and IP team’s main activities in 2019-20 is 
provided in Figure 5. 

Figure 5. 

 
7.3. The Overarching Clinical Trial Agreement (OCTA) was designed to 

streamline the financial and contractual processes for trials hosted by 
OUH which are dependent on the provision of services and/or staff by 
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OU. This year saw its application and OU and OUH members of the 
JRO continue to work together to refine this process. 

8. Joint Research Office 
8.1. There have been some significant changes in the leadership of the JRO 

during 2019/20. Heather House stepped down from her position (0.5 
WTE) as OUH’s Head of Research Governance on 30 June 2019, to 
take up a new position at the University as Head of Clinical Research 
Support. Heather also became the JRO Co-lead for the University of 
Oxford, following Richard Liwicki’s retirement on 31 May 2019. Shahista 
Hussain has been appointed as OUH’s new Head of R&D Governance. 

8.2. The Oxford JRO hosted a successful meeting attended by 
representatives of almost all of the UK JROs on 25 April 2019, to 
compare and contrast their structure, organisation, scale, scope and 
benefits. The JRO followed this up by coordinating a survey of all the 
established UK JROs to collect information about their structure, 
organisation, scale and scope. The findings will be used to help inform 
existing JROs’ (including Oxford) development plans and shared with 
other Trusts and Universities seeking to set-up new JROs. Chris Bray 
(Head of R&D Operations) was the co-lead for a workshop on JROs at 
the UKRD annual summit in November 2019, during which a summary 
of the survey results were presented to colleagues from across the UK 
who have responsibility to the Board for the NHS R&D function in their 
organisation. A further workshop planned for the NHS R&D Forum 
annual meeting in May 2020 has had to be postponed due to the 
pandemic.  

8.3. The Academy of Medical Sciences report Transforming health through 
innovation: Integrating the NHS and academia, published in January 
2020, calls for the support of leaders across the biomedical research 
landscape – in academia, the NHS and beyond – to achieve six key 
outcomes, including ‘Streamlining research through joint research and 
development offices’. The Oxford JRO is featured as a case study in 
this report, which is expected to generate further enquiries to the 
established JROs. 

8.4. In September 2019, Heather House organised the first meeting of 
representatives from a number of major UK universities that sponsor 
clinical research – The Association of University Research Sponsors. 
This is the only national group representing universities as sponsors 
and will meet three times a year, to share good practice and their 
respective approaches to current challenges. 

https://www.ukrdleaders.org/wp-content/uploads/2019/10/UKRD-Summit-2019-AGENDA-v16.pdf
https://acmedsci.ac.uk/policy/policy-projects/nhs-academia-interface
https://acmedsci.ac.uk/policy/policy-projects/nhs-academia-interface
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8.5. The oversight, direction and support of the JRO by the Joint Research 
& Development Committee (JRDC) is being reviewed. As part of this 
the JRO co-leads are developing a number of specific JRO objectives, 
aligned with the research strategies of both organisations and 
accompanied by a clear operational plan, including deliverables. 

8.6. In March 2020 it was decided to cancel the JRO Away Day that had 
been planned for 27th April 2020, due to the pandemic. Many senior 
executives from the partner organisations had accepted invitations to 
attend – including the Trust’s Chairman, Chief Medical Officer and 
Director of R&D. The programme was designed to bring all JRO staff 
together (which is especially important now they are no longer co-
located), to enthuse, appreciate and inform them, with a focus on 
getting their input to the operational plan to deliver the JRO objectives. 
An alternative scaled-back virtual JRO Away Day was scheduled to 
take place using Microsoft Teams on 2nd July 2020 instead. 

8.7. The OUH and University of Oxford, with Oxford Health NHS FT and 
with Oxford Brookes University, was successful in its bid for re-
designation as an Academic Health Sciences Centre (AHSC) from 
2020-25. The Oxford Academic Health Partners (OAHP) will facilitate 
closer partnership working across the NHS and academic 
organisations, particularly with respect to major external bids such as 
the NIHR BRCs and Clinical Research Facilities, in the Joint Research 
Office and in other strategic and capital developments. OAHP will seek 
to put in place a Joint Working Agreement across all four partners, 
building on the OUH-UO Joint Working Agreement that was 
established in 2011. 

8.8. The JRO organised the latest of its seminars for Trust and University 
staff in November 2019, chaired by the OUH Director of R&D (Prof 
Keith Channon). The topic this time was Clinical Trials Transparency 
and it featured presentations from several recognised experts – Dr 
Ben Goldacre, Prof Andy Pollard and Ms Juliet Tizzard (HRA) - who 
then took part in a panel discussion, with Q&A from the audience. The 
seminar was well attended and generated positive feedback. 

8.9. Detailed information relating to all of the clinical research studies 
hosted or sponsored by OUH and/or the University of Oxford, is held in 
the Studyline project and portfolio management system. Studyline has 
been developed by OUH R&D, in close collaboration with University 
colleagues, and is a prime example of joint working. From its initial 
focus on supporting the activities of the Trust’s governance team and 
the University’s CTRG (critically, eliminating the need for them to 
maintain separate records pertaining to the same studies), the 
Studyline system is now also being used by the other five Trusts 
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across covered by the Thames Valley & South Midlands LCRN as their 
Local Portfolio Management System.  

8.10. Studyline has already had a profound impact on the management of 
research at OUH and its partners. It has now been extended to help 
pharmacy to manage and track their workflow for reviewing and 
approving new studies, as well as making this information available to 
others. This should greatly improve efficiency by avoiding duplication 
of information and reducing the number of requests for updates. The 
University is interested in extending the use of the Studyline system to 
support its activities more widely, e.g. at the tropical medicine trials 
units, and is engaged in securing the necessary funding. 

8.11. The rollout of the complementary Siteline system in from April 2019 
has significantly streamlined the reporting of recruitment information by 
research teams to the Trust and to the NIHR CRN in a timely manner. 
Having access to up-to-date information will help OUH R&D to identify 
studies at risk of failing to meet their targets for initiating and 
completing recruitment, so that efforts can be focussed on working 
with the appropriate research teams before it is too late. Further 
enhancements to Siteline are planned, to provide additional features 
that should help research teams to manage and integrate their 
activities more efficiently. 

8.12. During the first half of the year, JRO teams were involved in 
discussions at local and national level to prepare for a possible no-deal 
EU exit on 31st October. This included providing the DHSC with 
updated information concerning studies sponsored by OU or OUH, 
which was a major undertaking.  

8.13. The year 2019/20 ended with all the JRO’s teams – both OUH and OU 
– being instructed to work from home due to the pandemic. This 
unplanned experiment will provide valuable insights into alternative 
models for working together as a Joint Research Office in the future. A 
physical hub for all the JRO teams, in close proximity to the 
researchers they support, is still likely to be a fundamental 
requirement. However, the size and configuration of such a facility may 
now be quite different to what would have been envisaged just six 
months’ earlier. 

9. Recommendation 
9.1. The Trust Board is asked to receive this report and note the content. 
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