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1. Executive Summary

1. Duringthe year a total number of484 patients were recruited bjast Kent Hospitaldniversity
C2dzyRIFGA2Y ¢NHzAd 069YI ! C¢I KresdchelslintNatnal InsiBufeSoNNS R
Health ResearciN{HR portfolio studies. This represents ancrease 08.3% on 20¥-18, and is our
highest recruitmensince 2016a11.

2. Duing 208-19, B studieswere givenCapacity & Capabiligpproval by the Trust of whick8 were
NIHR Portfolio studies. Of ti& newly opening studied,9 were clinical trials of investigation
medicinal products (CTIMPs) atilwere industryfunded/-sporsored studies.

3. Researchrelated income to the Trust was down on last year (£2.35m vs. £2.7m irnIB)ith
income related to commerciadontract study activities also down on the previous year at £08ms
included£117 from DH Research Capability Bing.

4. The Trust bBs performed well inime takento open and recruit to studies this yeafor examplejn Q4
our mean time from being selected as a patrticipating f&iteany given studyo recruiting our first
participantwas 50.9 days. This placed u§'24it of 206 provider organisations Englangand £'in
our league (league 2) of comparable organisations.

5. Wehave provided fiieen training gssions on various topics to 20dlleagues throughout the year.

6. We haverestructured our noncancerResearch Delivery Teams align to our three main sites
(Margate, Canterbury &shford). In particular the size, presence and level of activity deliMay our
WHH team haeincreased significantlgnabling more patients receiving care on that site to participate
in research.

7. We held a workshop on 4th March 2019 to update etrategy for the coming three years, taking into
account changes to the local context in which research is happening (e.g. announcement of the new
medical schodlor Kent & Medway)The output of workshop hasontributed to a strategy update that
we planto present to QualityCommittee and Board of Directors late in 2019.

8. EKHUFT staffcollectively or individuallg were recipients of acclaims and/or prestigious awards
during the course of the year. Ruth Hulbert, Lead Research Nurse, was acceptedeord@fio
Programme and our Research Delivery Team were finalists at the Nursing Times Research Team of the
Year awards.
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2. Key Eventduring the 2018-19 Financial Year

Strategy Refresh Workshop

We held a workshop on 4th March 2019 to update our strategytfe coming three years, taking into

account changes to the local context in which research is happening (e.g. announcement of the new
medical school for Kent & Medway). We had 25 delegates from within the Trust, local Universities, Clinical
Research Netork: Kent, Surrey, Sussex & pharmaceutical companies and the output of workshop has
really helped us focus our strategic ambitions in R&I for the coming yé&@&rglan to present this paper to
Quality Committee and the Tru@tBoard of Directors in late 2019.

Restructuring & development of research delivery teams

In October 2018, changes were made e research delivery workforce within the Trust resulting in three
main research delivery teams who support most speciattie®ptOncology (the existing cancer research
teams continuing as they arejach of these teams are now aligned to one of the éhrain sites and
known as:

1 Research Team: William Harvey Hospital (Team Leader: Tracey Cosier)
1 Research Team: Kent & Canterbury Hospital (Team Leader: Angela Moon)
1 Research Team: Queen Elizabeth the Queen Mother Hospital (Team Leader: Nikki Crisp)

The main aim of these changes is to improve efficiency, resulting in improved value for money. In addition,
improving sitebased presence will help to enable development of relationships with new Pls & specialties
that have been less well supported in the pagtilst, at the same time, continuing to deliver an excellent
service to colleagues and patients in those specialties that have been highly active in the past.

The research team based at William Harvey Hospital has
expanded significantly over the pastar, both interms of the
size (3 staff have now increased to 7) and activity. Previousl
the team supported Stroke research almost exclusively, but
now supporting studies across a much broader range of
specialities, including critical care, neuroland emergency
care, whilst increasing recruitment within stroke. The team
were also successful in securing suitable new office
accommodation and laboratory facilities.

Laboratory support for research

During 201819, laboratory support for research hagiaased significantly. In July 2018, Alicia Knight was
appointed as Research Associate PractitioBased at QEQM hospital, this role involves supporting and
coordinating the workload for research studies requiring pathology and laboratory supportditioagd
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temporary space was identified so that lab support & sample processing facilities became available at all
three of the main sites and space has also been identified at both QEQM and WHH for permanent
dedicated research lab facilities.

Sudent NursePlacements

The first Student Nurse placements were successfully introduced and completed during 2018/19 in
collaboration with CCCU. The students spent some time with each of the delivery teams during their
placements, to ensure their experience wasrdasriesting & varied as possible. Feedback has been very
positive and we are hoping to continue with these going forward.

Research Delivery team shortlisted for Nursing Times Award

The Research Delivery team were nominated for the
prestigious Nursing ifies Awards, Clinical Research

Nursing

Nursing category, and were delighted to be I '
. . L WL LT
shatlisted. Led by research nur&arah Stirrup, the 1\'\ ‘g l ( b

nomination focused on the work that the team had

been doing to develop a visible and effective clinical
research delivery workfae to enhance patient and “J cLinicAL RESEARCH NUR
staff reseach engagement in EKHUFT. e

The award, sponsored by the National Institute of
Health Research (NIHR)volved an irdepthjudging
process. Saravas joined by Ruth Hulbert, Lead
Research Nurse and Brent Murray, resegratient
and ambassador to deliver a presentation imdon 4

to a panel of nine judges. NS

This was followed in October llye award ceremony
itself which was held at the Grosvenor House Hotel,
London. Although the team did not go onwon the
award, this wastill a fantastic achievement and one
that the team are justifiably proud of.
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NIHR 70@70 senior nurse & midwife leadership programme

Ruth Hulbert, Lead Research Nurse was accepted Ruth's 70@70 success
participant on the NIHR 70@70 senior nurse & s

midwife leadership programme commencing in May :
HAaMp® ¢KS LINPINI YYS Aa
community of senior clinical nurses and midwives
who will champion the promotion of an embedded
research active culture, encourage and support
innovation, and inform res@rch priorities in their .
2NBI YAAlI GA2YaQd wdziK gA:
working on this for the next 3 years.

w»
(0p))

Annual R&Il awards

As in previous years we made a number of awards at ouoéygar meeting. We are most grateful to CEO
Susan Acott for atteding our meeting and presenting awards, and to Mowcutive Director Jane Ollis and
patient representative lan Danks in choosing winners and ruanprd his year we had 47 nominations
across our four categories and these were of an exceptionally higitecaNot only are we proud of the
extraordinary efforts of those nominated, but also most appreciative of the time taken by their colleagues
making nomination. Recipients of awards were:

W' yvadzy3d | SNPQ OF GS32NE
Winner Andrew Gillian (Pharmacy KCH)
HigHy Commended Ophthalmic Imaging Team (KCH)

WOEQSLIiAZ2Y Lt /2y iNAROGdziA2Y Q OF G532 NE
Team Winner Multiple Sclerosis Team (KCH)
Individual Winner Tracey Cosier (WHH Research Team)

YwAaAiAy3d {GFNR OFGS3I2NE
Winner Eleonore Gifford (KCH Research Team)
Highly Cormended  Dr Salman Naeem (Emergency Department WHH)

Wa2ad 9y3IFr3IAy3a tLQ OFGS3I2NE
Winner Hilary Webb (Head Orthoptist)
Highly Commended Dr Neil Richardson (Consultant Anaesthetist WHH)
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Above: Some ofur R&l Award winners witBusan AcottEKHUFT CHfar right)
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3. People Involvement & Engagement

hdzNJ SESyYydyY WoYI! C¢ wSaSINOKY ¢NIyaF2N¥Ay3a GKS cCdzi
took place at William Harvey Hospital on 10 September 2018. Trust Chairman, Professor Stephen Smith
opened the event and reminded the audience how vital research is to our organisation. A packed

programme followed, which included talks by many of our active researchers, who all described the

important research they have been involved in and how itdras will make a difference to the care and

treatment of patients. The highlights of the event were the patients themselves, who told of their own
involvement in research and how this had made a positive difference to them. The event was a great

success wit many of the attendees commenting on how interesting, positive and inspiring they found the

day.

PATIENTS & PUBLIC, STAFF & PARTNERS ARE WARMLY INVITED TO

EKHUFT RESEARCH:
TRANSFORMING THE FUTURE

Monday 10th September,
9.30am - 2pm

Lecture Theatre, Education Centre, William Harvey Hospital, Ashford

'rﬁ},‘g Yo
p, =

Come and find out about how research going on in the Trust
is helping to transform healthcare and how exciting changes
ahead will provide future opportunities in east Kent.

Lunch & refreshments will be provided

To book 2 place, please £0 1o finsert in]

For| ;
5ill B3ker via email: ilian baker@nhs.nst or telephone: 01227 766877 Ext: 722 5932

ti

2
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Work on our new R&l webpages continues although has not progressed as quickly as anticipated, mainly
due to resource issues. Howeyéhe framework has been designed and a large amount of information
written. The content now needs to be added and the new site can then be launched.

¢KS ydzYoSNJ 2F NBASFNDK LINIAOALI yGaA 6K2 KIFIGBS @2f d
This year our Research friends have helped with various activities including publicity events and meetings
(attending and/or speaking), helped with our posters, provided input/ feedback for individual projects,
volunteered to help with our webpages and sbdheir story.

The research delivery teams continue to raise awareness and visibility across the Trust through wearing the
R&lI uniform, attending internal meetings and organising & attending publicity events. They also attend the
lunchtime marketplace ahe staff inductions days every fortnight to introduce the department and our

work to new starters in the Trust.
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4. KeyMetrics'

Study activity

During 208-19 the Trust had 480 active reseafstudies including 323 within the NIHR Portfolio and 91
nont 2N F2f A2 2NJ a2y | O02dzyiié¢ aiddzRASad LyOf dzZRSR gA
medicinal products (CTIMPs) and 70 industry studies (67 Portfolio,-Bowifolio).

The Trust R&I Department issuednfirmation of capabilitg capacity (C&Gpr 78 new studies between
1st April 2018 and 31st March 20{®8 NIHR Portfolio and 20 nétortfolio), of which 19 were CTIMPs and
17 were industry studies.

We recruited to 11 NIHR Portfolio studies, acros4 @discrete disease areas.

ParticipantRecruitment

Between1® April 208 and 3f' March 20D the Trust recruited®,484participants to NIHR Portfolio studies
compared ta2,293participants in 20I-18, an increase 08.3% We have continued to maintain a healthy
balance with comfex interventional (usually randomized controlled) and more straightforward
observational and largecale studies (Figure,BJcross a very broad range of specialty areas

Performance in Initiation of Research

Below wepresent comparative data, lookitgti G AYS O6YSFy ydzYoSNL RIFE&8& 06Sio

05{{0 FTYR WTANR(O D8RSy a2NBENBEESYyEBR 46t &y { FTARI WRI
an indication of efficiency initial study set up processes.

Time period | Pll Leagie | DSSo FPR | Rankingin | Ranking DSS to DSC | Ranking
(mean, days)| league overall (mean, days)| overall
(England) (England)
Q4201819 | 2/6 50.9 1% (/24) 24" 2.9 7" (/206)
Q3201819 | 3/6 64.7 1% (/22) 52 3.2 7" (/206)
Q2201819 | 3/6 83.7 12" (/17) og" 9.6 10" (/204)
Q1201819 | 3/6 76.7 6" (/14) 72" 24.6 49" (/203)

! Data relating to NIHR Portfolio studies obtained from NIHR Open Data Platform (KSS QlikView Pages)

2 Active defined asen to recruitment or in followup phase.

® Data from Performance in Initiating and Delivering Clinical Research from NIHR Central Commissioning Facility

‘Y SF3dz2SQ A& oFaSR 2y 20SNIff ydzYoSNI 2F & dzRskeS &f sibibBebel o SR Ay
research activity

EKHUFT ResearcHr&ovationAnnual Repor201819

Edited by Tim Doulton Pagel0of 40



Research Income

Researchrelated income to the Trust watown onlast year (EB5m vs. £2.ih in 2017-18) with income

related to commerciatontractstudyactivitiesalsodown on theprevious year at £0.6nDuring the year

the Trust was allocatefil17k by theDepartment of Healtlvia itsResearch Capability Fundisigeam and

GKA& &dzLIL2NISR bLIw FIFOdzZ 6 YSYOSNBR 6LINBaSyid FyR
Schene (RSS).

GCP & Ré&training for staff

In 201819 we provded 15 training sessions to 20dlleagues in a variety of locations as detailed below. In
comparison, we provided training @10 colleagues in 20118, 191in 201617 and 166 in 201%6.

Date Title of Training Venue Attendees
21/05/2018 | GCP Refresher WHH 15
01/06/2018 | GCP Intro WHH 23
22/06/2018 | PI Essentials Training WHH 17
29/08/2018 | GCP Intro Trinity House 17
15/10/2018 | Dry Ice Training & Safety Workshop WHH 18
23/10/2018 | GCP Refresher KCH 9
23/11/2018 | GCP Intro WHH 15
04/12/2018 | Valid Informed Consent Workshop MTW 17
09/01/2019 | GCP Intro WHH 13
16/01/2019 | GCP Refresher MTW 11
15/02/2019 | PI Essentials Training KCH 17
18/02/2019 | PI Essentials Training QEQM 10
25/02/2019 | Pl Masterdss WHH 6
01/03/2019 | GCP Intro WHH
18/03/2019 | GCP Refresher WHH

Statistical Advice

Statistical advice was provided by Paul Bassett (StatsConsultancy 18)rigst researchers by phone, e
mail and in facdo-face meetings.
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5. Overview of Research Activity durir@018-19 Financial Year

Solid TumourOncologyResearchTeam: Sue Drakeley & colleagues

The Solid Tumour Oncology Research Team provides opportunities for cancer patients to improve
treatment outcomes.These alternative treatments include CTi#Rd radiotherapy, along with quality of
life assessments to improve future pathways.

ESTHERA disease reqistry study to prospectively observe treatment patterns and outcomes in patients
with HER-positive umesectable locally advanced or metastatic breast cancer

ESTHER closed to recruitment in April 2018. EKHUFT recruited 16 patients which was over our initial target
of 15 patients. We were"Bout of 26 sites nationallyPatients will be followed up faat least 5 years after
the last patient enrolled (approx. 2023).

GO2- Optimizing Chemotherapy for Frail and Elderly Patients with Advanced Gastroesophageal Cancer

At the ASCO 2019 Annual Meeting the results presentech®X02 phase Il triaPleas@pen the below
PDF to read this presentation.

A
POF

GO2 ASCO slides
02-06-2019. pdf

ENZARABStudy Title: Randomised phase 3 study of enzalutamide in androgen deprivation therapy with
radiation therapy for high risk, clinically localised, prostate cancer.

Enzalutamide is a new hormone treatment taken as tablets. Previous trials have proven that enzalutamide
improves survival and quality of life in men with prostate cancer that has stopped responding to standard
hormone treatments and chemotherapy. This krternational randomised trial will determine if

treatment with enzalutamide can improve survival and quality of life in men starting radiation and
hormone therapy for prostate cancer that does not seem to have spread beyond the prostate. Here at
EKHUT we recruited 18 patients and were™ the top recruiters worldwide.

STAMPEDESystemic Therapy in Advancing or Metastatic Prostate Cancer: Evaluation of Drug Efficacy

The STAMPEDE trial was set up to see if we could improve prostate cancer trelynaelding things to

standard hormone therapy. The results for the radiotherapy comparison were reported in October 2018.
These results suggest that people whose prostate cancer has a low metastatic burden and who are starting
long-term hormone therapyor the first time are likely to benefit from radiotherapy in addition to the

current standard treatment. STAMPEDE think these results will help improve how future patients with
prostate cancer are treated.
http://www.stampedetrial.org/media/1995/radiotherapyo-the-primary-tumour-for-newly-diagnosed
metastaticprostate-cancer.pdf
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The STAMPEDE trial is still garg on, and is looking at a number of other approaches that might help
improve treatment of men with prostate cancer.

HORIZONS&udy: Understanding the impact of cancer diagnosid tieatment on everyday life

This observationatudyclosed to recruitnent on 3£ March 2019. We recruited at total of 41 patients
over 3 cohorts (Gynagel14, Breast; 17, NHLg 10).

PERSEPHONBuration of Trastuzumab / Herceptin® with Chemotherapy in Patients with Early Breast
Cancer: six months versus twelve

EKHUFT peuited a total of 74 patients into PERSEPHONE with the trial closing July 2015. Four years on
and the results of the study have been published online in The Lancet. These results show that women
who took Herceptin for six months fared no worse than @ats who had standard 12 months treatment in
terms of breast cancer returning.
https://www.thelancet.com/journals/lancet/article/PI1IS0146736(19)30656/fulltext

QEQMResearch TeaniNlikki Crisp& colleagues

Our team has undergone a number of changes over the past year and is now working towards a more
efficient sitebased model. We have welcomed the integration of delivery staff previously suppariirkg s
studies. This has allowed the whole team to support new areas and for Pls to consider other research areas
within their speciality. We are also supporting the delivery aneugetdf studies in new areas of obstetrics,
respiratory and prderm birth.

We are keen to engage with newsIn the past year we have supported new PIs in Cardiology,
Respiratory, Dermatology and Obstetrics. We wish to further the development efmeafical PIs and are
currently supporting Nurses and Therapists new to thie.rol
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Our surgical team involvement continues to grow with the development of strong working relationships
with surgeons, theatres and ward staff. We are also growing research activity in Anaesthetics, MS,
Cardiology and Gastroenterology.

One of our biggesdichievements has been the growth of commerciahtractstudies. We have had
particular success in medical device commercial studies, gaining recognition for being top international
recruiters which has led to being approached to participate in ourdtistiical Trial of a Medical Device
involving a norCE marked device.

Our team continues to develop. We have a Research Associate Practitioneotditate pathology

research activities. Two members of our team have completed their care certificateamamiember of

the team is a GCP Facilitator who supports the delivery of GCP and PI training across the Trust. The team
have also welcomed the introduction of student nurse placements and are committed to supporting this
initiative. We continue to promoteesearch through hospital events, research notice boards and social
media.

Other research output (conference proceedings, abstracts, poster & oral presentations; invited lectures;
invited contributions to books etc:)

Liz Van Rsseng abstract acceptedor a poster presentation at the Annual European Congress of
Rheumatology EULAR 2019

Ophthalmology Nishal Patel

Precis of researchRetinal Research with interest in Atrtificial Intelligence

Other research output (conference proceedings, abstractssigo & oral presentations; invited lectures;
invited contributions to books etc:)

Invited speaker Feb 2019 College of Optometry: OCT Angiography: Going with the flow

Invited speaker Oct 2018 National OCT meeting: OCT Back to the future

ARVO poster abstree

Reverse polarity OCT Angiography as a biomarker of
neovascular and ischaemic retinal diseases

Role of OCTA Flow Indices in Neovascular ARMD
Clinical outcomes of artYEGF naive and naraive Ozurdex
treated eyes in Diabetic Macular Oedema (DMO).

Clincal outcomes of naive and naraive Ozurdex treated
eyes in Retinal Vein Occlusion
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New high degree supervision during 2018

PhD University of Kent, Artificial intelligence in Diabetic macular oedema using OCT imaging
MSc Ophthalmology University aofiiEburgh
MSc Christchurch University

Peerreviewed publications during 20189 FY

1) Safety and Efficacy of Switching from Aflibercept to Ranibizumab in PatientSeatrascular Age
Related Macular Degeneration in Europe: SAFARI Study

2) Ocriplasmin for vitomacular traction in clinical practice: the INJECT study

3) Subretinal HypeReflective Material Seen on Optical Coherence Tomography as a Biomarker for
Disease Monitoring in AgRelated Macular Degeneration

4) Resource Use and Radalorld Outcomes for Ranihimab Treat and Extend for Neovascular-Age
Related Macular Degeneration in the UK: Interim Results from TERRA

Neuro-rehabilitation: Dr Mohamed Sakel(FRCP) Consultant Physician in Neuro
rehabilitation & Director of Neuroehabilitation
Service

Karen @Qunders Consultant Research Fellow, Neuro
physiotherapist

It hasbeen an exciting year for theearo-rehab

clinical research team. Dr Mohamed Sakel has
continued to develop and lead a diverse portfolio of
innovative clinical research activity. The datgling
calibre of his research activity was recognised on June
14" 2018, when he was presented with an Award of
Honour as an Outstanding NHS Star Leader. The
Award was made in recognition of achievements
above and beyond traditional clinical practicatmDr
Sakel's identified track record of high quality clinical#®
research focused on improving patients' lives being
an outstanding calibre. Research partnerships have
been strengthened with local, regional and international charities leading to hagareh impact. In April
HamMyS 5NJ{F1S8f YR YFENBY 68NB AYyOAGSR FyR LINBaSyd
Kent MS Therapy Charity Centre, which has subsequently resulted in numerous individuals, who attend the
Centre, taking part ithe current Rapper 4 robotic balance trial. There has been widespread interest across
the South East with MS Therapy Charity centres in Surrey, Brighton and Reading supporting and
disseminating information to their members.
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Over the year, Dr Sakel hasdn invited and presented clinical research updates to numerous local,
regional and international Brain Injury Charity Meetings, including Headway, Epilepsy Now, and SWBF
Foundation. In addition he is Chair of Kent Brain Injury Forum Charity, so cosdrilegiular research
updates to AGM meetings.

In OctoberDr Sakel chaired a highly successful 9th Brain Injury
Multi-disciplinary Conference, sharing news on cutting edge

research on neurgnodulation for the treatment and relief of

symptoms of Parkins@ Disease (Professor David Wilkinson & Dr
Sakel) and balance research using robotics in MS (Karen & Dr Sakel).
The conference was fully booked (100 people) and feedback
evaluation identified a large positive research impact with
respondents identifyinghat the learning gained would enhance and
improve their clinical practice.

In November, Karen was awarded postgraduate qualification in
Qualitative Research Methods from Oxford University with
completion of their Masters module. This qualification alonthw
attending a Professional Course on research approaches for
evaluation of professional practice, including realist evaluation and
implementation science, has endowed the newehabilitation
research team with enhanced research expertise and skills/&stigate and explore attitudes, beliefs and
behaviours and how these factors impact on clinical practice and healthcare delivery.

In March 2019, Dr Sakel launched and chaired an International Research
Conference in Bangladesh to mark the initiatiorcoflaborative research on
Hearing rehabilitation in Dementia (SENSECOG Asia). His research activity now
spans several continents (UK, Europe, US, Canada and Bangladesh) and he is
Principal Investigator for the only robotic exoskeleton trials in the UkSaRel

has specialist expertise and research interests in robotic exoskeleton research;
assistive technologies; brasomputer interface for neurgehabilitation;

spasticity management using Botulinum Toxin; neomadulation and

rehabilitation for strokesurvivors; vestibular stimulation for treatment of
Parkinsons Disease and Brain Injury; Minimally Conscious States; Motor
Neurone Disease and patient experience research.

Professor Stephen Smith (Trust Chair) invited Dr Sakel to
present a lecture with ireractive discussion to the first

Trust Governors and members meeting at the William

Harvey Hospital on MarcH"s Dr Sakel gave a

presentationomd Ly y 2 @l G A @S Of AyAOIl f N
NEKFOoAfAGEFEGARZY dzaAy3 (GKS wSE
describedby one of the attending Governors as

GAYALANF GA2yLFf¢€x NBFESOGAY3
an open public meeting attended by Trust Governors and
members of the general public.
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