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Purpose of 
Report 

Approve  Endorse  Assurance  Receive x 

 
Alignment to Strategic Objectives 

BRILLIANT CARE - Always providing safe, effective and compassionate 
care, where we listen and learn to provide an excellent patient experience 
and reduce avoidable harm. 

x 

BRILLIANT IMPROVEMENT - Instilling a culture of quality improvement 
where everyone feels empowered to make changes for the benefit of our 
patients. 

x 

BRILLIANT PEOPLE - Working together in a supportive environment to 
attract, develop and retain brilliant people. 

x 

  
Summary of other meetings discussed with and outcome of discussion: 
RD&I annual report is submitted earlier in the year to the Clinical Research Network SWP. 
The CRN SWP are commissioned by the National Institute for Health Research (DH) and 
provide substantial funding under a formal contract between RCHT and NIHR to conduct 
NIHR portfolio research. 
The Quality Assurance Committee received the Annual Report on 22 October 2019. 
  

Summary of the report, key points for discussion including any risks: 
Financial year 2018/19 saw the best RD&I performance to date at Royal Cornwall Hospital. 
We have received National recognition from the National Institute for Health Research 
(NIHR) for our performance in patient recruitment to portfolio clinical trials which increased 
by 54% compared to the previous year. In real terms this has meant 1,102 more patients 
recruited to NIHR portfolio trials and an overall increase in recruitment to all trial activity up 
by 37% from 2723 to 3720. Importantly this performance is the result of increased 
efficiencies and drive across our all our research specialty areas and not due to one or two 
high recruiting studies. This performance was also achieved with the existing capacity and 
capability within RD&I currently residing at 68 wte. 
 
The 2018-19 NIHR Research Activity League Table shows Royal Cornwall Hospitals NHS 
Trust has improved on its positioning in the league tables, having moved up 19 places to 



46th position against 153 large acute Trusts nationally for the number of participants it 
recruited into clinical trials. Based upon the NIHR research site league table for England 
RCHT are ranked 42nd for commercial research activity and 54th for non-commercial 
research activity presenting us with an overall position of 46th. We have been recognised as 
a top recruiting site in a number of areas of research with particular success in the fields of 
cancer, neurology, surgery, injuries and emergencies and diabetes, RCHT has been praised 
as a well performing trust in delivering the NIHR contract. This was reflected by way of an 
indicative funding allocation for RCHT of £1,292,884 from the NIHR which is an increase of 
6.5% on last year’s allocation. 
 
In light of Brexit the DHSC are keen to ensure the UK remains at the forefront of delivering 
world class research in the NHS. RD&I have put measures in place to make sure RCHT 
maintain a reputation for delivering clinical trials in a timely manner and to the highest 
standards. The appointment of an RD&I Industry Operations Manager (first in the SW) has 
forged key relationships with the life science sector and has proved to be pivotal in rapid 
study set up and contract negotiation, providing a one point of contact for industry 
streamlines communication channels and efficiencies. Rapid study set up enables RCHT to 
meet targets such as first patient recruited in the UK or World of which we have achieved on 
8 separate studies (World) and 5 studies (UK) this FY. Governance oversight is also key to 
maintaining reputation and relationships with industry of which RD&I utilise a home grown 
innovation digital system to pro-actively manage all trial activity.   
 
With regard to specific financial risks, this includes the cost pressure of £6.8m on capital 
medical equipment over 10 years old against a budget of £1.4m. Divisional and clinical 
engagement has been sought to help this prioritization process. 

What is the key question(s) for the meeting to consider? 

Is the RD&I performance to a standard that RCHT expect? 
Does RD&I support the Trust strategy and reputation as a research organisation 

  

Recommendation  
The Board is recommended to: 
• Receive the Annual Report and review overall performance of RD&I for FY 2017/18 

 

Equality and Diversity 
Statement 

There are no specific Equality Risks held in this report, however 
protected characteristics would be considered as part of 
research and clinical trials.  Any business cases would be 
subject to an equality and diversity impact assessment.  
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Financial year 2018/19 saw the best RD&I performance to date at Royal Cornwall Hospital. We have received 
National recognition from the National Institute for Health Research (NIHR) for our performance in patient 
recruitment to portfolio clinical trials which increased by 54% compared to the previous year. In real terms 
this has meant 1,102 more patients recruited to NIHR portfolio trials and an overall increase in recruitment 
to all trial activity up by 37% from 2723 to 3720. Importantly this performance is the result of increased 
efficiencies and drive across our all our research specialty areas and not due to one or two high recruiting 
studies. This performance was also achieved with the existing capacity and capability within RD&I currently 
residing at 68 wte.

The 2018-19 NIHR Research Activity League Table shows Royal Cornwall Hospitals NHS Trust has improved on 
its positioning in the league tables, having moved up 19 places to 46th position against 153 large acute Trusts 
nationally for the number of participants it recruited into clinical trials. Based upon the NIHR research site 
league table for England RCHT are ranked 42nd for commercial research activity and 54th for non-commercial 
research activity presenting us with an overall position of 46th. We have been recognised as a top recruiting 
site in a number of areas of research with particular success in the fields of cancer, neurology, surgery, 
injuries and emergencies and diabetes, RCHT has been praised as a well performing trust in delivering the 
NIHR contract. This was reflected by way of an indicative funding allocation for RCHT of £1,292,884 from the 
NIHR which is an increase of 6.5% on last year’s allocation.

In light of Brexit the DHSC are keen to ensure the UK remains at the forefront of delivering world class research 
in the NHS. RD&I have put measures in place to make sure RCHT maintain a reputation for delivering clinical 
trials in a timely manner and to the highest standards. The appointment of an RD&I Industry Operations 
Manager (first in the SW) has forged key relationships with the life science sector and has proved to be pivotal 
in rapid study set up and contract negotiation, providing a one point of contact for industry streamlines 
communication channels and efficiencies. Rapid study set up enables RCHT to meet targets such as first 
patient recruited in the UK or World of which we have achieved on 8 separate studies (World) and 5 studies 
(UK) this FY. Governance oversight is also key to maintaining reputation and relationships with industry of 
which RD&I utilise a home grown innovation digital system to pro-actively manage all trial activity. 

Introduction
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Table 1.1 - Executive Summary
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1.  Recruitment 

Recruitment target 2800– recruitment achieved 3720.  

We are currently the third largest recruiting Partner Organisation across the South-West Peninsula, in 2018/19 
RD&I recruited 3720 patients on the back of 151 recruiting studies. However, RCHT had the largest percentage 
improvement of all research organisations across the SWP.  

Overall recruitment to clinical trials increased by 37% against the previous year and further performance 
recognition comes from milestones detailed below;

*See Appendix 1 for performance tables
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2.  Commercial Research

RD&I opened 25 new research projects with a commercial contract in financial year 2018/19. The annual 
target set by RD&I was missed by 5 and this was due to 6 commercial projects in set up being withdrawn 
from the UK by the sponsors. A further 2 were withdrawn by the PI/Research team due to complexity of 
clinical capacity.  

Despite the challenges detailed above RCHT was the top recruiting organisation across the SWP for 
recruitment to commercial clinical trials. A total of 278 patients were recruited into commercial projects 
which equates to 7.5% of our overall recruitment activity. Reassuringly, interventional commercial 
recruitment has remained at the same level as the previous year and the dip has fallen into observational 
commercial activity. RCHT were the top recruiters in the SWP to commercial interventional clinical trials in 
the following specialty areas.

•  Diabetes

•  Haematology

•  Musculoskeletal Disorders

Commercial trial activity provides the financial security that enables RD&I to function at the level it does 
within RCHT and is the second highest contributor to the £3.3m operational costs of the department. It has 
been calculated that on average each patient recruited to a commercial trial brings an income of £6658 into 
the Trust with an additional average pharmaceutical cost saving of £5250. 

The growth of the commercial portfolio is dependent upon multiple factors including historic performance, 
clinician capability and capacity and organisational reputation to deliver a quality research service. 
The appointment of the RD&I Industry Operations Manager (IOM) has resulted in excellent professional 
relationships with IQVIA, bringing new opportunities including the only UK site to be selected for qualitative 
patient research and the prominent role of National Coordinator for a Consultant Haematologist in an IQVIA 
project. The IOM has also built a network of contacts with Novartis, Merck (MSD) and Pfizer.

In the last quarter of this financial year, as a region, we became part of Pfizer’s Inspire Partnership Program, 
and have already seen new project opportunities. The IOM has also engaged with new commercial partners 
including Radius and Immunomedics which has resulted in RCHT being selected as a site for commercial 
trials commencing 2019/20.  The role has been well received as a support mechanism by our clinicians, the 
CRN and life sciences. In an ever increasing competitive market we see the IOM as a tool which helps RCHT to 
stand out and deliver the quality research service that life science aspires to.

*See Appendix 2 for commercial activity and income tables

Table 1.1 - Executive Summary



Research Development & Innovation - Annual Report 2018 / 2019 7

Table 1.1 - Executive Summary

3.  Governance and Quality Assurance

Governance

Research governance refers to the structure in RD&I 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 patients. 

Research is tightly regulated. In particular the Clinical Trials Directive (2001/20/EC) and subsequent 
amendments, which relate to the implementation of good clinical practice in the conduct of clinical trials 
on medicinal products for human use, is overseen nationally by the Medicines and Healthcare Products 
Regulations Authority. 

In addition, all research is required to adhere to other laws, standards and guidance which include:

•  UK Policy Framework for Health and Social Care 2017  

•  The Human Tissue Act 2004

•  General Data Protection Regulation (GDPR) & Data protection Act 2018

•  Mental Capacity Act

•  Children’s act 2014

•  Trust Policies 

RD&I employ a research specific Governance Lead to ensure compliance to these policies and are 
underpinned by a suite of Standard Operating Procedures (SOP) within RD&I. Policies and SOPs are updated 
in response to national and local developments (last updated June 2018). They are all available on the trust 
document library and specific attention is drawn to them during relevant training in clinical research.
 

RD&I Quality Management System (QMS)
Incorporates 3 strands:
 
1.   A suite of documentation 

to clarify roles, processes 
and standards e.g. Standard 
operating procedures, policies 
and working instructions

2.   A training curriculum which 
educates to those documents 
and ensures competencies for 
staff conducting specific duties

3.   Quality assurance and quality 
control aspects which oversee 
the conduct and institutional 
review of internally driven audits 
as well as external monitoring, 
inspection and assessments.
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3.  Governance and Quality Assurance cont...

Quality assurance

RD&I operate a grading system for the findings from external monitoring reports which are collated with the 
findings from internal audit reports. An escalation system is in place to ensure all findings are recorded and 
addressed. All major findings are reported and investigated through datix and serious breaches are reported 
to the regulators within the reporting timelines. The governance SMT has oversight of this process.
 

Formal auditing of compliance

An audit and monitoring program forms part of implementing quality assurance. It is independent and 
separate from routine trial monitoring or quality control functions. The purpose of an program is to evaluate 
the systems or trial conduct and compliance with the protocol, SOPs, Good Clinical Practice (GCP), and the 
applicable regulatory requirements. All research at RCHT, whether hosted or sponsored, is subject to audit 
by the governance team. Trials are selected through a risk-based approach, including those trials that have 
been flagged as having the potential to be non-compliant based on trial sponsor monitoring reports via data 
accumulated on QUAD (a bespoke database developed with the support of CITs).

RD&I collaborated with CITs in FY 2016/17 to unveil QUAD, an innovative quality assurance database which 
replaced paper tools and enabled rapid collation of findings from multiple reports to provide better oversight 
and help early detection of themes and trends. This digital innovation is now fully operative within RD&I and 
was presented in December to the NIHR at a national innovation meeting.
 

Risk management

RD&I have developed a risk-based system for assessing each study to ensure all risks are mitigated and no 
study has a risk rating above tolerance; including Phase I and II clinical trials. A grading system is utilised 
for the findings from external monitoring reports are collated with the findings from internal audit reports. 
An escalation system is in place to ensure all findings are recorded and addressed. All major findings are 
reported and investigated through datix and serious breaches are reported to the regulators within the 
reporting timelines. The governance SMT has oversight of this process.

RD&I collaborated with CITs in FY 2016/17 to develop QUAD, an innovative quality assurance database which 
replaced paper tools and enabled rapid collation of findings from multiple reports to provide better oversight 
and help early detection of themes and trends. This digital innovation is now fully operative within RD&I and 
has been showcased twice at a National level during 2018/19.

1.   Quasar, a Publication produced 4 times a year by the RQA (Research Quality Association). 
Quasar 146 - Data Integrity and Privacy: January 2019. (Click here to open article)  (Click here to play)

2.   It was then submitted to the Digital Festival in Birmingham on the 26 March 2019. This event connected 
people from across the NIHR and partner organisations, celebrated success, and shared brilliant digital 
work currently underway, where our initiative was chosen to contribute to the Showreel at the Digital 
Festival. Click the You Tube link below to watch the Digital festival Showreel. (Click here to play)

Table 1.1 - Executive Summary

https://issuu.com/researchqualityassociation/docs/quasar_146_-_data_integrity_and_pri/2
https://www.youtube.com/watch?v=Gx0n4Qi4JGY&feature=youtu.be
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Table 1.1 - Executive Summary

3.  Governance and Quality Assurance cont...

MHRA inspections

RD&I received one MHRA inspection during FY 2018/19. The focus was on one specific trial in Oncology, PI 
was Dr Talbot. An inspector was on site for 3 days and reported the following findings:

•  No critical findings

•  Two major findings

•  Six other (minor) findings

MHRA praised the team for their governance oversight and remarked that their knowledge of the patients 
on the trial and care and compassion demonstrated to the study participants was commendable. In terms 
of a research MHRA inspection the findings were considered minimal and all matters were quickly and 
easily resolved. RD&I remains committed to ensuring research is conducted to the appropriate standards and 
legislative requirements maintaining RCHT’s reputation as a place to do research.
 

RD&I Quality Management System (QMS)
Incorporates 3 strands:
 
1.   A suite of documentation to clarify roles, processes and standards e.g. Standard operating procedures, 

policies and working instructions

2.   A training curriculum which educates to those documents and ensures competencies for staff conducting 
specific duties

3.   Quality assurance and quality control aspects which oversee the conduct and institutional review of 
internally driven audits as well as external monitoring, inspection and assessments.
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4.  Approval Metrics

As of Quarter 1 2018-19, improvement in clinical trial performance and reducing site set up and participant 
recruitment time is no longer assessed with a 70 day benchmark by the NIHR. A renewed focus has been 
placed on transparency, accuracy, and meeting sponsor expectations. The minimum data set has been 
updated to reflect this change.

    1. Date Site Invited     5. Date Site Confirmed

    2. Date Site Selected     6. Date Site Ready To Start

    3. HRA Approval Date     7. First Participant Recruited Date

    4. Date Site Confirmed By Sponsor

RD&I have excelled in study set up times (see appendix 3), which has resulted in building a positive reputation 
with sponsors evidenced via the increase in direct approach from sponsors selecting RCHT as their preferred 
research site.

Recruiting to time and target metrics;

The Department of Health have introduced a number of metrics to make the UK competitive and attract 
industry-financed studies. To help ensure RCHT is an attractive place for life science to place their research 
studies the department need to demonstrate rapid set up of studies and recruit the number of participants 
stated in advance within the time frame agreed and documented in the clinical trial agreement. 

The table in (appendix 4) provides a breakdown of the studies which closed to recruitment at RCHT in the 
financial year 2018/19 by commercial and non-commercial. It can be seen that a total of 28 studies closed 
in the financial year of which 16 recruited to target amounting to 57%. Our commercial performance was the 
highest in the SWP at 75% however; our non-commercial performance weakened our overall position as only 
10 out of 20 studies met target (50%). It is recognised that our focus on commercial activity has hindered 
performance on our academic portfolio. Measures have been put in place for the new financial year to 
monitor and act swiftly on all studies that are not on schedule to meet recruitment target at close.

5. Balanced portfolio

It is important that RD&I maintain a balanced portfolio of studies, offering both interventional and 
observational research from commercial and non-commercial sponsors alike. The graph (appendix 5) 
shows the percentage of recruited patients to each category of study.  The split is close to what is regarded 
as balanced at a national level (70/30) and therefore represents a valuable mix of studies which may 
bring immediate and direct patient benefit but also studies which provide much needed data for future 
interventional trials and policy development at a national level. Of the 85 new clinical trials opened in FY 
18/19 25 were with a commercial contract representing 25% of our portfolio.

A.   Interventional - A clinical study in which participants are assigned to receive one or more interventions (or 
no intervention) so that researchers can evaluate the effects of the interventions on biomedical or health-
related outcomes.

B.   Observational - A clinical study in which participants identified as belonging to study groups are assessed 
for biomedical or health outcomes, no interventions are initiated as part of the trial.

Table 1.1 - Executive Summary
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Table 1.1 - Executive Summary

6.  Finance

Financial year 2018/19 saw RD&I achieve financial breakeven point, which contravenes the trend at a 
regional level where a competitive market has reduced commercial income into organisations. There are 
several income arms which contribute to the financial position of the RD&I, the largest proportion coming 
from the NIHR (CRN SWP) followed by commercial trial income and then from non-commercial trials and 
study grants. All funding streams are fluid and subject to change based upon performance, capacity and the 
success of winning studies and grants in a competitive market. RCHT demonstrated a strong performance 
in all areas during FY 2018/19 and increased income in 2 of the top 5 income streams (appendix 6). RD&I 
acknowledges there needs to be a diversification of the income portfolio, opening studies in more clinical 
areas, increasing grant income and delivering more commercial research. This will grant greater stability 
to the department and serve to offer greater access to research to the people of Cornwall. Commercial trial 
income dropped slightly from £896k in FY 2017/18 to £813k in FY 2018/19 due to the drop in number of 
commercial trials opening (appendix 7). However, non-commercial income increased from £142k to 163K. 
RD&I expenditure (appendix 8). 

Income Contributions for Supporting Services
RD&I contributed the additional income for research activity to the following supporting services;

Income Contributions for Care Groups
RD&I contributed the following income to clinical departments for activity conducted by their research 
active consultants;]

Supporting Service Up Front Payment Additional Activity Payment Total

Clinical Imaging £23,474 £35,568 £59,042

Pathology £15,867 £52,212 £68,079

Pharmacy £59,206 £55,332 £114,358

Med Physics £1,123 £18,456 £19,579

Total contributions RD&I paid to RCHT supporting services  £261,058

Department Amount

Oncology £47k

Haematology £5K

Rheumatology £2.5K

Histology £1K

Cardiology £1.5K

Endocrinology £7.6K

Neurology £3.4K

T&O £2K

Paediatrics £1K

Total contribution RD&I paid £71K
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Section 2 - Communication

REDLINE - REsearch DeveLopment & Innovation Newsletter

A new RD&I newsletter was introduced in May 2018

Ensure effective 
monthly 
communication 
with RD&I staff 
and other close 
associates

The newsletter regularly features:
•   Team/staff success stories
•  Personal achievements
•   HR & capacity/confirmation info
•  Events and training 
•   General communications 

/announcements

The newsletter is sent to;
•  All RD&I staff
•  CRN SWP staff COO, RDMs
•  RCHT CEO
•   Key care group colleagues 

including HR & Finance leads

•   The newsletter 
is distributed to 
around 100 people

Objective Action Outcome

“I really like the newsletter and know that it takes some serious commitment to pull something like this 
together so thanks for doing this.  Please keep sharing it with me as it is a great summary of what is going on 

for the department and the staff achievements”.  Karen Jarvill, Associate Finance Director, July 2018

Click here for 
full Newsletter

Feedback received

We are conscious that communication of research success and opportunity must be integral throughout the 
trust and not limited to RD&I. Therefore, during FY 18/19 we have introduced three new electronic resources to 
aid us with this challenge.

Section 2.1 - REDLINE
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Section 2.2 - Research newsletter

•   Publish 4 newsletters a year aimed at researchers employed at RCHT

•   The first newsletter was produced in February 2019

•   Features included a member of RD&I staff feature, contact information, links to webpage, training, feature 
on a home grown and hosted researcher, information about the research ideas initiative outcome

•   The newsletter was reviewed by a researcher who said “This is a good idea; it sends a message to those who 
don’t know about the possibilities and what’s going on in research”

Objective

Click here for 
full Newsletter

A new RD&I newsletter was introduced in May 2018

•   Publish 2 
newsletters a 
year aimed at 
patients and 
the public.

•   2 newsletters were 
produced aimed at patients 
and the public (Summer 
& Winter editions)

•   The newsletters featured 
items such as charity news, 
patient stories, news from 
across the teams, info on 
how to get involved with 
PPIE, study opportunities 
(including one for CFT) 

As well as a digital version, 100 copies of each were printed. 
Distribution was in the following ways: 

•  Social media

•  Shared with CRN SWP for wider distribution

•   Placed in waiting rooms across the hospital

•  Sent to patient support groups

•  Given out at events

•   Given to key trust colleagues such as division/care 
group leads

Objective Action Outcome

I found all the editions were very well laid out with many positive stories to hear about, including a couple 
of articles of particular interest to me including eczema and methotrexate.  I have eczema, although well 

controlled, and I also take methotrexate so it’s nice to know things are happening down here.  Given where we 
live, you assume there’s nothing going on in research, but quite the contrary it seems.

Click here for 
full Newsletter

Feedback received from member of the public 

Section 2.3 - Patient newsletter

https://doclibrary-rcht.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/Websites/Internet/OurServices/AZServices/R/ResearchAndDevelopment/Newsletters/NRiCONewsletterFebruary2019.pdf
https://doclibrary-rcht.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/Websites/Internet/OurServices/AZServices/R/ResearchAndDevelopment/Newsletters/NRiCONewsletterFebruary2019.pdf
https://doclibrary-rcht.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/Websites/Internet/OurServices/AZServices/R/ResearchAndDevelopment/Newsletters/CornwallResearchNewsletterWinter2019.pdf
https://doclibrary-rcht.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/Websites/Internet/OurServices/AZServices/R/ResearchAndDevelopment/Newsletters/CornwallResearchNewsletterWinter2019.pdf
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Section 3 - Social media

RD&I utilise both Facebook and Twitter to promote our service and findings on a digital platform
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Section 4 - Sponsor oversight

RD&I is responsible for the finance, governance and running of the research developed by RCHT staff; 
home grown research. Before RD&I agree on behalf of the Trust to sponsor a research project the researcher 
must secure sufficient funding and the Sponsorship Oversight Committee (SOC) must be satisfied that 
the researcher has the appropriate skills and support to be able to undertake the study. The Conditions of 
Sponsorship Agreement detailing the terms and conditions must be signed by the researcher and sponsor 
representative (SOC delegate) before the study is approved. Sponsor oversight of all RCHT sponsored studies is 
undertaken through weekly meetings of the SOC chaired by the RD&I manager.

1.   Alex Hadjiantoni (Cardiac Physiologist / Cardiac Scientist) - Mapp Study 
Interventional Study, testing new ECG technology. 

2.   Hannah Ford (Cardiac Physiologist) - CRT Trial 
Observational study to assess if cognitive function can be improved by Cardiac Resynchronisation Therapy, 
Cardiac Physiologist. 

3.   Zaid Hasafa (ST1) - Diagnostic Laparoscopy Project 
Teaching tool for gynaecologists to measure the degree of accuracy among gynaecologists on reporting 
diagnostic laparoscopy findings for endometriosis cases.

4.   Georgina Purvis (Senior Biomedical Scientist) - Brain Mets II  
Retrospective study investigating changes in biomarkers CDK4 and CDK6 , grant in place for £50,000.  

5.   Fangyi Xie (Higher Speciality Trainee) - MAL Application and Responses to treatment of AK (CTIMP) 
Looking at whether applying Alumez cream for longer durations will increase the efficacy of photodynamic 
therapy at acral sites. 
Interventional / CTIMP.  Drugs to be supplied FOC

6.   Hannah Donkers (Gynae Research Fellow) - MicroRNA Expression in Urine 
Interventional study to assess the diagnostic test accuracy of urinary miRNA detection to diagnose 
endometrial cancer. 

7.   Dr Duncan Wheatley (CTIMP)  (Consultant Clinical Oncologist) - Venus  
CTIMP study looking to study short and medium effects of low dose topical oestrogen by monitoring 
serum estradiol levels using a highly sensitive assay. 

8.   Dr Adam Pollard (Innovation Manager) - Table Tennis Study  
Study to quantify the effectiveness that a prolonged period of regular table tennis coaching has for 
research participants with disabilities 
RfPB grant application declined at Stage 2.  Now awaiting outcome of application to National Lottery Funders

9.   Helen Chenoweth (Research Nurse/Team Lead) - FLAG Study 
Does usage of a flash sensor application in gestational diabetes initiate earlier treatment intervention

Section 4.1 - Current pipleine of RCHT led research
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Section 5 - Workforce and Training

Supporting a future workforce

Other options utilised to support skills development for a future workforce is establishing links with the NHS 
management trainee programme to assess the exposure to R&D activity as part of the training process. We 
have two band 6 members of R&D staff assigned to a funded undergraduate business degree with a view to 
investing in our future leaders.

Study Support Unit (University of Exeter)

RD&I have worked closely with 
Exeter Medical School to facilitate 
the Student Selected Research 
Unit placement for Year 3 medical 
students.   In collaboration with the 
medical school the placement has 
been set up to facilitate their unit 
outcomes of developing a research 
abstract and designing a poster.  
The delivery teams provide the 
student with opportunities to better 
understand research delivery in all 
its forms by better understanding 
the patient pathways, latest research 
trends, gaps in evidence base, 
recruitment of patients and explore 
potential topic areas for consideration.  
The teams guide the student to 
develop their ideas into a proposal, 
which is marked by the research 
delivery team leads.   The programme 
has worked well, seeing some medical 
students deliver presentations at 
national conferences, it is evident that it is enabling them to have the necessary skills to become early career 
researchers of the future. The project also provides additional income for the RD&I to the sum of £24k.

Non Medic PI’s

RD&I have been actively promoting allied health professionals and nurses to become research Principle 
Investigators.   We have 11 trials opened in FY18/19 with non-medic PI’s.  This has provided an increase in 
clinical capacity and facilitated opening up research projects in clinical areas where medical capacity is 
restricting research activity. 

Research Doctors/Fellows

RD&I receive trust funding for research medics to help facilitate research in areas where there is limited 
physician related clinical capacity. We now have two research specialty doctors in post and two more being 
appointed in FY 2019/20. The research specialty doctors allow research activity to compliment standard care 
without impacting on clinical capacity. Through developing a reputation for excellence in research, we will be 
able to attract staff that have an interest in research to join RCHT, whether that be Consultant, Nursing or AHP 
supporting the delivery of the Brilliant Care strategic goal.
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Section 6 - Collaborative working with the Clinical School

During 2018/19 the RD&I and the Clinical 
School have worked closely together, to 
establish a county-wide research ideas pathway. 
Membership includes representatives from 
clinical audit, Research Design Service, patient 
and public involvement, Library and Cornwall 
Partnership Trust. With a Health Library 
hosted ‘research ideas’ portal, the Research, 
Development and Innovation team facilitate the 
signposting of ideas to the supporting partners.  

The research ideas pathway has already 
produced many ideas from Nurses and AHP’s 
to the Clinical School.  It is expected that these 
numbers will increase in the coming year 
once the pathways group is fully established. 
The National 70@70 NIHR award held by the 
associate director for the clinical school (Frazer 
Underwoord), provides a further opportunity to 
mutually align RD&I, the clinical school, and the 
National Institute for Health Research agenda.

RD&I will work with the 70@70 champion to 
promote opportunities for patients to be part of 
research and developing early career researchers 
and increasing home grown research within 
RCHT. With representation from the RD&I team 
on the Clinical School Leadership Group, together 
a new/early Researcher Development Framework 
has been designed and promoted.  It is expected 
that this Framework will provide skilled 
researchers producing robust research at RCHT.

The RD&I and the clinical school are both 
working towards ensuring that RCHT is a centre 
of excellence in research and therefore, want to 
celebrate and encourage all research activity 
that staff are delivering and/or developing.  
As such this year, the RD&I departments 3rd 
Annual Research Awards event has supported 
the first Clinical School Award, awarded to 
the nominee who best demonstrated the 
transference of knowledge to action.  The 
clinical school have supported the event by 
acting as independent judges for the RD&I 
award nominees and It is intended that the 
clinical school will have a dedicated award at 
this yearly event moving forward.    
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Section 7 - Realising the benefits of research for RCHT

Research provides many benefits to the trust in which it is hosted, these can be direct benefits through the 
provision of therapeutic options, equipment and drugs as well as indirect benefits through the impact upon 
reputation, workforce and collaboration. Research provides opportunities for a number of patients to have 
access to treatments that are not part of standard care in a variety of research areas. At RCHT, we already have 
much to be proud of in relation to Research, Development and Innovation. We are a research active Trust, with 
a growing reputation for research excellence, and many of our specialties, such as Oncology and Diabetes, 
are among national leaders in the research they undertake. We want RD&I to be seen as ‘business as usual’, 
so that key opportunities are considered and acted upon by all roles and services. This will help to embed 
research within all services, including those who have not historically been research active, ensuring we grow 
our RD&I offering, and improve the quality of care provided at our hospitals.

A number of the trials that RCHT have recruited into have impacted on service delivery nationally, 
examples are

Keynote 189 – Principle Investigator Dr Toby Talbot, a study looking at Pembrolizumab plus Chemotherapy 
in Metastatic Non–Small-Cell Lung Cancer has also resulted in a change in practice since the study showed 
significant increase in overall survival, progression free survival and response rate. 

Click here to open the article

Click here to open the article

The research departments at RCHT and CFT have successfully embraced the transformational changes in line 
with the progress of the STP. RD&I have supported CFT with both infrastructure and capacity to ensure the 
Cornish community are offered as many trial opportunities as possible. RD&I collaborate with CFT to run both 
industry and academic trials from the KSpa clinic rooms in specialties such as Parkinson’s, Dementia and 
Ageing. With clinical services now spanning across both organisations we envisage our collaborative research 
portfolio to progressively increase in the near future. This is aided via the fact that under our CRN contract we 
are providing the research contracting, costing and governance service to CFT.

Section 8 - Cornwall Foundation Trust (CFT)

https://www.thelancet.com/journals/lanonc/article/PIIS1470-2045(18)30093-7/fulltext
https://www.nejm.org/doi/full/10.1056/NEJMoa1810742
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Section 9 - Home grown success

RCHT clinicians have been recognised regionally for their research expertise and success. FY 2018/19 saw 
two new NIHR regional Clinical Research Specialty Leads (CRSL) appointed from within RCHT. Their role is to 
provide clinical leadership, advice and accountability for specialty research activities and performance across 
the SWP.

Engaging with the NIHR at a National level increases RCHT’s reputation as a research organisation and 
provides maximum opportunities for RCHT to have early engagement in trials coming to the UK. NIHR CRSL’s 
within RCHT detailed below;

Dr Duncan Wheatley 
NIHR Clinical Research 

Speciality lead 
for Cancer

Dr Duncan Browne 
NIHR Clinical Research 

Speciality lead 
for Diabetes

Dr Khadra Galaal 
NIHR Clinical Research 

Speciality lead 
for Gynaecology

Dr David Tucker            
NIHR Clinical Research 

Speciality lead for 
Non Malignant 
Haematology

IQVIA and other Commercial Bodies 

The IQVIA Prime Site partnership provides RCHT with access to a large portfolio of commercial studies, many 
of which have been opened in RCHT bringing both clinical and financial benefit to the Trust. We are also 
developing our own institutional relationships with commercial sponsors, Merck (MSD), Roche, Amgen, Pfizer, 
Novartis amongst others to attract commercial studies to the region off the back of our existing delivery 
performance. Industry partner meetings are held once a month to ensure RD&I maximise on commercial 
opportunities and keep abreast of the pipeline of clinical trials entering the UK. 

In January 2018, as a region, we became part of the Pfizer, Inspire (Investigator Networks Site Partnerships 
and Infrastructure for Research Excellence) Program.  As part of this program, preference it given to INSPIRE 
sites which includes advanced knowledge of Pfizer portfolio, site recommendation to CRO/global study team, 
support of continue improvement/excellence & development plans and development opportunities.     
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Section 9 - Home grown success

CQC Involvement  

There is an increasing body of evidence which shows that NHS Trusts with a good level of research activity also 
have better patient outcomes than those Trusts with lower or no research activity.

There is also now a research access question included in the CQC Annual In-Patient Experience Survey as well 
as a CQC focus on how well an NHS Trust as a whole supports research activity. This involves strategic and 
divisional leadership, and patient opportunity and access around research: (The new research questions can 
be found in section W8 in the CQC Trust Wide Well Led Framework). 

Clinical research is no longer just a ‘nice to do’ exercise in the NHS - it is now a key part of improving patient 
care. Research is written into the NHS Constitution and this is now backed up through the CQC inspection 
process. In September 2018 the CQC signed off the incorporation of clinical research in its Well Led Framework 
(NHS Trusts). This is the first time a major NHS regulator has formally recognised clinical research activity in 
the NHS as a key component of best patient care.

RCHT are well placed to deliver the commitment required by the CQC and with the continued support of the 
senior leadership there is every opportunity to not simply meet required standards but exceed expectations.

Building on Success 

During FY 2019/20 RD&I will be presenting to JCNC an organisational change which re-aligns our research 
team structure with the new care groups. This will ensure we offer consistent research service in line with 
specialty providers maximising opportunity and consistency of support.

We will also be presenting an invest to grow strategy paper which will allow an application process for 
clinicians to apply for a research PA to be added to their job plans. The financial risk will be underwritten 
by the RD&I department. This will provide opportunity not only to grow research activity but also act as a 
retention and recruitment tool for our clinical workforce.
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Appendix 1

Graph shows recruitment data month on month, previous years data are indicated with an *

 

Apr Ma
y Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar

Recruitment Network Only 139 326 613 1081 1339 1700 1950 2282 2492 2724 3089 3272
Recruitment Studies All 140 328 646 1118 1394 1758 2011 2345 2561 2800 3186 3369
Target based on portfolio 112 224 336 449 561 673 785 897 1009 1122 1234 1346
Target 18/19 Network 231 463 694 925 1156 1388 1619 1850 2081 2313 2544 2775
Target 18/19 Projected 280 561 841 1122 1402 1682 1963 2243 2524 2804 3085 3365
Last year Network* 190 404 681 957 1125 1261 1434 1571 1666 1875 2029 2667
Last year All Studies* 193 408 700 990 1171 1334 1533 1701 1821 2046 2213 2723
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RD&I Overall Recruitment Current vs Last Year 

Graph B shows recruitment data by specialty area

Network recruitment including genomes - 3623

All recruitment including genomes - 3720
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Appendix 2

Number of new commercial trials opened  FY 2018/19 (Cumulative) 
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Appendix 3

Percentage of trials that met NIHR study set up metric
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Appendix 4

Number of studies that met recruitment target within time frame set out in the contract
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Appendix 5
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2018 - 19 RD&I Network: 
Interventional / Observational  

Appendix 6
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RD&I Income 2018/19 

Clinical Research Network -
£1,081,499

Commercial Trials - £813,537

Grant funded Projects -
£302,440

Trust Funded - £450,546

Non Commercial Trials -
£250,903

Research Capacity Funding -
£176,763
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Appendix 7

 

Appendix 8
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Appendix 8
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