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Glossary

Northern Ireland Clinical

Acronym | Definition

AHP Allied Health Professional

AMRC Assop_latlomf Medical Research
Charities

AR Annual Report

BHSCT Belfast Health and Social Care
Trust

BREXIT British Exit

C&C Capacity & Capability

Cl Chief Investigator

CMG Clinical Management Group

COVIE9 Coronavirus Disease

CSG ClinicalSteering Group

DGH District General Hospital

DOH Department of Health

ECMC Experimental Cancer Medicine
Centre

FPFV First Patient First Visit
General Practice Academic

CPARTS Research Training Scheme

HSC R&D Health and Social Care Resgar
& Development

IBD Irritable Bowel Disease

INY In year (2 April 2023315 March
2024)

NHS National Health Service

NHSCT Northern Health and Social Car
Trust

NI Northern Ireland

NICRCF Northern Ireland Cancer
Research Consumer Foru

NICRE Northern Ireland Clinical

Research Facility

NICRN Research Network

NICTN Northern Ireland Cancer Trials
Network

NIHR National Institute for Health and
Care Research

NIMDTA Northern Ir_el_and Medicalred
Dental Training Agency
Northern Ireland Clinical

NICRRRG Research, Recovery, Resiliencd
and Growth group

pn Proportion

PHA Public Health Agency

Pl Principle Investigator

PICU Paediatric Intensive Care Unit

PPI Patient and Publimvolvement

QUB Queen's University Belfast

R&D Research & Development

RCT Randomised Control Trial

RtT Recruitment to Target

RVH Royal Victoria Hospital

SEHSCT South Eastern Health and Socig
Care Trust

SHSCT South Health and 8@l Care
Trust

T&O Trauma and Orthopaedics

UK United Kingdom

UKRI UK Research and Innovation

UPH Urgent Public Health

uu Ulster University

WHSCT Western Health and Social Carg
Trust

WTE Whole Time Equivalent
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$ E O A ARédorOd dhievements /Challenges
In reporting year 20232024

Once again the complex mufirofessional team of clinicians, academics, administrators and support
workers in the NICRN family are to be congratulated on delivering high quality clinealalesicross

the whole of Northern Ireland. The annual report, as has been the case in previous years, sets out
activity and achievements by individual Clinical Specialty Group. This year we have chosen to illustrate
some of the clinical specialty data tim the relevant sectios, as opposed to in the appendicdhe

tabular format is recurrent throughout the report and the table below should help readers to interpret
data effectively.The Northern IrelandegionalDashboard summameport hasbeen include at the

end of this section.

First Visit Windows (Days) and Proporti
of Studies Achieving <30 Days (%)
(Commercial/Non
CommercidlCombined.

Table Table Title Description
Number
1 Studiesand Sites Data The6 data fieldsin this table highlight;
1- The number of active clinical specialities withir,
Trust For the CSG dashboards; the number of
Trusts with activity ityear. For the regional
dashboard this data field reflects the number ¢
active CSG=gionally.
2- The total number of activportfolio studies
undertakenwithin the reporting period
3- Number ofrecruitingsites across HSC
4- Number ofHSC siteat which new @tients have
been recruited within the reporting pesd.
5- Number of new studiesupported within the
reporting period
6- Number ofstudies closed within the reporting
period.
2 Screening and Recruitment in year and| Columns 1&2 highlight the number of participants
Cumulative Totals for Active Studies screened and thereafter recruited supported
duringthe reporting period studies within the reporting periadColumns 3&4
highlight thecumulative(i 2 G I £ y dzY o S NJ
screened and recruited to theséuslies up to 3F
March 2024
3 (atb) a ¢ Recruitment and Median Recruitmer| In both tables3a&bthe number of participants refers
to Target (%) by Sponsorship Type to the number of participants recruited in ye@NY)
(Commercial/Non whereas the Recruitment to Target (RtT) median
CommercidlCombined. figure, expressed as a %, relates to participants
b - Recruitment and Median Recruitmen recruited to studies that have closed to reitrment
to Target (%) by Design Type within the reporting period
(Interventional/ObservationaCombired)
4 Portfolio Sponsorship, Randomisation | Numbers included in this table equate toetmumber
and Design Mix for Active Studies Durir of activestudies referred to in table 1.
202324.
5 MedianFirst Patient First VisfFPF\)) Data included in this table highlights the median

times taken to recruithe first patientacross all
activerecruitingstudies ard the % ofthoseactive
studies whichmeet the FPFV UK benchmark of
recruitmentwithin 30 days osite opening.

4| Page




6(ath) 6a NI regional data/HSC Trust data by | 6a (N regional data dashboard) This reflects the ke

Clinical Specialty Group. metrics as reported across CSGs for NI.
6bNI regional data/Clinical speciality
group data by HSC Trust 6a (HSC Trust data dashboard) This reflects the H]

Trust key metrics as reported across CSGs.

6b (Ni regional data dashboard) This reflects the k¢
metrics as repded across HSC Trusts for NI.

6b (Clinical speciality dashboard) This reflects the |
CSG metrics as reported across HSC Trusts for NI

Each of the Clinical Specialty Groups have included very useful summary, key achievement and
publication data in th& respective sections. In those cases where publication activity by group
members has been high, only some specific publications have been listed in the main body of the
report with linksto additional publications providedn the NICRN websitd eads and NICRN team
members have also, as has been the case in previous years, highlighted some good news stories
relevant to each group. have chosen to highlight in this, my reflective section, highlights that have
attracted my attention and will hopefully be of interest to you the reader.

Building Motivationacrossthe Sector

Overall, and within year, 9128 patients were screened with a view to recruitment into a total of 191
active studies available across 341 sitegefity three percent (2078) of those screened progressed

to recruitment. The fact that Screening had increased by 12% in comparison te2302thereas
recruitment had dropped by 8%, is a measure of the complexity of some of the studies adopted and
the stafing and resource availability challenges faced by some of the Clinical Specialty Groups.
Recruitment to target across all studies has remained consistently high at 87%, and there has been a
significant improvement in the First Patient First Visit med@a#t days from 70 in the preceding year.

The proportion of commercial studies has increased slightly from 26% to 31% although the nature of
commercial studies, which usually are competitive and recruit across multiple global sites is that
recruitment numbes are much lower than those recorded in NGommercial studies.

None of what has been achieved could have happened without the dedicated commitment of 71
clinical research NICRN staff (44.9WTESs) appointed through R&D funding. Excluding the impact that
COVD support funding had on staffing numbers last year this represents a surprisingly stable number
over the last 5 years. The support team although predominantly from a nursing background includes
amongst its numbers, AHPs, and clinical scientists. | aghied to Ms Sonia McKenrzand her senior
management teanfior their support. All of the work undertaken generates data, populates databases
and illustrates tables that produce the metrics against which we are judged, and ultimately provides
the detail usedo inform this report. My very grateful thanks go to Shane Jackson and his team in the
coordinating centre for their tireless commitment to detail.

During the course of 20224 one of my priorities was to enhance NICEBIff collegiality and
cooperaton.TKA & &SI NDa&a &l Fthe GalgosmTHolBslrera (28 &2023),lwas
attendedby over 75 clinical and support staff. Representatives from 5 of our CSGs presented results
from their studies highlighting achievements and challenges. | belieaegresenting to peers is
important and | congratulate those who stepped up to the mark and shared their findings with us. My
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aspiration is that our staff will take the opportunity to speak about the good work that they undertake

to a wider audience bothegionally and at appropriate scientific meetings in the UK and Ireland. Our

2 invited] Séy20S &LISIF1SNA YIGS DNBSyg22R YR 9YYl!
wS a S NOGoburfil gbRversation,theag ¥ 02 YY dzy A O G A y JAlisbnf¥lurphy RA 3 A
and Bernie Pearson, complimented the message Pagidhiand | had been presenting on the new
Cluster model, by outlining how the regions Research Governance environment was changing. The
closing highlight from the event was that 93% of attendesgsorted that the event itself was either
Excellent (70%) or Very Good (23%), with very positive feedback on both local and keynote content.

Whereas the AnnudllICRN staf€onference is specifically designed to motivate and enthuse clinical
and support &aff, my broader agenda is to build collegiality and engagement a@lisisal Specialty
Groups. Vith this in mind wein conjunction with ABRfan the NICNSs first Clinical Leads and Senior
Research CI/PI Conferenakthe TitanicHotel in Belfast (26.01024). Fifty fiveresearchattendees
including HSC Research Directors, Clinical and Academic Consultants, Clinical Leads and Priman
Investigators, Senior leaders from the Public Health Agency and Department of Heath as well as
research colleagues from QuezUniversity, Ulster university and Centre for Public Health attended
the event at which one major agenda itesinK S [ 2 NR WF YSa hQ{ Kl dzZ3Ky S&aaég
the UK and the implications for NRrofessor lan Young, Chief Scientific AdvisoNfdDepartment of
Health) presented on the Priorities for Research in NI and the advantages of the new Department of
Health research strategy currently being developed forMdIOliver Buckley Mellor, Innovation and
Research Policy Manager for ARBPésented on the short to medium term priorities for implementing
GKS 'Y 6ARS @AaA2Y F2N) Ot AyAOlt NBaSkNOK FyR
Centre for Public Health in the School of Medicine, Dentistry and Biomedical Sciences, Queens
University Belfastpresented on MultiMorbidity and the need to work together to improve care
through collaborative clinical research. The final presentation of the day from Professor Mike Clarke,
Director MRC Methodology Hub, (School of Medicine, Dawtiahd Biomedical Sciences, Queens
University Belfast) centred on Methodology in Clinical Research and Trial Dresgiback received

is that this wasan importantday, bringing together the research community in NI, celebrating what
we do well and plannig our next steps for the future. A theme of the day was, Research is not an add
on to clinical care, it is not a privilege, our patients in NI deserve access to cutting edge treatment and
we will work tirelessly to ensure this for the benefit of everyamd&lorthern Ireland.

Celebrating Achievemendcrossthe Sector

The Cardiovascular Grougre to be congratulated on the increased screening and recruitment figures
generated in 20224. Recruitment increased by 20%, with Belfaamrecognised for its comibution

to the PercutaneousAortic Valve programme andhe South Easterrteam praised for speedy
recruitment to cardiovascular disease detection and preventative studies.

The Child Health Group, that has expanded to cover new subspecialty areas, are @sbe
congratulated on increased screening and recruitment activity, with recruitment having increased by
91% over the course of the year. Of particular note was the fact that the team recruited the first UK
patient to the FERNonochorionic Twin Pregnag Trial.

The Critical Careand Perioperative Medicingroup, that has expanded to include studies related to
perioperative care, have increased both screening and recruitment activity, with recruitment having
increased by72.4% in 20224. A recruitmentto target figure of 97% makes Critical Caned
Perioperative Medicin@ne of the most successful NICRN Specialty Groupmbdrsof the team

have also contributed to important study related publications in prestigious European and North
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American Journal€ne particular ceauthor, Prof Danny McAuleyis to be congratulated on having
been appointed Scientific Director for the National Institute for Health Research (NIHR).

The DiabetesGroup, which faced a number of staffing challenges this year, were tablecrease
screening activity although overall recruitment fell slightly. Recruitment to target (99%) and First
Patient First Visit (75% commercial within 30 days) achievements were excellent. During the course of
the year the Team were delighted to weloe Prof Miras on board as a clinical academic working in
the WHSCT and University of Ulster. Prof Miras is leading on the SYNCHRONISE CVOT trial. Two centr|
in NI are contributing to that trial.

Gastroenterologyactivity was reduced this year as a resaflstaffing challenges including the illness
of the Group Clinical Lead. All in the NICRN Group wish Dr Allen a speedy recovery and look forward
to his return to the helm.

TheMental Health Group led by Professors Mulholland and Leavey, has been extyesaecessful

in attracting research funding to Northern Ireland. The impact of this can be seen from the
comprehensive éit of related publications andeam achievements. Recruitment to studies adopted
by NICRN is however low and work is being done testiyate how the group can be resourced most
appropriately.

The yeaR024 sees the end of an era fitve Neurodegenerative Research Growgth the retirement

of Professor Peter Passmore. Peter has led on many clinical trials throughout his career, emd has
led the NICRN Dementia group since its inception in 2008. He will be greatly missed not only by
members of the Neuroelgeneraive team, but by the wider family of clinical researchers and support
staff in NICRN. Given the nature of studies currentlvacieand the fact that the first phase of the
NICOLAJAP study has completed with 1037 participant interviews, screening and recruitment are
down this year. It is however very encouraging to note that Prof McGuinness has secured funding for
Wave 3which the NICRN Vision Group plan to assist with.

TheOrthopaedicand TraumaResearchGroup continues to grow and | am delighted with the closer
cooperation that is being achieved between NICRN and the Caftips TORC Group. The nature of
current studiess sut that although screening was increased by a factor of 4 this year recruitment
was reduced by 20%. Overall recruitment to open studies sits at 265. Two new research interested
consultants have joined the Group, Mr Paul Karayiannis and Mr Sam McMahornhaftéime away

on fellowship training. The group continue to publish widely and attract commendations
internationally.

During the course of 20234 the Primary Care Groupxperienced very significant change with the
retirement of their 3 highly experieed and longstanding research nasgClaire Leathem, Marina
Maxwell and Maeve Nesbitt). This together with successful advanced planning to align the Group with
the Eastern Federation Support Unit reduced capacity for new in year activity. This innovative a
exciting collaboration between the NICRN PC group and the Eastern Federation Suppoodesit b
well for the future.

TheRenal Grouphave been very active during 2023 increasing recruitment by a factor of.82
Many studies including the successEMPAKIDNEY study have run across multiple Trusts whereas
20KSNB AyOfdzZRAY3I wlk5Fw FYR !'/1L9%+29 KIF@S 2NJ (
commitment to the ACCESs study is regularly mentioned in the list of top monthly recruiters whereas
our Souhern Trust Trial team in the course of participating in NightLife were the first renal centre on
the Island of Ireland to deliver nocturnal dialysis.

7| Page

es

D2y




The Respiratory Teanscreening almost 1000 patients to recruit 165 to what are ofimmplex

studies ilustrates the high level of activity generatétmongst achievements reached this year BHSCT
have been recognised as the highest recruiting, sitet of 13,for NEUROCOUGH, exceeding the
original target of 100 to finish with 150 recruited patients. BHSIEd r&cruited the first and last
patients to the CLEAR trial, finishing as the highest recruiter out of 22 UK sites. Meanwhile the WHSCT
Respiratory Research Team were the third highest recruiting site fa€@NFORT out of 37 recruiting

sites worldwide.

With 10 active studies thé&troke Teanincreased year on year recruitment byg8% in 20224 with

activity distributed across all 5 Trusts. Of particular note was the ES@8¥EB thrombectomy trial

that reached its final target and is due to close in 204kl analysis and publication is eagerly awaited

to help guide management in patients with M2 / M3 cerebral occlusions. The SEHSCT Team are also
to be congratulated on their commitment to the MAPPneumonia and Stroke study.

TheVision Teamare currently working on D studies inculdingt new studies which were opened in

year. Of studies currently open 9 are commercial and 11 non comme&@épatients were recruited

in year, a 76% increase on the previous year. In addition to routine activity #m @so successfully
negotiated an MHRA inspection of the TIGER trial. Of particular note this year was the awarding of a
CBE td’rofessor Giuliana Silvestri, clinical director@phthalmic Services, who has-tzm the NICRN

Vision group since 2008. Théole team congratulate Prof Silvestri and celebrate this very well
earned award.

Understandably the work of th€OVIDDelivery Team diminished throughout the year ase long

term impact of the Pandemic reduced. | am indebted to Professor Judy Bradi&r&eter McGuigan

who led on this area of research and who retired from the lpasitionrsduring the course of the year.
Those involved in the work did however continue to recruit 80 patients of 1566 screened to 6 active
COVID related research studi€ecruitment ran acrogsTrusts and it is eredit to the team that RtT
reached 100% overall.

TheCancer Groupwhich understandably represents a broad collective of research active clinicians
and support staff, present their comprehensive data setvwaety of reports though none are

public facing the reports can be shared on requésince the absence of their data in the

appendices to this report. Led by Prof Mcintosh and Dr Morris, the group consists of 70 research
activeoncologistshaematologiss, surgeons and other senior medical and scientific specialists. In
202324 589 participants were recruited to a portfolio of 71 clinical trials, 23 of which had been
newly adopted and progressed through set up. This constitutes a 95% increase in regttitm
comparison to the preceding year. Of particular note this year is the fact that the cancer group have
been at the forefront of introducing some of the new and novel cancer vaccine clinical trials now
available. Also of note are the commendationgtfireponsors and patient groups. Prof Coyle in
particularisto be congratulated for his innovative work in pioneering translational Belfast led clinical
interventions. Lastly, regarding Cancer, this collective of highly motivated individuals are to be
thanked for the way in which they integrate PPI into everyday practice, something from which we
can all learn.

Gaining a Regional Perspectivetbe Sector

This is the first year that | have asked all 5 Health Trust Research and Development Clinical
Directors b comment on the Regional aspect of NICRN work, and in addition presented an
overview of the good work carried out within and across Trusts
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In Sepemberthe Belfast Health and Social Care Trgstw the departure of Prof lan Young

as Director of Resear@nd Development, this role now having passed to Dr Mark Cross the
Trusts Deputy Medical Director with responsibility for Risk and Governance. All in NICRN send
best wishes to lan as he concentrates on other aspects of his research earéé¢hank him

for his years of dedicated service to research at the BHSCT. | for one have been profoundly
impacted by Prof You®support over the last few years and could not have taken on board
NICRN leadership without his guidance and support. Clinical researchyaltisi been
carried out by members of all 14 CSGs in the BeFasstthis year In total 1395 patients

have been recruited to 139 studiest, 154 sites22% of which have been commercial.

Dr Minnis in his role as Research Director at tNerthern Healh and Social Care Trust
highlights much of the good work undertaken by those in the Diabetes and Mental Health
teams. As work in these areas expands we in NICRN look forward to increased collaboration
across a broad range of studigsNJ a A VYA 403 YS&aisad wath&rgad (i K S
08 G(GK2a$S aSS1Ay3a G2 NBAYGAI2NIGS GKSANI O02)
O dzNX 2 dzA Glidical’Spedidlty Groups recruiting to 35 active studies at 47 sites tl@INHS
NICRN team recruited 101 patients and achieved a 100% RtT figure.

Dr Donnelly, the Research Director at Beuth Eastern Health and Social Care Trnegtorts

on the Trusts commitment to research resilience, stakeholder engagement and the recently
released 5 year research strategy plan. We have enjoyed working with Dr Dé&edlgn as

we have tackled the challenge of adopting, and adapting to Encompes=ss to this, the
regions unified electronic clinical record systesill be invaluable to clieal research teams.

Dr Donnelly makespecificsreference to the Gastroenterology, Stroke, Critical Canel
Perioperative MedicineCardiology, Renal and Child Health research staff active within the
Trust. With 10 active CSGs working on 37 studies addboses the team in the South Eastern
Trust recruited 229 patients from 1166 screeried02324 and achieved a 100% RtT figure.

Dr Sharpe, the Research Director at tBeuthern Health and Social Care Trusiakes
reference to hisii S I ¥uRcess in theidlds of Cardiology, Renal and OrthopasdiOf
particular note was staff support for the Nightlife study within which patients were the first
on the island of Ireindto review nocturnal dialysis, which can have huge impact on quality
of life. With9 active CSGs working on 40 studies acvgssites the team in the Soutin Trust
recruited 241 patients from 996 screened in 2€28and achieved a 100% RtT figure.

Prof Peace the Research Director at Western Health and Social Care Trwgith whom |

have had the pleasure of working more closely recently, highlights the fact that closer
collaboration has resulted in a 200% increasscireening and recruitmerdver the last year.
Screening 2596 patients to recruit 112 to 42 studies delivertefi2 sitesby staff engaged
With9 C®s, helps )2 AA A2y dza ¢Sttt F2NJ GKS OKIFfftSy3as

My Grateful Thanks to Team

Sq to conclude 2024 has been a challenging yet exciting year within which we have reported
many positive developments. Moving forward | koforward to even close collaboration
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across CSGs as they evolve into Clusters, and to working with CIs, Pls, Research Fellows
Nursing staff, clinical Scientists, AHPs and support staff on new and exciting studies and
opportunities that will come our wayit would also be entirely inappropriate to conclude
without thanking our dedicate team of NICRN clinicatl aoordinating staff across all
disciplinesand Trusts. Without your dedication, help and commitment none of this would be
possible and it would beur patients who benefit most from innovation, who would suffer.
Finally, to Paul, Shane, Sonia, Louise, and Efwha has moved on) thank you for your
unwavering support and the hours of work that it has taken to produce the data that enables
me to createthe report.

/-

Professor Jonathan Jackson
NICRN Director

Figure 1:NI Clinical Research Network: Research and Engagement Event at Titanic Belfast
with our Partners ABPIPictured (LR) Prof Frank Kee, Mr Oliver Bucki®ellor, Prof Mike
Clarke, Proflonathan Jackson, Mrs Marion Laverty and Prof lan Young
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NI Health and Social Care Trust Research and

Development Dashboard

* Metrics calculated on Active Sites with Recruitment only
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Studies and Sites Data NI Regional Data by Clinical Specialty Group
Recruitment Proportion No. of Proportion Median Median ALL| Proportion
oo 14 List of C5Gs {INY) during P Recruitment P Recruitmentto | FPEV* (%) <30
Share (%) " Share (%) .
23-24 Sites Target [3%) days)
Mo et Active 181 Carcivascudar 121 5.82% a7 10.85% 7I6T% 50.0 3333%
Studies
MNo. of
Recruitment 341 Chile Health 151 7.27% 24 7.04% 60.00% 555 22.22%
Sites
Mo of Sites
with _ .
- - 297 £OVID Dilivery Team 80 3.85% 23 6.78% 100.00% 55 50.31%
|
Mo. of New
Studies during a2 Critical Care 538 2589% 42 12.32% 57.50% 480 41.46%
2324
No. of Studies
dosed during 51 Diabetes 34 164% 18 5.28% 99.00% 300 57.14%
2324
Gazroznierology 17 0.82% 12 3.52% 75.50% 990 25.00%
Screening and Recruitment In Year and also
Cumulative Totals for Active Studies During Mental Health 28 1.35% 3 2.35% 0.00% 390 0.00%
23-24
Sreened (INV*) | Recruited Sazened -
during during [INY") | [TOT)"" sz =t -nmm% Teurocegenerative 307 1477% s 147% 81.85% 410 33.33%
F=eT ) 31/03/2024
9,128 2,078 33,214 5,277 Oreropaeics 98 472% 1 3.23% 8333% 300 55.56%
* INY = Activity reported over reparting period (01/04/2023 - 31,03,/2024)
** TOT =Total activity reparted up to and incleding 31/03/2024 Brimary Care a2 443% 48 14.08% 100.00% 85 63.04%
Recruitment and Median Recruitment to Target (%)* by Sponscrship Type Benal 169 8.13% £ 10.56% 71.43% 38.0 27.27%
Commercial Non-Commercial Combined Respirztory Health 165 7.54% 30 8.80% 63.00% 380 40.00%
Recruited (INV) | | x| Recruited Recruited (INY]
during * :'1 T | (imv) during | Median ReT [3%) during Medisn RET [%]" Seroke 72 3.46% 26 762% 70.83% 965 25.00%
2324 = 2324 2324
179 20.00% 1,899 96.12% 2,078 87.06% Vision 206 9.91% 21 6.16% 100.00% 415 35.00%
* Medizn RTT Metrics calculated on Active Studies which have closed to recruitment
Totals: 2,078 100.00% ELL 100.00% 27.06% 410 42.76%
* FPFV Metrics calculated on Active Studies with Recruitment only
Recruitment and Median Recruitment to Target (%)* by Design Type **Median RtT Metrics calculated on Active Studies which have closed to recruitment
Interventional Observational Combined NI Regional Data by HSC Trust
Recruited (INV) |\ BT Recruited Recruited (INY) Recruitment Proportion No. of Broportion Median Median ALL
during e | 000 during | MedinReT(N" | during | Median ReT 4" HSC Trusts (INY) during | 2P P _— gy |Feerimentio | FRRVt 5 <30 days
324 B 32 13.23 Sites Target [3]°* [days)
953 84.00% 1125 95.83% 2,078 B7.06% BHSCT 1,335 67.13% 154 45.16% 80.00% 380 43.41%
* Median RiT Metrics calculated on Active Studies which have closed to recruitment
NHSCT 101 4.86% 47 13.78% 100.00% 350 48.84%
Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During . .
2324 SEHSCT 229 1102% a4 12.50% 100.00% 360 46.34%
. MNon - . . ;
Commercial |V SHSCT 241 1160% 44 12.50% 100.00% 56.0 43.30%
No. of F_\ﬂlve 59 132 113 78 127 54 WHSCT 112 5.39% 52 15 25% 8533% 62.0 32 56%
Studies
Pr rtis
"“‘;J % | 3pmex | esa1% | souew 40.84% 66.49% 33.51% Totals: 2,078 100.00% 341 100.00% EEOE 2 aa-10%
* FPFV Metrics calculated on Active Studies with Recruitment only
**Median RtT Metrics calculated on Active Studies which have closed to recruitment
Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving <
30 days (%) *
Commercial(56) Non-C: ialf241) Combined(297)
Median FPFV Median Madian FPFV
% < 30 days % < 30 days % < 30 days
[days) FPFV (days) [days)
525 37.50% 38.0 a4.40% 410 43.10%




NICRN Clinical Specialty Lead reviews of the
year's activities

In this section the activity of each Clinical Specialty Group has detlined ina format that

seeks tofacilitate easy access to relevant data for those interested in topic specific data.
Clinical Leads and their NICRN support staff, have provided some specialty specific
background information followed by informationnoin year (INY) achievements, key
publications and good news stories. Only a sample of publications highlighted by leads have
been included in the main bodgf the specialty reportsadditional papers having been
reported in the appendices. | trust that aders will also enjoy the pictorial approach
introduced in the 20223 report, and which we have enhanced this year. This together with
the Dashboards will provide the information needed to interpret the Networks in year
activity.

Table 1:Acronyms usedor NICRN Clinical Specialty Groups (CSG)

CRV Cardiovascular CHI Child Health CCA Critical Carand Perioperative

Medicine
DIA Diabetes GAS Gastroenterology MHT Mental Health
NEU Neurodegenerative | ORT Orthopaedics and PCR Primary Care
Trauma

REN Renal RES Respiratory Health STR Stroke

Northern Ireland Cance
Trials Network

VIS Vision CDT COVID Delivery Team| NICTN

(Throughout the report we will refer to the NICRN clinical speciality groups (CSGs) and the
above acronyms will be used throughout our i)
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CardiovasculafCRV)
Clinical Leads, Active Pls and CMG Members

Cardiology Group Clinical Leads CMG Members
Donna Fizssimmons; QUB BHSCTColum OwensAndrew McNeice, Conlet
Patrick Donnelly SEHSCT Murphy

QUBC¢ Donna Fitzsimmons

Chief and Principal Investigators (Cls & P SEHSGPatrick DonnellyBernardas Valecka
Colum OwensBHSCT SHSCTan Menown

Andrew McNeiceBHSCT
Conleh Murphy- BHSCT
Lana Dixorg BHSCT

Mark Spence BHSCT
Nicola Johnstog BHSCT
Pascal McKeowqBHSCT
lan Menown¢ SHSCT
Aaron Peace WHSCT
Kathryn Ryaig SEHSCT
Adesh RamsewakWHSCT

WHSCTAaron Peace

PPl Representative

Position Vacant

Group Background/Summary

202324 represented the first year that the cardiovascular group were able to meet soper
post-COVID. It proved to be a great opportunity to meet up and to allow our new team
members to meet our NICRN director.

Despite significant challenges to recruitment not least due to significant personnel changes
and complex research protocols theogp managed to screen BQ patients and recruited

121 patients to31 activestudies over four Trust organisations8% of our activity involved
multicentre commercial studies armimost80% of these were interventionghtudies were
being undertaken acws 4 Trusts at 37 sites.

Key Achievements

Belfast Trushave been at the forefront of cardiology device innovation. Their percutaneous
aortic valve programme is one of the most experienced in the United Kingdom and recently
the BHF PROTECT TAVI projest lleen evaluating a new technique that could make this
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procedure safer. The HIGHLIFE project is a novel percutaneous valve intervention for the
mitral valve which if successful may develop a new minimally invasive solution for patients
thought to be too Igh risk for conventional surgical repair or replacement of the valve. The
CHIP BCS3 is attempting to make high risk percutaneous coronary intervention safer in
patients with severe heart dysfunction by testing a new strategy and a novel device that
reduces the amount of work the heart has to do during procedures.

Southern Trusttontinues to deliver high quality percutaneous coronary artery intervention
research and were top recruiters to the DEDICATE and eUltra studies. The DEDICATE stud
used a new stet platform that delivered a drug that could prevent stent complications while

the eULTRA trial is evaluating the very latest in coronary artery stent design.

Western Trusin the TRANSFORM Il study have been evaluating a drug coated balloon to help
improve coronary artery blockages against our current standard of care which uses drug
coated stents. They also contintetest ways to minimise heart damage after a heart attack

by using novel drug therapies in the IOCYTE AMI 3 and HORIZON studies.

SouthEagern Trustcontinued their work in the prevention, early detection and management

of coronary artery disease and heart failure. Early coronary artery disease detection was
evaluated in the DISCHARGE study to which the trust was a top recruiter in thesl Unit
Kingdom. They exceeded expectations and were asked to contribute further patients in the
coronary artery disease prevention PREVAIL trial using a novel cholesterol lowing medication.
In their heart failure work they continue as a CI site for Global €sing Heart Failure
registry which will inform our global understanding of heart failure care. They were a-super
recruiter for the BHF sponsored IRONMAN study which evaluated the role of intravenous iron
in the management of patients with chronic hearilf@e and they had the fastest first patient
randomised in the VICTOR study.

Relevant Publications

¢CKS 9! {¢.h! wb9 t NP A&LIS OMDNad Blenons &t &ld AnNGoKkCardial NI S
Intv. 2023 Jul, 16 (14) 1784803 https://doi.org/ 10.1016/}.jcin.2023.05.005

Investigating Temporal Features of Carotid Intimladia Thickness from Ultrasound Imaging
with Recurrent Neural Networks WA Medowa IzeXak Annu Int Conf IEEE Eng Med Biol
Soc. 2023 Jul;20234L doi: 10.1109/EMBC407&023.10340661. PMID: 38083237.

Effect of IV Iron on haemoglobin and clinical events according to age in patients with heart
failure and iron deficiency in a randomised trial (IRONMAMart 2023 BCS Conference
Paper

Computed Tomography Versus Invasieed@ary Angiography in Patients With Diabetes and
Suspected Coronary Artery DiseaseS y S R S {Donfielly P)t>al. Diabetes Care 2023
Diabetes Care 2023 Nov 1;46(11):220%23.doi: 10.2337/dc23710

Impact of smoking in patients with suspected comon artery disease in the randomised
DISCHARGE triall y O 2 y $onaelly Pit al. European Radiology 2028ur Radiol. 2024
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Jun;34(6):412-A141. doi: 10.1007/s0033023-103552. Epub 2023 Nov 22. PMID:
37991508.

Awards/Good New Stories

BHSCT Number leBruitment Site in the UK for Cardiovascular IVUS CHIP Trlad: NI

Clinical Research Network Cardiovascular team are the Number 1 Recruiter in the UK for the
IVUS CHIP Trial. The team based in the Royal Victoria Hospital, Belfast have recruited 41
patients.

SEHSCT Cardio TegrRastest First Patient Randomised for the MERCK VICTOR trial
P1 Dr Patrick Donnelly and the SEHSCT Research Team were congratulated for screening an
randomising their first patient. As the last site to be added to the study inlKe SEHSCT
achieved the shortest amount of time between their Site Ready declarations to First Patient
Randomised.

Figure2: (L-R)SEHSCT Cardio teaMs Aileen Smith, Dr Bernardas Valecka and Ms Susan
Regan.
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Studies and Sites Data
No. of Active
HSC Trusts 4
No. of Active
Studies i
No. of

Recruitment 37
Sites

No. of Sites
with
Recruitment
(INY)

33

No. of New
Studies during 9

Dashboard(CardiovasculaiCRYV)

Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24

Commercial Non-l Randomised | Non-Randomised| Interventional | Observational
Commercial
No. of Acti
i 13 n 10 u 7
Studies
Proportion
) 58.06% 41.94% 67.74% 32.26% 7742% 22.58%

Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30

¥
B days (%)
No. of Studies
dlosed during 4 Commercial(18) Non-Commercial(15) Combined|(33)
B-u
Median FPFV Median FPFV Median FPFV
eelan % <30 days Felan % <30 days ectan % <30 days
(days) (days) (days)
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 475 33.33% 870 33.33% 50.0 33.33%
23-24
Screene\.i (INv¥) Remlhzd Seeened | L (1o FPFV Metrics calculated on Active Sites with Recruitment only
during during (INY*) | {TOT)** asat 303204
BNM Bu | uoepm |
2,061 b3 3307 804 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) ) Recruitment ) No. of ) Median ) )
** 0T =Total activity reported up to and including 31/03/2024 Listof TEE (INY) during Pr':) porton Recruitment P: porton Recruitment to Medlar;ALL Proportrljon )
Trusts Share (%) Share (% FPFV* (days <30days
o M B[ o e | PRl | <0y
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT i 36.36% 13 35.14% 73.33% 250 50.00%
Commercial Non-Commercial Combined NHSCT
Recruited (INY)| ., Recruited Recruited '
during Me'ja';'}m (INY) during | Median ReT (3 | VY during Me“:'; Rt siscr 7 230% g 2130% 74,00% 605 25.00%
nB-u ) pEOL 31 4
66 26.67% 55 81.00% 121 13.67% SHSCT 38 31.40% 8 21.62% 90.00% 45,0 2857%
* Median RtT Metrics calculated on Active Studies which have closed to recruitment
WHSCT 12 9.92% 7 18.92% 68.0 16.67%
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: Vil 100.00% 37 100.00% 73.67% 50.0 33.33%

Interventional Observational Combined
Recruited (INY) |, Recruited Recruited .
during Mec?:]r: Rt (INY) during | Median RET (%)* | (INY) during MET;:;; ReT
3N 234 23-1
73 713.33% 48 74.00% 121 13.67%

* Median RET Metrics calculated on Active Studies which have closed to recruitment

* FPFV Metrics calculated on Active Sites with Recruitment only
**Median RtT Metrics calculated on Active Studies which have closed to recruitment
***HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio

16| Page




Child Health (CHI)

Clinical Leads, Active Pls and CMG Members

Child Health Group Clinical Leads
David Sweet BHSCT
Anthony McCarthy BHSCT

Chief and Principainvestigators(Cls & Pls
David Sweet BHSCT

Bharathi Rae BHSCT

Julie RichardsonBHSCT
BrianMcCrossan BHSCT

Suzanne LawtherBHSCT

Catriona MonaghanBHSCT

Michael Magowan SEHSCT

Alison Verner SHSCT

LesleyAnn FunstorgSHSCT

CMG Members

BHSCT¢ David SweetAnthony McCarthyDavid
Millar

SEHSCIMichael Magowan
SHSCTAIlison Verner, ésleyAnn Funston

WHSCT Damien Armstrong
NHSCIDave Watkins
PPI Representative

Position vacant

Group Background/Summary

CMG meetings have recently beenaenvened.As new studies open and thgandemic
resolves and childrens CRN remains actively aygghin seeking studies where they can
provide support.Studies were undertaken acrosdN®rthern Irish Health Car€rusts at 21
sites, the SHSCT having achieved in excess of 100% recruitment totarsgetare currently

21 activestudies recruiting, withb others recently closed-ournew studies were opened
during2023/24.The nain hurdle to opening even more studiessthe slow turnaround due

to lack of staff in the R&D office. B023/24 365 paediatric patients were screened with 15
recruited into ative studies. We are striving to recruit staff and studies to include all 5 Trusts.

Key Achievements

For the first time ever iR023/24 we achieved full nursing staff complement. This has enabled

us to carry outmore activity than before.

Paediatric remeh nurses and midwives are

expandng their skill set through training, for example performing sweat tests and novel
pulmonary functiontestsused for monitoring children with cystic fibrosiBhe inclusion a?
commercialstudieswithin the portfolio hasresulted in income generationWe havealso
successfully expanded into more clinical areas includiagdatrics, ED, Cardiology,
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team as a result of this.

RelevantPublications

OSCAR TRIAGupta Set al. (Trial investigator and research site for the triaBabyOSCAR
Collaborative Group. Trial of Selective Early Treatment of Patent Ductus Arteriosus with
Ibuprofen. N Engl J Med. 2024 Jan 25;390(4)}3251 doi: 101056/NEJM0a2305582. PMID:
38265644; PMCID: PMC7615774.

ECLIPSE TRiAlttle MD, et al. (Trial investigator and research site for the triaRaediatric
Emergency Research in the United Kingdom & Ireland (PERUKI) collaborative. Levetiracetam
versus phentpin for secondine treatment of paediatric convulsive status epilepticus
(ECLIiPSE): a multicentre, oplaibel, randomised trial. Lancet. 2019 May 25;393(10186):2125
2134. doi: 10.1016/S0146736(19)30724X. Epub 2019 Apr 17. PMID: 31005385; PMCID:
PMC653349.

There were a number of clinical trials during the Covid era now published for which our nurses
were engaged in recruitment and data collection

Awards/Good New Stories

We are delighted that now we have moved outtibé aftermath of theCOVIOpandemc the
paediatric CRN team has become more actively engaged in opening new trials and recruiting
paediatric patients intavorthwhile studies

Clinical Research Network Child Health Team Recruit the First patient to the FERN Trial
Our Child Health Resear@leam, based at the Royal Jubilee Maternity Hospital, Belfast was
the first site to recruit a patient to the FERN: Intervention or Expectant Management for Early
Onset Selective Fetal Growth Restriction in Monochorionic Twin Pregnancy Trial

The researchheam received a prize from the Study Management team at University of
Liverpool for their achievemer this study.
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Dashboard(Child Health- CHI)

Studies and Sites Data Partfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
No. of Active: . Non- ) ) ) .
HSC Trusts 3 Commercial Commerdal Randomised | Non-Randomised| Interventional |  Observational
No. of Active Ne. of Active
, 2
Studies n Studies 19 14 T 13 8
s Proportion
Recruitment u P 952% 50.48% 66.67% 33.33% 61.90% 38.10%
Sites ()
No. of Sites
with
Recruitment i
(INY)
S:;:“f;“‘_” . Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30
s during
B days (%) *
No. of Studies
dosedduring | 5 Commereial(1) Non-Commercial(17) Combined(18)
pEols
Median FPEV Median FPFV Median FPFV
ecn % <30 days ecan % <30 days eckn %< 30 days
(days) (days) (days)
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 420 0.00% 570 23.53% 55.5 220%
23-24
mem? (IN¥*) mnmd sweened | o FPFV Metrics calculated on Active Sites with Recruitment only
during | during (INV} | (TOT}** as at a3
Bu | nn | o |
364 151 1,005 490 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) ) Recruitment ) No. of ) Median ) .
**70T=Total activity reported up to and including 31/03/2024 Listof HSC (INY) during i Recruitment Proportion Recruitment to MedianALL | Proportion (%)
Trusts*** Share (%) ) Share (%) FPFV* (days) | <30days
23-24 Sites Tarosf (%1**
Recruitment and Median Recruitment to Target (%]* by Sponsorship Type BHSCT 118 78.15% 19 79.17% 60.00% 525 B57%
Commercial Non-Commereial Combined NHSCT
Recruted (INY)| Recruited Recruited )
during Me'jo':'lm (NY)during | Median T () | (INY)during M“:': Al SescT 10 662% 1 41T% 80 000%
Bu 4 3N BU 4
0 60.00% 151 65.00% 15 60.00% SHSCT 3 15.23% 4 16.67% 135.00% 700 0.00%
* Median RET Metrics calculated on Active Studies which have closed to recruitment
WHSCT
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: 151 100.00% pL. 100.00% 60.00% 5.3 22.0%%

Interventional Ohservational Combined
Recruited (INV)| . Recruited Recruited )

during Metz::;RtT (INY) during | Median RET (%)* | (INY) during MET;:;:RH

B 23-1 BU

87 50.00% b4 270.00% 151 60.00%

* Median RET Metrics calculated on Active Studies which have closed to recruitment

*FPFV Metrics calculated on Active Sites with Recruitment only
**Median RtT Metrics calculated on Active Studies which have closed to recruitment
*¥HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
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Critical Careand Paioperative Medicine (CCA)
Clinical Leads, Active Pls and CMG Members

Critical Careand Perioperative Medicing
Group Clinical Lead

Jon SilversidesBHSCT & QUB

Chief and Principainvestigators(Cls & PIs)
Jon SilversidesBHSCT & QUB

Danny McAuley BHSCT & QUB
Adam Glasg BHSCT & QUB
Peter McGuigalg BHSCT

Chris Nuttc BHSCT

James McNamee BHSCT
Murali Shyamsundar BHSCT

I Al N heBBESCY Yy St €
David Johnstoq BHSCT
Dominic Trainog BHSCT
Suzanna PatersanBHSCT
Laura Loughliq BHSCT

Paul John®n ¢ NHSCT
Samantha HagaQSEHSCT

Rob Charnock SHSCT

Claire Shevliq SHSCT

Denise McFarland SHSCT
Adrian Donnellyy WHSCT
Michelle Fallorg WHSCT
{AYSI RcWHBCT y S

CMG Members

BHSCT¢ Adam Glass, Danny McAuley, Jag
Green, Jon Silversides, rd6i Reddy, Michag
McGinlay, Peter McGuigan, James McNan
/ KN a b dzii G = I A NI h
Suzanna Paterson, Murali Shyamsundar, Chrig
Turley, Kathryn Ward, Chris Wright, Emma Bok
Matthew Adams, Rosemary HodRavid Johnston
Neil Cog

NHSCT Paul Johnston, Jude Gallagher, Rebe
Gibson

SEHSCT¢ Chris Murray, Matthew Devine,
Samantha Hagan

SHSCT¢ Rob Charnock, Claire Shevlin, Der
McFarland, Orla McAtasney, Michael Jones, S
Arava

WHSCTE AdrianDonné f @ = { Ay SI R
PPl Repesentative

Position vacant
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Group Background/Summary

The critical care and perioperative medicine specialty group continued to have high levels of
activity, and to grow, particularly with expansion into perioperative studies, an area which
was previouslyinderserved.The3d NP gubrifoléd consisted of 21 studies active acrdiss 5

trusts. Of 21% patients screenegdalmost25% (58) were formally recruitegdand of these 381
participated in interventional trials. {Gstudies closed in year 97% achievedrugment to
target. CMG meetings were held quarterly, with regular representation from 4 of 5 Trusts, as
well asrepresentative fronthe NICRN coordinating centre.

Portfolio Studies

Studies opened during the 2023/4 reporting period

RV study¢ Assessmentof right ventricular contractile reserve following resection by
dobutamine stress cardiac magnetic resonance. (BHSCT)

SRAVE A speech recognition application as a communication aid for critical care patients
with tracheostomies (BHSCT, WHSCT)

IREHAR Renote multicomponent rehabilitation compared to standard care for survivors of
critical iliness after hospital discharge. (SEHSCT)

SIGNET Statins in Organ Donor Management An evaluation of the benefits of a single dose
of Simvastatin given to potential cag donors declared dead by neurological criteria on
outcomes in organ recipients. (SHSCT)

SINFONIA Sugammadex for prevention of pegperative pulmonary complications. (SHSCT)

Studies closed during the 2023/4 reporting period:

A2B- Alpha 2 agonists faedation to produce better outcomes from critical illness. (BHSCT)

A-STOP Antifungal stewardship opportunities with rapid tests for fungal infection in critically
ill patients. (BHSCT, NHSCT, SEHSCT, SHSCT, WHSCT)

CHEST Characterising biofilms in enttacheal tubes to direct a new strategy for preventing
ventilator-associated pneumonia in critically ill adults. (BHSCT)

PHIND Clinical Evaluation of a Point of Care (POC) assay to identify PHenotypes IN the Acute
Respiratory Distress Syndrome. (BHSCT)

REALIST- Repair of Acute Respiratory Distress Syndrome by Stromal Cell
Administration.(BHSCT)

SCUFFIZ Feasibility of slow continuous ultrafiltration for deresuscitation in critically ill
patients. (BHSCT)

SRAVL, A speech recognition application as a coomication aid for critical care patients
with tracheostomies. (BHSCT, WHSCT)

VACIRISSPneumococcal Vaccination to Accelerate Immune Recovery in Sepsis Survivors.
(BHSCT)
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ZANAMIVIR Retrospective observational study to evaluate the effectiveness ofrtreat
with Zanamivir in a cohort of ICU patients with complicated influenza infection. (BHSCT)

Studies currently in setup:

AWAKEPRONE, Awake prone positioning in patients with acute hypoxaemic respiratory
failure not due to COVHDI. Part of the COREC@brella study. (BHSCT)

GUARDS Glucocorticoids in adults with Acute Respiratory Distress Syndrome. (BHSCT,
SHSCT, WHSCT)

INFINITg Can interferon gamma prevent infection in critically ill patients at highest risk?
(BHSCT)

INITIALISE, Investigation of pvel and established therapies in a human intravenous
lipopolysaccharide model of sepsis. (BHSCT)

RELEASE Airways Pressure Release Ventilation v conventional ventilation. Part of the
CORECCT umbrella study. (BHSCT)

SepTI& Sepsis Trials in Critical CafBHSCT)
SHORTERComparing different antibiotic durations for the treatment of sepsis. (SEHSCT)

STEPCARESedation, Temperature and Pressure after Cardiac Arrest and Resuscitation.
(BHSCT)

Key Achievements

T

= =4

Completed recruitment to several #Mdd studes: PHIND, SRAVI, SCUFFD, CHEST, and the
longrunning REALIST study, a Phase 2 trial investigating mesenchymal stem cells in ARDS
led by Prof Danny McAuley (QUB).

Opened the first NICRaopted perioperative trial in SHSCT (SINFONIA, comparing 2
agents forreversal of neuromuscular blockade), which is led by Dr Jon Silversides (QUB).
Continued high levels of recruitment to WROX trial (comparing high versus low
oxygenation targets in mechanically ventilated patients) in SEHSCT and SHSCT (PIs Dr Ch
Murray and Dr Rob Charnock) with 116 and 99 patients recruited respectively

BHSCT third highest recruiting centre in the UK, with 38 recruited, for SOS trial comparing
mannitol with hypertonic saline in traumatic brain injury.

Publication of a landmark paperoim the REMARAP platform trial, to which NI sites
recruited patients: Simvastatin in Critically Il Patients with Co%Rl (NEJM
2023;389:234154) led by Prof Danny McAuley (QUB).

RVH second highest recruiting site for SINFONIA m8IKBHSCT total 2

BHSCT third highest recruiter for MARCH out of 65 sites across the UK.

BHSCT top recruiting site for REALIST.
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Relevant Publications

The Effect of Lower Tidal Volume Ventilation Facilitated by Extracorporeal Carbon Dioxide
Removal Compared With Convemial Lung Protective Ventilation on Cardiac Function.
McGuigan PXX, Boyle AJX , McNamee JX , McAuley DF-et al.. Crit Care Explor. 2024 Jan
10;6(1):€1028. doi: 10.1097/CCE.0000000000001028. eCollection 2024 Jan.

Alpha 2 agonists for sedation toqutuce better outcomes from critical illness (A2B Trial):
protocol for a multicentre phase 3 pragmatic clinical and -@&ctiveness randomised trial

in the UK. Walsh T McAuley DEet al. BMJ Open. 2023 Dec 10;13(12):e078645. doi:
10.1136/bmjopenr2023-078645.

Simvastatin in Critically Ill Patients with Col REMAP ! t Ly @S BdANI&) DEN NE X
Engl J Med. 2023 Dec 21,;389(25):22854. doi: 10.1056/NEJM0a2309995. Epub 2023 Oct
25.

Landiolol and Organ Failure in Patients With Septic ShockSTRESISRandomized Clinical
Trial. Whitehouse K X McAuley Det al. STRESIS Collaborators. JAMA. 2023 Nov
7;330(17):16411652. doi: 10.1001/jama.2023.20134.

Intravenous Vitamin C for Patients Hospitalized With Ca¥IDTwo Harmonized
Randomized Clioal Trials. LOVWTOVID Investigators, on behalf of the Canadian Critical Care
Trials Group, and the REMAP t Ly @S aMiAulgyl OFet M XJIAMA. 2023 Nov
14;330(18):17449.759. doi: 10.1001/jama.2023.21407.

biomArkerguided Duration of Antibiotic &atment in hospitalised Patients with suspecTed
Sepsis (ADAPIepsis): A protocol for a multicentre randomised controlled trial. Dak,P,
McAuley O et al. R. J Intensive Care Soc. 2023 Nov;24(44&827 doi:
10.1177/17511437231169193. Epub 2023 2pr

Initiation of continuous renal replacement therapy versus intermittent hemodialysis in
critically ill patients with severe acute kidney injury: a secondary analysis of SAKREial.
Wald R,X McAuley DF et al.; STARRAKI Investigators. Inteive Care Med. 2023
Nov;49(11):1304.316. doi: 10.1007/s0013@23-072118. Epub 2023 Oct 10.

Mild Hypercapnia or Normocapnia after GaitHospital Cardiac Arrest. Eastwood )G,
McGuigan PJet al. TAME Study Investigators. N Engl J Med. 2023 Jul 6;388%Y) doi:
10.1056/NEJMo0a2214552. Epub 2023 Jun 15.
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Repair of Acute Respiratory Distress Syndrome in GO¥HYy Stromal Cells (REALCIIVID
Trial): A Multicenter, Randomized, Controlled Clinical Trial. Gormaf MéGuigan PX Z
Silversides JX McAuley DF et al. Am J Respir Crit Care Med. 2023 Aug 1;208(32B96
doi: 10.1164/rccm.2023022970C.

Effect of AngiotensiConverting Enzyme Inhibitor and Angiotensin Receptor Blocker
Initiation on Organ SuppoifEree Days in Patients Hospitalized Wi®WID19: A Randomized
Clinical Trial. Writing Committee for the REMBW®P Investigatd® [ | ¢ MEANIRytDRV 3 X
et a. Webb SA. JAMA. 2023 Apr 11;329(14):11836. doi: 10.1001/jama.2023.4480.

Other keypublicationsand presentations have been listadthe appendices.

Awards/Good New Stories

Prof Danny McAuley appointed Scientific Director for the National Institute for Health
Research (NIHR).

Dr Jon Silversides appointed to the NIHR Health Technology Assessment prioritisation
committee for hospitabased care

Dr Peter McGuigan awardd@CCTN Early Career Researcher Seed Funding Awwardhe
Irish Critical Care Trials Graup

NI Clinical Research Network Critical Camd Perioperative Medicineeam, led by Dr Jon
Silverside,recruited 45 patients inone month in Belfast Trusalone, demonstratingan
outstanding run of recruitment this year.

Figure 4 Pictured (ER) Recruiting 45 patients in 1 monthProfessor Jonathan Jackson
congratulates MsJackie Green, Ms Erin Collins, Ms Christine Turley, Btttgn Ward and
Mr Chris Wright
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Dashboard(Critical Care and Perioperative Medich€CA)

Studies and Sites Data Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
No. of Active: . Non- . . ) -
HSC Trusts 5 Commercial Commerdal Randomised | Non-Randomised| Interventional |  Observational
No. of Active No. of Active
. il 1 20 14 7 15 6
Studies Studies
o of Propertion
Recruitment 42 P 4.76% 95.20% 66.67% 33.33% 1143% 28.57%
Sites ()
No. of Sites
with
Recruitment 4
(INY)
N“‘,"m""" Median First Participant, First Visit Windows {days) and Proportion of Studies Achieving < 30
Studies during 0 .
P days (%)
No. of Studies
dlosed during 8 Commercial(1) Nen-Commercial(40) Combined(41)
2324
Median FPFV Median FPFV Median FPFV
%<30d %<30d %<30d
(v S I Rl *
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 85.0 0.00% 415 42.50% 480 41.46%
23-24
_fmmd (INV¥) mmgd sweed | L o FPFV Metrics calculated on Active Sites with Recruitment only
during during (INY*] | (TOT}** asat 31031000
B Ba | o |
2,156 538 6,710 1,212 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) ) Recruitment . No. of . Median ) .
**T0T=Total activity reported up to andindluding 31/03/2024 LT‘St of :ff (INY) during F'Sr;) port;n Recruitment PST port;zn Recruitment to FT:\?I*ETLL Prop;ngt ;on &
rusts are are ays) | <30days
23-24 H Sites 4 arget (%)** (dar) Y
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 370 68.77% 3 54.76% 97.50% 340 14545%
Commercial Non-Commercial Combined NHSCT 0 ? 4.76% 63.33% 195 0.00%
Recruited (INY)| Recruited Recruited )
dug Medﬂ';'jm (Y] during | Median RET (%) | (NY)during Me";‘: R s % 16.73% 5 o | m13% 70 1000%
2324 ) nn pEol (¥
10 100.00% 528 55.00% 538 97.50% SHSCT 62 1152% 5 11.90% 115.15% 290 60.00%
* Median RET Metrics calculated on Active Studies which have closed to recruitment
WHSCT 16 2.97% 7 16.67% 86.67% 1230 2857%
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: 538 100.00% L} 100.00% 97.50% 180 41.46%
* FPFV Metrics calculated on Active Sites with Recruitment only
Interventional Observational Combined F*Median RtT Metrics calculated on Active Studies which have closed to recruitment
#HHSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
Recruited (INY)| . Recruited Recruited )
during Me':ﬂ::; R {INY) during | Median RET {%)* | (INY] during Me?;;; R
23-4 231 31
403 49.44% 135 115.58% 538 97.50%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment
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Diabetes (DIA)
Clinical Leads, Active Pls and CMG Members

Diabetes Group Clinical Lead CMG Members
John LindsayBHSCT BHSCT- John Lindsay, Philip Johnston, Har]
Alex Miras UU & WHSCT Courtney

NHSCT Anna Strzelecka

Chief and Principal Investigars (Cls & Pls] SEHSCJ Cara Mulligan

John LindsaBHSCT WHSCT Alex Miras
Philip JohnstorBHSCT

Hamish CourtnepHSCT PPI Representatives
Anna Strzeleck&dlHSCT

Position Vacant
Ciara Mulligary SEHSCT

Alex MirasWHSCT & UU

Group Background/Summary

The diabetes CMG meets every six months with regular representation across four of the five
health Trusts. The portfolio includes studies in typelidbetes type 2 diabetes, cardio
metabolic, metabolic bone disease and obesity management.

43%o0f the portfolio are industrysponsored studies. Fifty percent of studies are randomised
and interventional in design.hfee new studies, adopted by the diabetétdCRNare UKEDI

for Pancreatic Cancer, UK Prospective Diabetes Study (UKPDS) Legacy Study an
SYNCHRONIZE CVOT todbeered in the Belfast, Northern and Western Trublswly open

for recruitmentare FAME 1 EyeSYNCHRONIZE C\éDd ADDRESSThe Fenofibrate And
Microvascular Events in Type 1 diabetes Eye (FAME 1 Eye) is evaluating the efficacy on
retinopathy and safety of fenofibrate in adults with type 1 diabetes. SYNCHRONIZE CVOT is &
trial testing the effect of Survodutide (Bl 456906) on cardiovascular safgbgople with
overweight or obesity. ADDRESS is a multicentre UK collaboration aiming to improve
understanding of the development and progression of type 1 diabetes and to establish a resource to
facilitate type 1 diabetes research.

During 202324 wescreened 123 patients anecruited 3 to active studies with a median
first participantfirst visit of 29.5 days for commercial studies and 62 days foraoommercial
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studies Overall our recruitment to target (RtT) for studies closed to recruitmenexeatient
at 99%.

Key Achievements

wIin BHSCT a number of trials in a wide range of research areas are underway, including FAME
1 Eye, ADDRESS 2, TOPaZ, SOUL and Pioneer Real.

wThe NHSCT team are engaged in a range of careiabolic and obesity studieend have
been highly successful with patient recruitment during 2223 Ongoing studies include
SYNCHRONIZEVOT, ADDRESS 2, Pioneer Real, SELECT LIFE, REDEFINE 2.

wWe were delighted to welcome Research Nurse Natalie Hanley who is doingmarnivork
in Diabetes research in NHSCT.

wln WHSCT, Prof Miras is leading on the SYNCHRONISE CVOT trial. Two centres in NI g
contributing to that trial. Prof Miras is also contributing to NICRN activity through his
academic studies (alpHdSH) at Ulster Univeity Coleraine campus.

wThe SEHSCT team are engaged in two trials, ADDRESS 2 and VESALIUS/CV.

Relevant Publications

Semaglutide and Cardiovascular Outcomes in Obesity without Diabetes. Lincoét AM,
(NHSCT was a research site for the tri&dl)Engl Med. 2023 Dec 14;389(24):222232. doi:
10.1056/NEJM0a2307563. Epub 2023 Nov 11.

Awards/Good New Stories

1 In March 2024, the NHSCT Diabetes Research Team was the Highest Recruiter for
ADDRESS 2 Trial.

1 Professor Miras has been disseminating his reseafeidings with wider audiences
through interviews with BBC NI (radio and TV) and Radio Foyle.

1 Our BHSCT Diabetes Research team organised a Diabetes Research Café morning o
Thursday 1st February 2024, at the Regional Centre for Diabetes and Endocrinoyady, R
Victoria Hospital.

1 Congratulations to ouNorthern Health and Social Care TrDshbetesResearch team.
Whowere the 2ndhighestrecruitersin the UK and 1st in the UK fpatientsscreened for
the NovonordisREDEFINE fsearchtrial. The study scened 181 patients and
randomised 134 in the UK
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Figure 5 Northern Health and Social Care Tru3tabetesResearchl eamincluding research
nurse Ms Moyra McMaster, Pl Dr Anna Strzelecka and research nurse Natalie Hanley
(REDEFINE2).
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Dashboard (Diabetes- DIA)

Studies and Sites Data Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
No. of Active . Non- ) . . ]
HSC Trusts 4 Commercial Commerdal Randomised | Non-Randomised| Interventional | Observational
No. of Adtive No. of Active
. 12 7 5 6 6 ] 6
Studias Studies
s Proportion
Recruitment 18 P 58.33% 41.67% 50.00% 50.00% 50.00% 50.00%
Sites (%)
No. of Sites
with
Recruitment u
(INv)
s:; "f:"‘_" ; Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30
es during
pp days (%) *
No. of Studies
dosed during 3 Commercial(8) Nen-Commereial(6) Combined(14)
pEDLE
Median FPFV Median FPFY Median FPFV
%<30d %<30d %<30d
(s T | T ) v
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 295 75.00% 55.0 33.33% 300 57.14%
23-14
; [ i v Sitee wi i
kreenﬁ? (INY*) necmled Screened Recruited(107)* FPFV Metrics calculated on Active Sites with Recruitment only
during during (INY*) | (TOT}** asat L3103
B nu | wopo |
123 3 482 150 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) ) Recruitment ) No. of ) Median ) )
707~ Total acity reported o and incuding 1/03/2024 List of HSC (INY)curing Proportion Recrutment Proportion Recruftment to Median ALL | Proportion (%)
Trusts*** Share (%) ) Share (%) FPRV* (days) | <30days
2324 Sites Tarest (%1**
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 7 20.55% 9 50.00% 80.00% 460 50.00%
Commercial Non-Commercial Combined NHSCT ] 64.71% 7 38.89% 122.20% 300 T143%
Recruited (INY)| Recruited Recruited }
duig Me'{:'lm (NY] during | Median RET (3] | (IVY)during M‘“‘d;': Rt ST 5 71% 1 556% 700 0.00%
13-4 L 13- 23-1 )
13 108.00% pil 86.67% 34 99.00% SHSCT
* Median RET Metrics calculated on Active Studies which have closed to recruitment
WHSCT 0 0.00% 1 5.56%
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: 31 100.00% 18 100.00% 99.00% 300 57.14%

Interventional Observational Combined
Recruited (INY) |, . Recruited Recruited )
during Me':;:;l R (INY} during | Median RET (%)* | (INY) during ME?:;: Rt
BA 13-4 230
12 97.33% 2 140.00% 3 99.00%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment

#¥*HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio

* FPFV Metrics calculated on Active Sites with Recruitment only
**Median RtT Metrics calculated on Active Studies which have closed to recruitment
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Gastroenterology (GAS)
Clinical Leads, Active Pls and CMG Members

Gastroenterology Group Clinical Lead CMG Members

Patrick Allenr SEHSCT BHSCTGraham Morrison, Inder Mainie
NHSCTKok Diong

Chief and Principal Investigators SEHSCTPatrick Allen

Graham Morrisor BHSCT WHSCT John McGoran

Inder Mainie- BHSCT
Kok Diong; NHSCT
Patrick Allen SEHSCT
John McGoragWHSCT

PPl Representatives

Position Vacant

Group Background/Summary

The Gastroenterology group has had 1 CMG ine®ebér 2023, the next CMG is planned for
September 2024.

The Gastroenterology group has active studies, 4 new artlosingn this annual reporting
period. Screening 37 patients and recruiting 17.

Key Achievements
Gastroenterologwasthe highest ge recruittrAy GKS 'Y Ay (KS NBI f

Gastroenterologyhas in additiorbeen praised for their high level of data completion in the
ELEVATE study

Awards/Good New Stories

In Partnership with ABPI and Queens University Bellstinder Mainie, Consultant
Gastroenterologist at the Belfast Trust, represented the specialty on the first delegate
RAaOdzaaA2y LI yStsz GKS GHIWRONZIA R y&SL VN2 KIUA N
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Figure 6 (L_R)Professor Jonathan Jackson, Dr Paidr Mulholland, Dr Daniel Butler, Dr
Ikhlas El Karim, Dr Inder Mainie, Ms Margaret Graysdft Panel inNI Clinical Research
Network: Research and Engagement Event at Titanic Belfast with our Partners ABPI
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Dashboard(Gastroenterology GAS)

Studies and Sites Data Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
N;gmnle 3 Commercial Cor:r:;dal Randomised | Non-Randomised | Interventional | Observational
No. of Active No. of Active
) 8
Studies = Studies . : : ’ ’
Ao.of Proportion
Recruitment 12 P 72.73% 27.27% 4545% 54.55% 72.73% 27.17%
Sites (*)
No. of Sites
Vith 8
Recruitment
(INY)
s::' "f:"‘_" . Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30
s during .
o days (%)
No. of Studies
tlosed during 3 Commereial(5) Non-Commercial(3) Combined(8)
pEDI]
Median FPFV Median FPFV Median FPFV
%<30d %<30d %<30d
(das) S T I ) "
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 171.0 0.00% 290 66.67% 99.0 25.00%
23-24
Streened (NY') | Recnuited | Soreened | L - * FPFV Metrics calculated on Active Sites with Recruitment only
duvg | drng NV (101" asat | e
pE5T! BU | Y030
37 17 162 128 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reparting period (01/04/2023 - 31/03/2024) ) Recruitment . No. of . Median ) )
707 =Total acity reparted o and ncluding 31/03/2028 List of HSC (NY) during Proportion Recruitment Proportion Recruitmentfo Median ALL | Proportion (%)
Trusts*** e Share (%) i Share (%) e | FPRV(days) | <30days
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 2 11.76% 6 50.00% 50.00% 1715 25.00%
Commercial Nen-Commercial Combined NHSCT ] 0.00% 1 8.33%
Recruited (INY)| Recruited Recruited .
during ME”;'lR‘T (INY)during | Median RET () | (INY) during MEd;:': T seksCT 15 88.24% 5 8167% 180.00% 370 25.00%
234 ) nn 23-4 4
1 50.00% 5 140.50% 16 715.50%
* Median RET Metrics calculated on Active Studies which have closed to recruitment
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: 17 100.00% 12 100.00% 75.50% 9.0 25.00%

Interventional Observational Combined
Recruited (INY)| . .. Recruited Recruited .
during Me‘:::;: T (INY) during | Median RET (%]* | (INY) during Me?;:;: T
234 pe] 23-14
2 75.50% 15 17 75.50%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment

* FPFV Metrics calculated on Active Sites with Recruitment only
**Median RtT Metrics calculated on Active Studies which have closed to recruitment
FHHSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
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Mental Health (MTH)
Clinical Leads, Active Pls and CMG Members

Mental Health Group Clinical Leads CMG Members

Ciaran  Mulholland ¢ NHSCT, QUB| BHSCT & QUBAidan Turkington
&UU(Hon)

Gerry LeaveyUU

NHSCACiaran Mulholland ,Suzanne Barrett
SEHSCJ Gary Woods

SHSCT Chris Southwell

WHSCT John Brady

Chief and Principal Investigato(€ls & PIs]
Ciaran MulhollaneNHSCT & QUB

Suzanne Barrett NHSCT UU- Gerry Leavey
Michael Duffyc BHSCT & QUB Clinical Trainee Rep
Kevin Dyer NHSCT/Exeter/QUB Ursula Campbeét Junior Doctor

PPl Representatives

Mr Robin Kelly - PPl ceapplicant for
IRAS309119/Member of the PPI group toe NI
Trauma Service & Network

Ms Marlyn Grant [Service User Conant] &
Involvement Team, NHSCT

Group Background/Summary
No CMG meetigs in year 20224.

During the cours of the 202324 year wecontinued work on3 ongoing studiesccuring
across 8 sites

Key Achievements

1 Professors Leavey & Mulholland have been respectivetcessfuly running the
Bamford (UU; ADRC Nland Impact (NHSCTRegional Trauma Network; Forensic
ManagedCare Network Research Centres.

f Profs MulhollandDyre andDr Duffy have been leadingon &L | w DNJ y i @
Phased Approach Enhance Outcomes for Trabowused Cognitive Therapy for
Complex PosttraumaticdiSNE &a a4 5A A2 NRSNKé ¢KAa n &SI NJ
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accrued research costs funding to the tune of £2,099,422.39. This study involves a
O2y az2NliAdzy 2F b2NIKSNYy LNBtFyR wS3d2y | €
Dr Michael Duffy, BHSCT) f@x® University (C&Cl: Prof. Anke Ehlers), Oxford Mental
Health Trust and London Trauma. Centre. Prof Kevin Dyer and Prof Ciaran Mulholland
are named applicant$b6 patients have been recruited across all 5 Trusts to date.
Fifteen Independent assessorsdaB6 NI Therapists were trained in the protocol,
improving research, and potentially future service delivery, capacity.

Trialling of thedOSIGrowg programme, an intervention developed and tested in NI
CAMHS services (The-CAT RCT), continues in papating RCT delivery centres.
Work arising from this study was recently presented by research centre staff from
Oxford at the BABCP ®annual conference, along with information relating to OSCA,

an Online Cognitive Therapy Intervention for Social Anxeydolescents.

Appointment of Dr. Kevin Dyer to Professorship in Clinical Psychology at QUB School
of Psychology (commencing August 2024).

Encompass NHSCT R&D RepresentatResearch eFCDG leading to Superuser
nomination for Dr Suzanne Barrett.

SuccessfuGrants:

Professor Leavey

T

l

2024-2028UK Mental Helth Hub (with KCL and UK academic partners) NI Lead: ESRC
£8,000,000.

2024 27 Challenging Health Outcomentegrating Care Environments. Building
community coalitions to tackle social exclusion for peopith severe mental illness.
Funded by the AHRC £1,890,000.

The CHOICE project will establish and evaluate a social prescribing platform for people
with severe mental illness seeks. The &R will be requested to assist in the
recruitment of 300 patientén NI.

Professor Mulholland

T

PSychosis Ireland Structured Training and Research programm@T#S). This PSI
STAR programme is led by anlAdland team of clinicians and academics from the
fields of psychiatry, nursing, social work, sociology, psfycddd e | yYRX GAY
includes an academic with lived experience of psycko3ise programme will train

5+ PhD students who will go on to be leaders in the field of psychosis and make a
positive impact on people's lives. The programme is funded by éadtiHResearch
Board (Rep of Irelandg (H =  J1andh involves Prof Ciaran Mulholland (QUB and
NHSCT) and Prof Ciaran Shannon (NHSCT) and Prof Gavin Davidson (QUB).

The DETECT Programnetécting EmergingTraits of Psychosis iBducational and
GCommunity @horts (Mulholland and Shannon). (Small Business Research Initiative
2018date: total approx. £350,000). One study (lead by QUB) focusing on phone usage
and mental health is ongoing in phase 3.
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1 McCartan, Shannon, Jordan, Moore, Mulholland, Davidson & WaltSCT HSC
Research Fund. Green and blue spaces to support tranfoemed care. (Funding
awarded 2022, £5000).

1 Members of the Group have supportedo successful PhD funding applications in
partnership with QUB (funded via Department for the EconomyBR8RCY / 2 y-Ff A O
wSt I G§SR { SEdz f dmplémeritityTeaSnéanfotmgoR Care in Early
Psychosis

Relevant Publications

Adolescent mental welbeing, religion and family activities: a cresesctional study (Northern
Ireland Schools and Wellbeing SpBamford, JLeavey, GX S ij 22 1Jun 2023, (Published
online) In: BMJ Open. 13, 6, p81 p., e071999.

¢CKS AYyTtdzsSyOS 2F FROSNES IyR LRaAGADBS OKACL
and experiences of self harm and suicidal ideat®uanting, L. XMulholland, C, et al, Jun
2023, In: Child Abuse and Neglect. 140, 12 p., 1061509.

Bunting, L.,XMulholland, C.,et al.. The influence of adverse and positive childhood

SELISNASYyOSa 2y eé2dzy3a LIS2 LI S Qselthafd ghd buicidaK S| f|

ideation, Jun 2023, In: Child Abuse and Neglect. 140, 12 p., 106159.

{ ONBSYyAy3a OKAfRNBY gA0GK | KAaG2NER 2F YIf
frontline social care organizations: a process evaluabewaney, J., Walsh, C., Bunting, L.,
Best, P., Davidson, Glulholland, C, French, D. &uffy, M., Nov 2023|n: Child and Family
Social Work. 28, 4, p. 122234 10 p.

Severe mental illness and ophthalmic health: a linked administrative data stetyy, FX
Leavey, Get al 7 Jun 2023, (Published online) In: PLoS ONE. 18,-62@.3Lp., €0286860.

Ocapation type, family demands and mental health: analysis of linked administrative
data.Ferry, F. RXLeavey, Get al. 6 Mar 2023, (Published online) In: Journal of Mental
Health.

Severe mental illness and ophthalmic health: A linked administrative statdy. Ferry, F.,
XLeavey, Get al.. 2023, PloS one, 18(6), e0286860.

The structure of the Prodromal Questionnaité (PQL6) in a norhelp-seeking youth
population: Exploratory and confirmatory factor analyses stittywie, CX Mulholland, G
et al. Nov 2023, In: Schizophrenia research. 261, p-283.6 p.

Healthcare staff mental health trajectories during the COYpandemic: findings from the

COVIBL9 Staff Wellbeing Surveyordan, -A., X. , Mulholland, C.et al. Jul 2023, In: BJPsych
Open. 94, 9 p., el12.
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Assessing the clinical and cagfectiveness of inpatient mental health rehabilitation services
provided by the NHS and independent sector (ACER): protidakpy, HX Leavey, Get al.
6 Feb 2024, (Published online) In: BMC Psyghi24, 1, p. 114 14 p.

Qualitative study investigating the professional and personal effects of patient suicide on
general practitioners in Northern IrelaniicAnee, GXLeavey, Gt al. 10 Feb 2024, In: BMJ
Open. 14, 2, p.-92 10 p.

Physical healthidparities and severe mental illness: a longitudinal comparative cohort study
using hospital data in Northern IrelanticCarter, R.XLeavey, G et al 14 Aug 2023,
(Published online) In: European psychiatry : the journal of the Association of European
Psyhiatrists. 66, 1, p.-26 26 p.

Case study 1: the Omagh Bomb, the mental health response, and the lessons learned, 01 Feb
2024, Major incidents, pandemics and mental health: the psychosocial aspects of health
emergencies, incidents, disasters and diseasgbreaks. Mulholland, C & Duffy, M..

Williams, R., Kemp, V., Porter, K., Healing, T. & Drury, J. (eds.). Cambridge University Press, |
252-256.

Mulholland, C.Ré shuaite, inchinn shuaite: ceacht 6 Choimhlint Thuaisceart Eireann
Mulholland, C.Troubledtimes, troubled minds: lesson from the Northern Ireland conflict, 31
Dec 2023, Creative Brain Week: knowledge making. Campbell, D. & Kelleher, B. (eds.). Dublin
Creative Aging International, p. 1.

Awards/Good New Stories

1 Level 4 completion in Makon in September with NHSCT with regional trajr&rant
Wetherall (S. Barrett).

1 Showcase inclusion in UU Douglass Week 2024 of short film, enditieae > ONEB |
by S Barrett and other students of Belfast Feminist Film Network, completed for
certification (SummeSchool September2023 cohort).

1 External representation by C Mulholland at Rol Mental Health Research Strategy
Working Grou023-24.
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Figure 7 6Sign Simply groupincludingSuzanne Barret{Level 4 completion in Makaton)
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Dashboad (Mental Health- MTH)

Studies and Sites Data Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
No. of Active q Non- . 0 9 :
HSC Trusts 4 Commercial Commerdial Randomised | Non-Randomised| Interventional | Observational
No. of Active No. of Active
: 3 1 2 1 2 2 1
Studies Studies
No.of Proportion
Recruitment 8 ¥ 33.33% 66.67% 33.33% 66.67% 66.67% 33.33%
Sites (%)
No. of Sites
vith 5
Recruitment
(INY)
No. of New Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30
Studies during 0 ¥
B days (%)
No. of Studies
dlosed during 2 Commercial(0) Nen-Commercial(5) Combined(5)
B-u
Median FPFV Median FPFV Median FPFV
ectan % <30 days ectan % <30 days ectan % <30 days
(days) (days) (days)
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 99.0 0.00% 99.0 0.00%
23-24
Screenﬁ.i (INY*) R:cnml Sereened | - FPFV Metrics calculated on Active Sites with Recruitment only
during during (INY?) | (TOT)** asat at31/03/204
BNU By | s | ©
ES 1 28 35 3 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over raporting period (01/04/2023 - 31/03/2024) ) Recruitment ) No. of ) Median ) )
707 = Totalacivty reparted up toand induding 332024 List of HSC (INY) during Proportion Recruitment Proportion Recruitment o Median ALL | Proportion (%)
Trusts*** Share (%) . Share (%) FPFV* (days) | <30days
34 Sites Targst (%)**
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 3 10.71% 3 37.50% 0.00% 93.0 0.00%
Commercial Non-Commercial Combined NHSCT 1 39.29% 3 37.50% 5.00% 1915 0.00%
Recruited (INY)| Recruited Recruited )
ding Medﬂ';']m (INY)during | Median R (3] | 1Y) during Me”’;‘l R sscr 7 25.00% 1 1250% 110 000%
Bu ) Bnn Bu ¥
0 0.00% 28 5.00% 8 5.00% SHSCT
* Median RtT Metrics calculated on Active Studies which have closed to recruitment
WHSCT 7 25.00% 1 12.50% 99.0 0.00%
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: 28 100.00% 8 100.00% 0.00% 99.0 0.00%
* FPFV Metrics calculated on Active Sites with Recruitment only
Interventional Observational Combined **Median RtT Metrics calculated on Active Studies which have closed to recruitment
F¥EHSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
Recruited (INY) |, . Recruited Recruited !
during Meqi:;; Rt (INY) during | Median RET (%)* | (INY) during Me?;l': RT
34 34 BN
8 0.00% 0 5.00% 8 5.00%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment
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Neurodegenerative (NEU)
Clinical Leads, Active Pls and CMG Members

Neurodegenerative Group Clinical Leads | CMG Members

Bernadette McGuinnes8HSCT & QUB BHSCT & QUBBernadette McGuinness, Pet
Peter Passmore BHSCT & QUgetired Jan| Passmore, Emma Cunningham, Joe Kane
2024) BHSCT Maria McGrath

SEHSCTJim Amlerson
Chief and Principainvestigators (Ck & PIs) | WHSCT Stephen Todd

Bernadette McGuinness BHSCT &QUB QUBC¢ Carole Parsons
Peter Passmore BHSCT & QUB
Emma Cunningham BHSCT & QUB PPI Representative

Joseph Kane BHSCT & QUB Gordon Kennedy

Group Background/Summary

CMG did not meet 20234 as despite several attempts it proved impossible to agree a date
when a quorum was available.

Professor Peter Passmaretired at the end of January 2024. Peter led on many clinical trials
throughout his career and has-¢ed the NICRN Dementia group since its inception in 2008.
Paula, Hazel and Elish were his faithful research nurses for many years, and he continues to
inspire the research nurses that are currently involved in the network: Eileen, Patricia,
Michael, Alison, Nicola. Peter has the remarkable ability to lead and collaborate effectively in
everything he does. He led the Dementia CMG group with gusto, we igg8l mm and we

wish him every best wish in his retirement.

During 2023/2024 there were five active studies within the Neurodegenerative group. The
NICOLAICAP study completed recruitment with 1037 participant interviews and 862
informant interviews. Figui® are lower for 20224 as 70% of the target of 1000 were
recruited the previous year. The study therefore recruited to target and beyond. The
Supportive Environments for Physical and Social Activity, Healthy Ageing and Cognitive Health
(SPACE) study suseséully recruited more than 400 participants following initial approach
from the NICOLAICAP team.

The HCAP Clinical Validation Study is ongoing with 40 participants recruited from the Join
Dementia Research platform with recruitment from Belfast Trusiridey Clinics ongoing;
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with a plan to increase sample size to 120 to aid statistical power with continued input from
the NICRN.

Three Lewy Body studies were active during 2023/2024, TopHat study recruiting three
participants in the reporting period and isow closed to recruitment. Screening and
recruitment for Neflamapimod in Patients with DLB commenced in March 2024.

Ongoing challenges with research governance approval in BHSCT have had a negative impac
on activity related to NICRN. The HCAP clinicallatadn study took almost one year for
approval to be gained and simple amendments took many months. We believe that as a result
of approval challenges we are being approached by fewer pharmaceutical companies due to
this reputational damage. Our group [mle that when this situation is addressed and
resolved we will again become an attractive site with which pharmaceutical companies can
engage in order to deliver important clinical trials.

Key Achievements

NICOLAACAP study completed: 1037 participartemiews and 862 informant interviews.
HCAP Clinical Validation Study (CVS) ongoing.

1 Two further Dementia with Lewy Bodies studies added to portfolio.

1 Data from NICRN adopted studies was presented in 6 poster presentations at the
I £ T KSA Y S NI aternatioaaPGonfdreince pAKIC)L2923.

1 Funding received for commencement of NICOLA study Wave 3.

1 Professor McGuinness accepted as member of NIHR Dementia Translational Research
Network

1 Profession McGuinness member of UK Brain Health Clinic Caalition

Relevant Publications

The RESIST Study: Examining Cognitive Change in Rheumatoid Arthritis Patients with Mild
Cognitive Impairment Being Treated with a TINRibitor Compared to a Conventional
Synthetic DiseasModifying AnttRheumatic DrugMar r  CMcGuinness B, et al. J
Alzheimers Dis. 2024;99(1):164175. doi: 10.3233/JAD231329. PMID: 38669538.

Northern Ireland Cohort for the Longitudinal Study of Ageing (NICOLA): health assessment
protocol, participant profile and patterns of parg@tion.Ne v i | | &cQDikness B et al..

BMC Public Health. 2023 Mar 10;23(1):466. doi: 10.1186/s1288923-15355-x. PMID:
36899371; PMCID: PMC9999338.

Investigating the prevalence of cognitive impairment and datra in the Northern Ireland
Cohort for the Longitudinal Study of Ageing (NICOLA): the Harmonised Cognitive Assessment
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Protocol (HCAP) crosgctional sukstudy. O'Hara LX, McGuinness, Bet al. 2024BMJ Open
2024;14:e075672ttps://doi.org/10.1136/bmjopenr2023075672

Muscle Strength, Excess Adiposity and Incident Cognitive Impairment in Older Northern Irish
Men: Results from the PRIMEOG Studyrarsi, X Bassmore, 2 MEGuinness, Bet al..
Available atttp://dx.doi.org/10.2139/ssrn.4660408Jnder review).

Awards/Good New Stories

T

=

Professor Bernadette McGuinness and Dr Emma Cunningham appointed Principal
Investigator and Clinical Lead of NICOLA study.

¢tKS [Sge .2Re& {20ASiGe& S JkeyWateribnt HallQvasNF 7
attended by Dr Joe Kane and NICRN nurses Eileen Fox and Nicola Milligan.

Dr Emily Bowman successfullgfended her thesis'Investigating subphenotypes of
delirium using existent research data Dr Bowman was supervised by Dr Emma
Qunningham

Michael McAlinden awarded HSC R&D-Boetoral Bridging Scheme award 2024.
Michael McAlinden graduated MSc Dementia Studies (University of Stirling).

Oral and Poster presentations on results from the NICOLA study, many of which have
published &stracts, have been given at the following Conferences: f T KSA Y SN
Society International Conference (AAIC) 2023; British Society of Gerontology Annual
Conference 2023; NICRN staff conference 2023; Irish Gerontological Society {IGS) 70
Annual and Scrdific Meeting.

We have also provided new support to the Belfast HSCT MND Research Service,
funded via a small grant from the Motor Neurone Disease, MND, Association UK to
t NEPF YIFINBY az2NNRaA2y>S 5SIy 2F 9RdzOF A2y
and Consultant Neurologist and lead of the NI Regional MND Clinic at BHSCT from Oct
2020¢ March 2023. The grant providédnding for professional services support from

the CRN to the BHSCT MND clinical team to upload clinical data for all those patients
from 2015 onwards who had consented to have their clinical data recorded on the NI
MND Database, and to then extract anonymised data from this database into a format
to allow transfer to the UK National MND Patient Register. The patient data from 2015
to the present date has now been uploaded to the NI Register and extracted into an
anonymised form ready for transfer to the UK National MND Register.
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Figure8: (L-R) MrMichael McAlinden, (Dementia Research Nurse BHSCT/QUB), Professor
Peter Passmore (Professoof Ageing and Geriatric Medicine, CPH QUB/ Consultant
Geriatrician, Belfast Trust), Dr Aoife Sweeney (Research Fellow, CPH BrtdB)ssor
Bernadette McGuinness (Clinical Professor of Ageing, CPH QUB/ Consultant Geriatrician,
Belfast Trust)Dr Emma Cuningham (Clinical Lecturer in Ageing, CPH QUB/ Geriatrician,
Belfast Trustjand Dr Calum Marr (Research Assistant, CPH QUWBending a conference.
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Dashboard(Neurodegenerative NEU)

Studies and Sites Data Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
No. of Active q Non - . . 9 .
HSC Trusts 1 Commerdial Commerdial Randomised | Non-Randomised| Interventional | Observational
No. of Active No. of Active
: 5 1 4 2 3 3 2
Studies Studies
Noof Proportion
Recruitment 5 P 20.00% 80.00% 40.00% 60.00% 60.00% 40.00%
Sites (%)
No. of Sites
i 3
Recruitment
(INY)
S:; "T“_" ; Median First Participant, First Visit Windows {days) and Proportion of Studies Achieving < 30
jes during .
i days (%)
No. of Studies
tlosed during 1 Commercial(0) Non-Commercial(3) Combined(3)
34
Median FPFV Median FPFV Median FPFV
eatEn % <30 days Felan % < 30 days ectan % <30 days
(days) (days) (days)
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 410 33.33% 1.0 3333%
23-24
§ ¥ ; +a Citoc wi i
Screem? (INY*) Ikcnmd Soeened (o - FPFV Metrics calculated on Active Sites with Recruitment only
during during (INY¥) | (TOT)** as at 31031
B nu | wouu | ©
309 307 1,082 1,080 Clinical Specialty Group Data by HSC Trust
*INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) ) Recruitment ) No. of ) Median ’ .
70T =Total activity reported up to and including 31/03/2024 Listof Tff (INY) during Pf por?o)n Recruitment P: POTOF Recruitment to Med\*a(r;ALLJ Proport;on K
Trusts Share (%] Share (% FPFV* (days| <30 days
234 Stes Tageet (4" ! !
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 307 100.00% 5 100.00% 81.85% 10 33.33%
Commercial Non-Commercial Combined NHSCT
Recruited (INV) | Recruited Recruited )
during Med:; r: T {INY) during | Median RET (%) | (INY) during Mea;'l Rt SEHSCT
13-4 L 38 13-4 (4
0 307 81.85% 307 81.85% SHSCT
* Median RET Metrics calculated on Active Studies which have closed to recruitment
WHSCT
Recruitment and Median Recruitment to Target (%]* by Design Type Totals: 307 100.00% 5 100.00% 81.85% 10 33.33%
* FPFV Metrics calculated on Active Sites with Recruitment only
Interventional Observational Combined **Median RtT Metrics calculated on Active Studies which have closed to recruitment
*¥*HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
Recruited (INV] | . Recruited Recruited .
during Mec?‘:]r: T (INY) during | Median RT (%]* | {INY) during Me?;:;l RIT
13-4 230 23-24
3 60.00% 304 103.70% 307 81.85%

* Median RET Metrics calculated on Active Studies which have closed to recruitment
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Orthopaedics and Trauma (ORT)
Clinical Leads, Active Pls €&o8llG Members

Orthopaedics & Trauma Group Clinicc CMG Members:
Leads:

Owen Diamond BHSCT
Richard NapierBHSCT

No CMG currently in place for Trauma and Orthopaed
Other T&O Research Team Members:
David Beverland

. o . Janet Hill
Chief and Principainvestigators(Cls & PIs)

Owen Diamond BHSCT Roslyn Cassidy

Richard Napier BHSCT Nicola Gallagher

Samuel SloanBHSCT Paul Karayiannis

Ciara StevensonBHSCT Sam McMahon

Brendan GallagheyBHSCT Leeann Bryce

Paul Magill SHSCT Sharon Marks

Ravi Pagoti BHSCT Emma Cunningham BHSCT & QUB

/| AL N} h-8BSEYY St ¢

David JohnstorBHSCT PPI Representatives:

Position Vacant

Group Background/Summary

The Orthopaedicand Trauma(ORY research group continues to grow and is delighted to welcor
Consultants MrPaul Karayiannis and Mr Sam McMahon back into the team after their time away

ne
on

fellowship training. Paul brings an interest in Arthroplasty Research and Paediatric Trauma research and S

is already building connections with the Oncology group and i&iwgrin collaboration with Orthopaedig
Oncology on the SarcoSIGHT Study, into the management of Sarcoma.

Our group holds a unique position in that it is linked to the Trauma and Orthopaedic Research Charity
which works to promote research in Traanand Orthopaedics across all Trusts in Northern Ireland. ]
group is supported with Dr Janet Hill, our Research Group Manager, Dr Nicola Gallagher who-Bat P
with an interest in Research methodology and Dr Roslyn Cassidy -B&ogith an interst in BieStatistics.

Leeann Bryce is our TORC Research Nurse and Sharron Marks is our NICRN Research Practitioner,
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The ORTResearch Group have a monthly Orthopaedic Research Committee meeting which is attend
research staff and key clinical staff.tAé meeting, progress with current research studies is discussed a
with the adoption/planning of future research studies.

Currently all clinical ORiials are sponsored by other sites therefore PPI has been provided by the main
The following gudiesare recruiting in ORT

Orthopaedic Retrievals: Pl Mr Napier, Opened to recruitment 01/06/2021, Recruited te iaite
BASIS: Pl Mr Sloan, Opened to recruitment 06/04/2022, Recruited ta; @3te

Effect of strontium on mesenchymal stem cells frostemporotic donors: Pl Mr Diamond, Opened to

recruitment 08/03/2022, Recruited to date30

Meteor2: Pl Ms Stevenson, Opened to recruitment 07/03/2023, Recruited togiate
RAPSODI: Pl Mr Gallagher, Opened to recruitment 23/03/2023, Recruited tq @ate
PERISCOPE: Pl Mr Pagoti, Opened to recruitment @222/ Recruited to date O

The following studies have completed recruitment and are in follow up:
SCIENCE: PI Mr Napier, Opened to recruitment 10/09/20d8ed on Oct 202Becruited- 29
HUSH: PI MDiamond, Opened to recruitment 30/08/202@psed onl7/11/2024 Recruited- 10

21 A¢9 [L¢Y 5N hQ52yyStft g 5N W2Kyadz2ysz hLISYySR
Recruited- 21

WHITE DUALITY: Mr Diamond, Opened to recruitmert/2023, closed on 03/04/2024 Recruite@8

The following studies are awaiting R&D approval from the BHSCT:

My Knee Plan: Pl Mr Napie]| GFORCE: Pl Mr Napier SarcoSight: PI Mr McMahon

ODDSOCKS: PI Mr Napier| PICBONE: Pl Mr Karayianry POLYFIX DCM: PI Mr Niames

Key Achievements

We now have multipl&ICRNstudies open across a variety of ssiiecialist areas including soft tissue kne
spines, hip trauma, penperative delirium and revision arthroplasty.

Fruits of our first study in Orthopaedic TraumahaNIHRthe WAX studywill bepublishedin the Lancein
June. The study examingide benefits of early weight bearing after ankle fracture surgery

Relevant Publications

1. Return to work and activity after ribxation for acute chest trauma: first appation of a validated
patient-reported outcomes assessment tool. Blythe @assidy RDiamond QX S (i Eurd X
Cardiothorac Surg. 2024 Jun 3;65(6):ezael192. PMID: 38718222

2. Reoperation risk of periprosthetic fracture after primary total hip arthroplastingisa collared
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cementless or a tapeslip cemented stem.
Lynch Wong MX Bryce L, Cassidy, R Diamond O, Beverland [t al. Bone Joint J. 2024 Feb 1;10¢
B(2):144150 PMID: 38425304
3. Early surgery improves survival after femoral fractures in the eldArhgtrospective review of 502
fragility fractures. Gilmore &, Cassidy RDiamond Qet al. Injury. 2024 Feb;55(2):111275. PMIL
38134490

7

N4

4. Are Patients With Morbid Obesity at Increased Risk of Pulmonary Embolism or Proximal Deep Ve

Thrombosis After Lwer Limb Arthroplasty? A Largiatabase Study. Thompson ®Gassidy R, Hill J
Bryce L, Napier R, Beverland Dlin Orthop Relat Res. 2024 Jan ;482(1}112¢ Epub 2023 Jul 4
PMID: 37404124

5. The painful truth of waiting for hip and knee arthroplasty inrtern Ireland.Karayiannis PN,
XCassidy RX Beverland D et al Bone Joint J. 2023 Jul 1;1B§/):783794. PMID: 37399093

6. Survivorship of 500 Cementless Total Knee Arthroplasties in Patients Under 55 Years of Age. Sheri

GA,Cassidy R, Hill JC, Bverland DEet al. J Arthroplasty. 2023 May;38(5):88@3. Epub 2022
Oct 27. PMID: 36309144

7. Is Cementless Total Knee Arthroplasty Safe in Women Over 75 Y of Age? Gibl@assidly,RS,
Bryce L, Napier R4, Beverland DEet al. J Arthroplasty. 2023 Aj38(4):691699. Epub 2022 Oct 19
PMID: 36272510

Awards/Good New Stories

Professor David Beverland gave the prestigious Charnley Lecture at the British Orthopaedic Associati

Annual Congress in Liverpool in September 2023. His presentation was etilddA £ dzNBS A a |

[

An application for NIHR HTA funding has been submitted for the following study: Treatment of Toddler
Fractures: Observation Or Immobilisation (TOTs). The CI for this is Mr Nichola Nicolaou from Sheffie

Children's NHS Foundation Triasid Mr Richard Napier is a-tovestigator on the study. It has passed the
first round of funding.

Ms Ciara Stevenson was awarded the prestigious AmeBcaish-Canadian (ABC) Travelling Fellowship|in
2024. This fellowship is open to consultantorthoB RA O & dzNHS2ya Iy R KI ay Qi

Northern Ireland for over 30 years so is a real accolade to N. Ireland orthopaedics. It is hoped this will enak

Ciara to create long term potential partners in research with other orthopaedic centres.

Figure 9 Dr Ciara Stephenson awarddttestigiousAnnual ABC Fellowship
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The British Hip Society Annual Meeting 2024 was held in Belfast in March for the first time in 21
Leading experts in hip surgerytended the meeting and several presentations from the local team we
presented with Prof David Beverland presenting on how to enable a resource constrained NHS dd
work.

SPERATIVE FEMOR/
ywrmns
%'rﬁl.ess CORAIL
H

Figure 10 British Hip Society Meeting in Belfast

Due to the success of tfeCIENCE and WAX studies, Professor Dan Perry and Professor Matt Cost
consultant trauma and orthopaedic surgeons) have agreed to come to Belfast in October for a res
seminar. This will be a great opportunity for the research team to learn frwonsuccessful researchers.

Belfast were the second best recruiting site for WHITE DUALITY and in the top 5 for WHITE LIT. The
Study finished recruitment with Belfast being the top recruiting site, HUSH also closed to recruitmen
Belfast in theop 10 recruiting sites. Belfast is currently still recruiting for the BASIS study and is the 4t

year
re
mo

a (b
sear

SCII
with
1 bes

recruiting site and the METEORZ2 study (2nd best recruiting site). Well done to research nurse Leeann Bry

NICRN research coordinator Sharon Marks #ral rest of the T&O research team who helped ma
recruitment a success for these studies.
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Dashboard(Orthopaedics and TraumaRT)

Studies and Sites Data Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
N&&ﬂ 2 Commercial Cur:;:;dal Randomised | Non-Randomised| Interventional | Observational
No. of Active No. of Active
: 10 0 10 3 2 7 3
Studies Studies
i Proportion
Recruitment 1 P 0.00% 100.00% 80.00% 20.00% 70.00% 30.00%
Sites (%)
No. of Sites
i 9
Recruitment
(INY)
S:: "f:ef" ) Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30
es during
A days (%) *
No. of Studies
tlosed during 1 Commercial(0) Non-Commercial(3) Combined(9)
pEDL]
Median FPFV Median FPFV Median FPFV
eetan % <30 days etan % < 30 days ectan % <30 days
(days) (days) (days)
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 300 55.56% 300 55.56%
23-24
Screened [INY*) | Recruited | Screened Recnited (10T} ¥ FPEV Metrics calculated on Active Sites with Recruitment only
during during (INY*} | (TOT}**as at ssat 31032008
pzeT] BN | 31ysp
567 %8 875 265 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) ) Recruitment ) No. of ) Median ) )
70T =Total activity reported up to and induding 31/03/2024 Lit of HSC (INY) during FpI Recruitment Praportion Recruitment to Median ALL | Proportion (%)
Trusts*** . Share (%) Ses Share (%) e | FPFV(days) | <30days
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 90 91.84% 10 90.91% 83.33% 45 50.00%
Commercial Non-Commercial Combined NHSCT
Recruited (INY)| . Recruited Recruited .
during MEd:; |1RtT (INY) during | Median RET (%) | (INY) during MEd:I: Rt SEHSCT
n-u L 34 3N ™
0 98 83.33% 9% 83.33% SHSCT 8 8.16% 1 9.09% 100 100.00%
* Median RtT Metrics calculated on Active Studies which have closed to recruitment
WHSCT
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: %8 100.00% 1 100.00% 8333% 300 55.56%

Interventional Observational Combined
Recruited (INY)| . Recruited Recruited .
during Me‘::;;l fir (INY) during | Median RET (%]* | (INY) during ME?;:;: Rt
13-H 234 3-M
3 83.33% 25 98 83.33%

* Median RiT Metrics calculated on Active Studies which have closed to recruitment

* FPFV Metrics calculated on Active Sites with Recruitment only
**Median RET Metrics calculated on Active Studies which have closed to recruitment
*¥¥HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
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Primary Care (PCR)

Clinical Leads, Active Pls and CMG Members

Primary Care Group Clinical Leads
Nigel Hart QUB / BISCT
Claire LeathemBHSCT

Chief and Principal Investigators
Nigel Hart QUB &BHSCT

lan Young QUB & BHSCT & Department of
Health (DOH)

Simon HutchinsorBallygomartin Group
Practice

Gerry BurnsDuncairn Medical Practice
Laura McQuillag QUB

Assocate P.1

Dan Butlerg General Practice Academic
Research Training Scheme

(GPARTS), QUB, Northern Ireland Medical &
Dental Training Agency (NIMDTA)

CMG Members

BHSCT & QUBGerry McKenna (Dentistry)
HSCRB Emma Quinn (Pharmacy)
QUB- Paul Best (SocigVork)

UU:Bernie Reid (Nursing), Jackie Gracey (A
Health Professional(AHP) )

PPl Representatives

Position Vacant

Group Background/Summary

Primary care had 6 active studies in the 2@23period, 2 osed in this reporting year. The
currentopenportfolio consists of tommercialktudyand 5 non commercial.
Primary Care screened 95darecruited 92 patients in 20224.

Studies currently on Primary Care portfolio are :

Pioneer ReaBHST, NHSCT): A Noterventional Type2 Diabetes Study . A niiitentre,
prospective, nornterventional singlearm study investigating clinical parameters associated
with the use of oncalaily oral semaglutide in a rewalorld adult population with type 2
diabetes in the United Kingdom.RefledBHSCTNHSCT, SEHSCIHSCT, WHSCT): A
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Randomised controlled trial to Evaluate the effectiveness and cosfli@i prescribing high
dose Hlioride toothpaste in preventing and treating dEntal Caries in-higiholder adulTs.
The study is examining the prevention of tooth deaa adults aged 50 + using prescription
only, high dose fluoride toothpaste.

Poly Prime (NHSCT, SEHSCT, SHSCT, WHSCT): An external pilot cluster randomised contro
trial of a theorybased intervention to improve appropriate polypharmacy in older peaple
primary care.This pilot study aims to assess the feasibility of the PolyPrime intervention in
primary care in Northern Ireland (NI) atitte Republic of Ireland (ROI).

PRINCIPLE (BHSCT, NHSCT, SEHSCT, SHSCT, WHSCT): Platform RandomisedfHsl of treat
in the Community for epldemic and Pandemic iLInEs3&ss.is an open, adaptive, platform

trial to evaluate treatments suitable for use in the community for treating COWébIlIness

that might help people recover sooner and prevent hospitalisat@alk with me two (BHSCT,
SEHSCT, WHSHfJectiveness and cosfffectiveness of a peded walking programme to
increase physical activity in inactive older adults. This study will examine the effectiveness
and costeffectiveness of the Walk with Me peéed walking programme which aims to
increase moderatéo-vigorous physical activity in adults aged 60 years+ living in -socio
economically disadvantaged communities.

MY Diabetes and Me (BHSCT, NHSCT, SEHSCT, SHSCT, WeH8ldig¢al and cost
effectiveress of the DESMOND education programme for adults with Intellectual disability
and Type 2 Diabetes

Key Achievements

During the 2023-24 reporting period the NICRRC have made significant progress in
developing an innovative and exciting collaboratimetween the NICRN PC group and the
Eastern Federation Support Unit. This will facilitate and improve the recruitment of patients
and GP practices involved in Primary Care Research throughout Northern Ireland.

Following on from the successful recruitmentthe initial arm of the UKVide PANORAMIC
trial, the team continued their involvement through the Paxlovid arm of the study. The NICRN
-PC were the top recruiting site in the UK in May 2023.

In June 2023, Dr Laura McQuillan presented at the CHITIN {&naks Healthcare
Intervention Trials in Ireland Network) Celebration Event on the MyCOMRADE+ Trial. The
work of the NICRNPC in the Polyprime and ACP studies was also highlighted at this event.

The decades of invaluable hard work by Research Nurses Giaithem, Marina Maxwell and
Maeve Nesbitt were recognised upon their retirements during this period
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Relevant Publications

Randomized controlled trial of molnupiravir SARS/2 viral and antibody response in-at
risk adult outpatientsStanding, J.,let al., ...PANORAMIC Virology GroipNI was part of
the Investigator group)(2024).. Nature Communicationd5, Article
1652.https://doi.org/10.1038/s41467024-4564 10

Platform adaptive trial bnovel antivirals for early treatment of COVID In the community
(PANORAMIC): protocol for a randomised, controlled, dpbel, adaptive platform trial of
community novel antiviral treatment of COVID in people at increased risk of more severe
diseag. Gbinigie, O.et al. 023.(NI was part of the Investigator group)BMJ Openl3(8),
Article e069176https://doi.org/10.1136/bmjoper2022069176

Awards/Good New Stories
NI Panoramic Hub (iamary Care) Top Recruiting Site in UK for May 2023

Primary Care Co lead and Research Nurse, Mrs Claire Leathem retires after 40 years of
Nursing, and Primary Care research nurses Marina and Maeve Nesbit.

Figurell: NICRN Coordinatn team and Primay Care teamCelebrate Primary Care and
ColLead and Research Nurse Claire Leati@&netirement.
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https://doi.org/10.1038/s41467-024-45641-0
https://doi.org/10.1136/bmjopen-2022-069176

Dashboard(Primary Carg PCR)

Interventional Observational Combined
Recruited (INY) . Recruited Recruited .
during Me':;:;: R (INY) during | Median RET (%)* | (INY) during ME?;:; RT
23-M4 13-4 13-4
92 100.00% 0 100.00% 9 100.00%

* Median RET Metrics calculated on Active Studies which have closed to recruitment

Studies and Sites Data Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
No. of Active Non - 5 2 0 ]
HSC Trusts 5 ] Randomised | Non-Randomised| Interventional | Observational
No. of Active No. of Active
6 1 5 5 1 5 1
Studies Studies
Log] Propertion
Recruitment 48 P 16.67% 0.00% 83.33% 16.67% 83.33% 16.67%
Sites (%)
No. of Sites
with
Recruitment %
(InY)
M“f"”_" Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30
studiesduring| 0 .
nu days (%)
No. of Studies
dosed during 2 Nen-Commercial(45) Combined(46)
Pl
Median FPFV Median FPFV Median FPFV
ectan % <30 days eclan % < 30 days ectan %< 30 days
(days) (days) (days)
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 0.0 100.00% 9.0 62.22% 85 63.04%
3-24
’ n - ——— -
w (INv¥) nmuind Screened | L frorj#* FPFV Metrics calculated on Active Sites with Recruitment only
during | during (NV*) | (TOT)**asat |
pavll 23U 31/03/2024
95 9 581 578 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) . Recruitment . No. of ) Median ’ .
#4107 = Total sty reported upto and indluding 31/03/202¢ List of HSC (INY) during Proportion Recruitment Proportion Recruitment to Median ALL | Proportion (%)
Trusts*** Share (%) . Share (%) FPFV* (days) | <30 days
2324 Sites Target (%1**
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 1 1.09% 5 10.42% 100.00% 1385 50.00%
Non-Commercial Combined NHSCT 19 20.65% 15 31.25% 100.00% 19.0 66.67%
Recruited (INY) . Recruited Recruited .
during Me‘ja';':m (INY) during | Median RET (%] | (INY) during Me";‘:‘: R T 28 3043% 0 2083% 100.00% 35 70.00%
34 & 2324 324 i
0 100.00% 92 100.00% 92 100.00% SHSCT 0 0.00% 6 12.50% 100.00% 45 66.67%
* Median RET Metrics calculated on Active Studies which have closed to recruitment
WHSCT 44 47.83% 12 25.00% 100.00% 240 54.55%
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: 92 100.00% 48 100.00% 100.00% 85 63.04%

* FPFV Metrics calculated on Active Sites with Recruitment only
**Median RET Metrics calculated on Active Studies which have closed to recruitment
*¥*HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
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Renal (REN)
Clinical Leads, Active Pls and CMG Members

Renal Group Clinical Leads CMG Members

Neal MorganSHSCT &QUB BHSCT Christopher Hill

Christopher HiItBHSCT &QUB NHSCT Stephanie Bolton
SEHSCTAlagair Woodman

Chief and Principainvestigators(Cls & PIS) SHSCTNeal Morgan

Christopher Hilt BHSCT WHSCT Frank McCarroll

Stephanie BoltoANHSCT

Alastair Woodmar SEHSCT PPI Representatives

Neal Morgang SHSCT

Frank McCarrol WHSCT No fixed input but involvement of patient grouy
(NI Kidney Research Fund and NI KidRatient
Association) as needed

Group Background/Summary

Renal CMG met formally on 3May 2023. Unfortunately there was no autumn meeting.
We were actively involved in 15 studies during the 222Byear andadopted4 new studies
on to the network portfolio:

1 APPARENT a trial of an oral complement inhibitor,ptacopan, in patients with
membranoproliferative glomerulonephritis.

1 ACORN an investigatoiled study exploring the effects on caregivers of looking after
patients with advanced chronic kidney disease.

1 Prepare for Kidney Carga first of its kind NIHRunded randomized controlledrial
coordinated by the University of Bristabmparing preparation for dialysis versus
preparation for conservative camuration UTI This is a multicentre, open label,
multi-arm, randomised study with the primary aim of finding the shortest duratibn o
effective antibiotic treatment for urinary tract infection (UTI) in women. The study
aims to recruit 2,248 women presenting to primary or secondary care with a UTI. Our
Renal Network team in the SoutBastern Trust is supporting the secondary care arm
which seeks to recruit women with suspected kidney infection (pyelonephritis), the
most severe form of UTI. Participants are randomised to one of six groups comparing
durations of antibiotic treatment ranging from 4 to 14 days
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Key Achievements

The RendPortfolio remains broad and inclusive, recruiting patients with varied renal diseases
and treatment modalities.

1 Recruitment to the ACHIEVE trial across three Trusts. This trial is investigating the
impact of spironolactone on cardiac outcomes in regulatydis patients.
1 Recruited to targetwas achievedor the ACCESsial and the Belfast team were
regularly cited as top monthly recruiters across the UK.
1 Further publications from the EMPRAIDNEY trial (see below) with ongoing piostl
follow up of patents.
1 Adoption and recruitmentvas achieved for the following studiesACORN, FRAKT,
NIGHTLife, Prepare for Kidney Care and MOODMAPS
1 Ongoing recruitment to national registry studies including UKIVAS (BHSCT opened as
a recruiting site during 2023), URalciphylaxis Study and RaDaR (rare renal diseases
registry) across Northern Ireland.
Completion of postrial follow-up for the NeflgArd trial (see publication list below).
Selection of NI sites to participate in the forthcoming BABNEY trial which is
investigating the impact of a novel aldosterone synthase inhibitor on heart and kidney
outcomes in patients with chronic kidney disease.

= =4

Relevant Publications

Studies in which Investigators Nil basedCentres are listed in the publications:
NeflgArd

Resilts from part A of the mulicentre, doubleblind, randomised, placeboontrolled
NeflgArd trial, which evaluated targetedlease forumulation of budesonide for the
treatment of primary immunoglobulin A nephropathyarratt J et al (NeflgArd Trial
Invedigators (Renal team were part of the Investigators team)Kidney In2023;103:391
402

Efficacy and safety of a targetedlease formulation of budesonide in patients with primary
IgA nephropathy (NeflgArd): 2 year results from a randomised phasal 3¥tvshghuaZouet
al. (Renal team were part of the Investigators teaml.ancet2023:402:859870.

EMPAKIDNEY

Impact of primary kidney disease on the effects of empagliflozin in patients with chronic
kidney disease: secondary analyses of the EMENEYrial. EMPAKidney Collaborative
Group(Collaborator: Morgan N).ancet Diabetes & Endocrinolo2§24;12:5160.
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Effects of empagliflozin on progression of chronic kidney disease: sppfied secondary
analysis from the EMRRKIDNEY trialEMPAKIDNEY @aborative GroufCollaborator:
Morgan N) Lancet Diabetes & Endocrinolo2§24;12:3950.

FRARKT

Latest advances in frailty in kidney transplantation: a narrative reviesvgie R, Maxwell AP,
Cunningham Eransplantation Review)24;38 (2)doi: 10.1016/j.trre.2024.100833. Epub
2024 Jan 24. PMID: 38309184.

Awards/Good New Stories

ACCess trial (Anaesthesia Choice for Creation of Arteriovenous Fistulae)
Our Belfast trial team were consistently amongst the highest recruiting teams on a monthly
basisand were recognised by the Trial Sponsor on a number of occasions for this.

NightLife trial

Clinical Research Network team in Daisy Hill Hos{8tdSCWyere the first hospital in NI to

take part in the NightLife study which aims to find out if Nighte dialysis improves quality

of life in patients with end stage kidney disease. The NIHR funded study is led by Chief
Investigator Professor James Burton (Professor of Nephrology Leicester Universitg) and
ordinated via the Leicester CTU.

The team at Daly Hill got off to an impressive stasgtting a new randomisation record for

the studyrandomising 13 patients on their first day.

Figurel12: Renal patient William Abraham is pictured with Renal team members Carolyn
Hutchinson (NICRN Renal Researchdé), Fiona Owens (Lead Nurse for Nephrology), Judi
Graham(Consultant Nephrologist and GBI), Teresa Mc Kinley (NICRN Research Nurse) and
Neal Morgan (Consultant Nephrologist and-tead NICRN Renal Netwark
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Dashboard(Renalz REN)

Studies and Sites Data Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
N;&M";r 5 Commercial mr:::‘;dal Randomised | Non-Randomised| Interventional | Observational
No. of Active No. of Active
. 3
studies 15 Studies 12 1 8 8 7
ot Proportion
Recruitment 36 P 20.00% 80.00% 46.67% 53.33% 53.33% 26.67%
Sites (%)
No. of Sites
with
Recruitment B
(INY)
S::j"f:e'_” . Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30
s during
B days (%) *
No. of Studies
closed during 3 Commerecial(4) Non-Commercial (29) Combined(33)
234
Median FPFV Median FPFY Median FPFV
eclan % <30 days etan % <30days eclen % <30 days
(days) (days) (days)
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 1585 0.00% 9.0 31.03% 9.0 27.27%
23-24
o ¥ - e Si i i
Smelmli (INv¥) Ikmml Sereened | L fron FPFV Metrics calculated on Active Sites with Recruitment only
during during (INV?} | (TOT}** as at at31/03/201
nu Bu | wopos | ©
266 169 1,393 633 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) ) Recruitment . No. of . Median ) )
#4707 = Total activiy rported up o and including 31/03/2024 List of HSC (INY) curing Proportion Recrutment Proportion Recruitment to Median ALL | Proportion (%)
Trusts*** Share (%) ) Share (%) FPFV* (days) | <30days
2324 Sites Target (%1**
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 107 63.31% H 22.22% 78.13% 93.0 14.29%
Commercial Non-Commercial Combined NHSCT 11 6.51% 7 19.44% 40.63% 2480 33.33%
Recruited (INY) . Recruited Recruited .
during Medo':'lm (INY)during | Median RET () | (INY)during Me";‘l Rt ST 1" 6.51% 7 19.48% 75.00% 310 50.00%
23-4 (# pESLY 23-14 ¢4
0 52.38% 169 75.00% 169 7143% SHSCT 30 17.75% 9 25.00% 78.13% 2250 2.22%
* Median RET Metrics calculated on Active Studies which have closed to recruitment
WHSCT 10 5.92% 5 13.89% 30.00% 98.0 20.00%
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: 169 100.00% 36 100.00% T143% 98.0 27.27%

Interventional Observational Combined
Recruited (INY) X Recruited Recruited "
during Me':::; Rt (INY) during | Median RET (%]* | (INY) during Me?:lll Rt
23-24 3-8 23-1
33 78.13% 136 65.00% 169 71.43%

* Median RET Metrics calculated on Active Studies which have closed to recruitment

* FPFV Metrics calculated on Active Sites with Recruitment only
**Median RtT Metrics calculated on Active Studies which have closed to recruitment
***HSC Trust names highlighted in purple indicates which Trusts are active in the C5G portfolio
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Respiratory Health(RES)

Clinical Leads, Active Pls and CMG Members

Respiratory Health Group Clinical Leads
Judy Bradlegy BHSCT & QUB
Lorcan McGarveyg BHSCT & QUB

Chief and Principal Investigators
Liam Heaneyg BHSCT & QUB

Damien Downey BHSCT & QUB
Jane McDowelt BHSCT & QUB
John LindsayBHSCT

Steven CaskeyBHSCT
Nicholas Magee BHSCT

David McCrackenBHSCT
Alastair Reid BHSCT

Julie RichardsonBHSCT

Paul Minnisgc NHSCT

Jennifer Eldeg SEHSCT
Frederick McElwaineSEHSCT
Rory ConverySHSCT

Martin Kelly- WHSCT

Nazia Chaudhug WHSCT/UU

CMG Members

BHSCT Judy Bradley, Lorcan McGarvey, Liam Hea|
Damian Downey, John Lindsay, Claire Butler, St
Caskey, Alastair Reid, Joe Kidney, Dermot Lin
Nicholas Mageedif A S wA OKI NR& 2 Y 3

NHSCT¢ Paul Minnis

SEHSCg Jennfer Elder, Frederick McElwaine
SHSC¢ Rory Convery, Conor Hagan

WHSCT ¢ Martin  Kelly, Naa Chaudhur

PPl Representatives

Position Vacant

Group Background/Summary

Studies opened during the 20234 reporting period:

GREAT2 ¢ A phase 2 trial of Gremubamab compared to placebo in participants with bronchiectasis
chronic Pseudomonas aeruginosa infection (BHSCT).

DUPIAZA; An observational, retrospective multicentre medical record review to describe the- p
authorisaton early clinical experience of dupilumab in the treatment of adult severe asthma (BHSCT),
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RXC007/0002, Phase 2a study to assess the safety, Pharmacokinetics, Pharmacodynamics and
Activity of Ascending Doses of RXC007 in Patients with Idiogaihitonary Fibrosis (BHSCT, WHSCT).

POSARIER( Perpetual Observational Study of Acute Respiratory Infections presenting via Emert
Rooms and Other Acute Hospital Care Settings (SHSCT).

CLEAR, A 2x2 factorial randomised open label trial to determire tclinical and costffectiveness of
hypertonic saline (HTS 6%) and carbocisteine for airway clearance versus usual care over 52 w
bronchiectasis (SEHSCT (PIC Site)).

FIBRONEERA double blind, randomized, placefoontrolled trial evaluating thefficacy and safety of Bl
1015550 over 52 weeks in patients with Progressive Fibrosing Interstitial Lung Disease (WHSCT).

CSE312 ¢ A Randomized, Doubldind, Placebecontrolled, Study to Investigate the Safety
Pharmacokinetics, and Pharmacodynamics &L&12 in Subjects with Idiopathic Pulmonary Fibro
(WHSCT).

CORAL A Randomized, DoubBlind, Placeb&ontrolled, Parallel,-Arm Dose Ranging Study of the Safg
and Efficacy of NAL ER Tablets for the Treatment of Cough in Idiopathic Pulmonarg BBHISCT).

Studies closed during the 20234 reporting period:

BEATSA¢ Beyond Allergic Th2 Severe Asthma (BHSCT).

DUPIAZA; An observational, retrospective multicentre medical record review to describe the- p
authorisation early clinical experiencé d@upilumab in the treatment of adult severe asthma (BHSCT).

Studies currently in setup:

3TRABC ¢ Biomarkers and mechanisms of asthma remission following treatment
dupilumab/mepolizumab/tezepelumab in adults with severe asthma (BHSCT).

ARRIVAE Phase llIb Study to Assess the Potential for Tezepeldnegited Patients with Severe Asthma tg
Reduce Background Therapy While Sustaining Asthma Control and Clinical Remission (BHSCT).

RASPE&Randomised trial of Suction for Primary Pneumothorax Earlyl&eso (BHSCT).

REIMAGINIE A prospective, realvorld, interventional study to evaluate the effect of mepolizumab ¢
achieving clinical remission in participants with severe asthma (BHSCT).

TBDILI¢ Reintroduction of anttuberculosis therapy following dg-induced liver injury (BHSCT).

AWAKE PRONEwake prone positioning in patients with acute hypoxaemic respiratory failure not du
COVIBLY9 (SHSCT)

BEACONPF¢ A randomized, doubkdlind, doseranging, placebaontrolled study to evaluate the efficy
and safety of PLIN4809 (bexotegrast) for the treatment of idiopathic pulmonary fibrosis (WHSCT).Ov¢
165 patients recruited across NI to a wide range of complex, early phase interventional trials as v
observational studies; covering both athubnd chilchealthservices.
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Key Achievements

1 BHSCT (Liam Heaney, CI) will be lead site for two incoming commercial sfudRRIVAL and
REIMAGINE.

Relevant Publications

Cohort profile: poshospitalisation COVHD9 (PHDSPCOVID) study. Omer ElneirdaLiam G. Heaney, L
McGarvey et al. PHOSEEOVID Study Collaborative Group. Feb 2024, In: International Journs
Epidemiology. 53, 1, 17 p.

Consensus goals and standards for specialist cough clinics: the NEUROCOUGH international Delg
Woo-JungSongX, Lorcan P. McGarveet al 20 Nov 2023, In: ERJ Open Research. 9, 6, 13 p., 00618.

Higher dose corticosteroids in patients admitted to hospital with CENIi@ho are hypoxic but not requiring
ventilatory support (RECOVERY): a randomised, cadropenlabel, platform trial. Abdullah, A.,
XDowney, D., Linden, D., McGaverydt.al, 06 May 2023, In: The Lancet. 401, 10387, p. 4488% 9 p.

Long COVID research: an update from the PHOSYID Scientific Summit. Evans, RXHWeaney, L. G.,
McGarvey, Let al, 01 Nov 2023, In: The Lancet Respiratory Medicine. 11, 11, 89493 p.

Reduction of daily maintenance inhaled corticosteroids in patients with severe eosinophilic asthma tr
with benralizumab (SHAMAL): a randomised, multicerdpen-label, phase 4 study. Jackson, DHéaney,
L. GX S ii& SHAMRL Investigators, 20 Jan 2024, In: The Lancet. 403, 10423281271

Use of digital measurement of medication adherence and lung function to guide the manageme

uncontrolled athma (INCA Sun): a multicentre, singleded, randomised clinical trial. Hale, E. M.

XConvery, R.Heaney, L.Get al. INCA Research Team, Jul 2023, In: The Lancet. Respiratory medicir
7, p. 591601.

Improvement in lung clearance index and she computed tomography scores with
elexacaftor/tezacaftor/ivacaftor treatment in people with cystic fibrosis aged 12 years and ¢ldée
RECOVER Trial. McN&JIX DowneyD, et al. RECOVER Study Gr@dpNov 2023, In: American Journal ¢
Respiratory ad Critical Care Medicine. 208, 9, p. 920 13 p.

Early COPD Network (BEACON) Cohort Investigators. Structural Predictors of Lung Function Decline
Smokers with Normal Spirometry. Ritchie AlMcGarvey | et al; Am J Respir Crit Care Med 220May
15;209(10):1208.218. doi: 10.1164/rccm.2023a2030C.

60| Page

hl  Of

hi st

eate(

nt o

ne. 1

f

in Y




Awards/Good New Stories

BHSCT highest recruiting site for NEUROCOUGH, out of 13 sites, exceeding the original target of 10(Q to fi
with 150 recruited patients.

BHSCT recruited the first atabt patient for the CLEAR trial, finishing as the highest recruiter out of 22 UK
sitesc target of 25, 67 recruited.

Esther Ramsay and Michelle Spence from the BHSCT Respiratory Team presented a session eGraith Post
Respiratory Specialist Nurse sear held in Queens University Belfast.

WHSCT Respiratory Research Team recognised for being third highest recruiting sitcCfoMPBRT out
of 37 recruiting sites worldwide.

Figurel3: Pictured (LR):Respiratory Research team outside of the RegioRalspiratory Centre in Belfast.
Ms Abitha Nair, Ms Esther Ramsey and Ms Fionnuala White
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Dashboard(Respiratory HealthRES)

Studies and Sites Data Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
No. of Active . Non- _— " _ .
(RS ¢ Commercial ¥ z
No. of Active Ne. of Active
¥ 22 8 14 12 10 14 8
Studies Studies
[ Propertion
Recruitment 30 P 36.36% 63.64% 54.55% 45.45% 63.64% 36.36%
Sites (%)
No. of Sites
with
Recruitment 5
(iny)
S“Nl‘;'_"f:e‘_" : Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30
ies during .
o days (%)
No. of Studies
dosed during 4 Commercial(7) Non-Commercial(18) Combined(25)
23-24
Median FPFV Median FPFV Median FPFV
< %< <
(days) %<30days (days) % <30 days (days) %<30days
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 89.0 28.57% 34.0 44.44% 38.0 40.00%
3-24
screened (INY¥) | Recruited | Sereened . * FPFV Metrics calculated on Active Sites with Recruitment only
during | during (INV¥) | (TOT)** st "“::’Jgg;
52U 51 | oy |
990 165 4911 848 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) ) Recruitment X No. of . Median . )
d - List of HSC Proportion Proportion Median ALL | Proportion (%)
**T0T = Total activity reported up to and including 31/03/2024 i i i
Y rep p g Trustst (INY) during Share (%) Recn{ltment Share (%) Recruitment to PRV (days) | <30 ays
23-24 Sites Taret (%)**
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 92 55.76% 15 50.00% 64.00% 21.0 58.33%
Commerecial Non-Commercial Combined NHSCT 7 4.24% 4 13.33% 0.00% 1230 0.00%
Recruited (INY) . Recruited Recruited .
during Mw;:'lm (INY) during | Median RET (%) | (INY) during MEd;ZI: T SEHSCT
23-24 4] 2324 23-24 g
26 75.00% 139 69.00% 165 69.00% SHSCT 54 32.73% 3 10.00% 126.67% 19.0 66.67%
* Median RET Metrics calculated on Active Studies which have closed to recruitment
WHSCT 12 1.27% 8 26.67% 100.00% 89.0 14.29%
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: 165 100.00% 30 100.00% 69.00% 38.0 40.00%

Interventional Observational Combined
Recruited (INY) . Recruited Recruited .
during MEd;: |1RtT (INY) during | Median RET (%)* | (INY) during MEd;ZI: T
23-24 i 3-14 23-24 ¢l
39 50.00% 126 87.06% 165 69.00%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment

* FPFV Metrics calculated on Active Sites with Recruitment only
**Median RtT Metrics calculated on Active Studies which have closed to recruitment
***HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio

62| Page




Stroke (STR)
Clinical Leads, Active Pls and CMG Members

Stroke Group Clinical Leads CMG Members:

Jim Mclimoyle BHSCT BHSCTEJim MclimoyleCarolee McLaughlin

Carolee McLaughlinBHSCT NHSCT Djamil Vahidassr, Murudappa Bhattad
SEHSCgMark Bowman

Principallnvestigators(Cls & PIs) SHSCT Michael McCormick

Cathy Patterson BHSCT
Ivan Wiggam BHSCT
Particia Gordon BHSCT
Paul Burns BHSCT
Carolee McLaughligBHSCT
Jim Mclimoyle BHSCT
Djamil VahidassiNHSCT
Murudappa Bhattad NHSCT PPI Representatives
Mark Bowmarg SEHSCT
Michad McCormickSHSCT
Breffni Keegan WHSCT
Roisin HealyWHSCT

WHSCT Roisin Healy, Breffni Keegan

Northern Ireland Stroke Improvement Network-
Fiona Quigg

Position Vacant (PPl engagement is currently ur
review)

Group Background/Summary

The Stroke speciality group continued to have good levels of research activity within the 5
Trugs. Regular CMG meetings were held quarterly which were well attended by
representatives othe 5 Trusts (BHSCT, NHSCT, WHSCT, SEHSCTD&igdH8.course of
202324 we supported Q@ active studies and 1 new studydopted and openedOf 134
patients €reened 72 were recruited to studies in year.

Studies Opened during the 2023024 reporting period:

1 CHAT Phase 3 adopted 03/07/2023 opened 01/11/2023
1 Maps opened new sites NHSCT 26/04/2023, SHSCT 30/08/2023

Studies Closed during the 202224 repoting period:

1 CONVINCE colchimine for prevention of Vascular Inflammation in rmardio
embolic stroke

1 TEMP@® ¢ tenectaplase versus standard of care for minor ischaemic stroke with
proven occlusion
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1 ATTEST 2 alteplaggéenecteplase trial evaluatiorof stroke thrombolysis
1 OPTIMAS optimal timing of anticoagulation after stroke

Studies Currently Open:

1 MAPS2 ¢ metoclopramide for avoiding pneumonia after stroke

1 TICH3 ¢ tranexamic acid for hyperacute spontaneous intracerebral haemorrhage

1 ESCARHEEeVO (closed Jun2024)endovascular treatment to improve outcomes for
medium vessel occlusions

1T WATCHMANTM assessment of the WATCHMAN device in patients unsuitable for
oral anticoagulabn.

1 CHAT Phase-3Can technology optimise a Speech and languageatheservice to
meet the NICE guidelines for people with aphasia following a stroke in Northern
Ireland?

1 ENRICH Afanticoagulation in patient with cerebral amyloid angiopathy

Studies in setup during the 2022024 reporting period:

1 LAGCH-the effects of isosorbide mononitrate (ISMN) and/or cilostazol to prevent long
term adverse outcomes after lacunar stroke and progression cerebral small vessel
disease (SVD).

1 PhEAST To assess whether Pharyngeal Electrical Stimulation (PES) is safe and
effective atimproving poststroke dysphagia (PSD).

Key Achievements

1 The ESCAREeVO thrombectomy trial has reached its final target and is closed to
recruitment in Jun 2024. 7 patients froatotal of 350 participants were recruited in
Royal Victoria Hospital. Thaal analysis and publication is eagerly awaited to help
guide management in patients with M2 / M3 cerebral occlusions.

T {1 {/ ¢ NBONIMzA (i Spartitipprt La! { Q opnn

SHSCT were thé highest recruiter in the UK to CONVINCE (study closed Dec2023)

Relevant Publications

TEMP@2

Tenecteplase versus standard of care for minor ischaemic stroke with proven occlusion
(TEMP@): a randomised, open label, phase 3 superiority tfiak S f I 3 Wiggam 1M etX

al. www.thelancet.com Published online May 17, 20R4i: 10.1016/S0148736(24)009241

83
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Awards/Good New Stories

The MAPSL trial are introducing lanyard eligibility cards after SHSCT suggested that they
would be helpful at our SIV. SHSCT were acknowledged siutiesnewsletter.

NI Clinical Reseeln Network Stroke Research Team recruit the 600th Patient to the RAPS
Clinical Trial in SEHSOLr SEHSCT Stroke Research team based at the Ulster Hospital have
recruited their 10" patient to theMAPS2 Trial:Metoclopramide for Avoiding Pneumonia

after Stroke (a singhelind, randomised controlled trial of metoclopramide for the prevention

of pneumonia in patients with dysphagia after an acute stroke® S NB a S| NOK &S
recruit brings the study total recruitment to 600 patients.

Figure 4: Stroke Research Team at Ulster Hospital, SEHSIBEPS 2 trial.
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Studies and Sites Data
No. of Active
HSC Trusts 5
No. of Active
Studies o
No. of

Recruitment 26
Sites

No. of Sites
with
Recruitment
(iny)

20

No. of New
Studies during 1

Dashboard(Stroke- STR)

Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24

Non-

Commercial . Randomised | Non-Randomised| Interventional Observational
Commercial
No. of Acti
o ot Active 1 9 10 0 g 1
Studies
Proporti
r°';;) o1 10.00% 90.00% 100.00% 0.00% 90.00% 10.00%

Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30

Py days (%) *
No. of Studies
dosed during 4 Commercial(3) Nen-Commerecial(17) Combined(20)
31
Median FPFV Median FPFV Median FPFV
%<30d % <304 %<30d
(days) P ) T ) o
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 240 66.67% 1210 17.65% 96.5 25.00%
3-24
- . - — .
Screenetll (INY*) R:cmed Screened Recrited (107]" FPFV Metrics calculated on Active Sites with Recruitment only
during during (INY*} | {TOT}** asat at31/03/2024
324 13| sospon | F
134 72 764 213 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) . Recruitment . No. of ) Median . )
d L List of HSC Proportion Proportion Median ALL | Proportion (%)
**TOT = Total activity reported up to and indluding 31/03/2024 i i i
Y rep p g Trusts®s (INY) during Share (%) Recruitment Share %) Recruitment to FPRV* (day) <30 days
23-24 Sites Target (%)**
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 31 43.06% 9 34.62% 66.67% 58.5 25.00%
Commercial Non-Commerecial Combined NHSCT 1 15.28% 4 15.38% 60.83% 1445 25.00%
Recruited (INY) . Recruited Recruited "
during MEdD':",m (INY) during | Median RET %) | (INY) during Mea;:': et SEHSCT 1 15.28% 1 3.85% 140 100.00%
23-24 %) 2324 234 %)
25 83.33% 47 58.14% 72 70.83% SHSCT 13 18.06% 5 19.23% 83.33% 190.5 25.00%
* Median RtT Metrics calculated on Active Studies which have closed to recruitment
WHSCT 6 8.33% 7 26.92% 42.00% 356.0 0.00%
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: 72 100.00% 26 100.00% 70.83% 96.5 25.00%

Interventional Observational Combined
Recruited (INY) . Recruited Recruited "
during Me‘:;;l ReT (INY) during | Median RET (%)* | (INY} during MET;:;; Rt
23-1 234 23-4
47 58.14% 25 83.33% 72 70.83%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment

* FPFV Metrics calculated on Active Sites with Recruitment only
**Median RtT Metrics calculated on Active Studies which have closed to recruitment
***HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
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Vision (VIS)
Clinical Leads, Active Pls and CMG Members

Vision Group Clinical Leads CMG Members:

Jonathan JacksoBHSCT BHSCT Jonathan JacksoiKaren Gillvray
Julie Silvesti BHSCT & QUB

BHSCT &QUB - Augusto Azuardlanco, Julie
Chief and Principal Westigators(Cls & Pls] SilvestriMichael WilliamsNoemi Lois, Tunde Ret

Augusto Azuardlanco¢ BHSCT & QUB
Colin Willoughby, BHSCT, WHSCT & UU| UU- Padraig MulhollandRoger Anderson
Jonathan JacksanBHSCT
Julie Silvestig BHSCT & QUB PPI Representatives:
Katheryn SaundersUU (Position Vacant)
Michael Williams; BHSCT & QUB
Noemi Loig BHSCT & QUB
Padraig Mulholland UU

Roger Andersorg UU

Ruth Hogg; QUB

Tanya Moutrayg BHSCT

Tunde Peta; BHSCT & QUB
Karen Gillvrag BHSCT

Group Background/Summary

The VisionCMG met inlune and November2023 with further meeting planned for early
summer2024

Visiom a +24 podfolio consisted oR0 studies inculding 5 new studieswhich were
opened in yearOf studies currently open 9 were commercial and 11 non commercial.

Our mediarFPFV metritor our combined studiewas 41days with 35% of studies recruiting
first patients within 30 days of openinfison screened 427 patients in 2023} recruiting
206, exceeding our target ithe majority of studiesThe REVAM&tudyhas been runningt
both BHSCT an@oleraine (UU) sites, whereas the vasijonity of our portfolio sudies run
in the BHSCWhichis the regio® hub.
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The Vision teams skill set includes NICRN Clinical Research Nurses, NICRN Serspr Imagef

NICRN Optometrists, Sdibvestigators in addition to our CI/Pls.

In the latter half of the year the team invested considerable time prepaiangan MHRA
inspection for our TIGER trial.

Key Achievements

Comino and Balaton, 8ister commercial studigbat VISIONbarticipated in, completed their
Primary Analysis and we received goeddback

Feedback from UK CSM and CSS:

Gt £ SFasS &as $atthe BrimanNAralydisisBayshot is now complete. | wouldikest
to reiterate Alana's sentiment and thank you all again for your hard work, diligemte
O2YYAGYSYylG Ay KStLAYy3a I OKASOS (GKAAE

Feedback from the Global lead Alana:

G ¢ KSNB | NBof wolls thaY I2cdmyoifer to all of you and your teams that truly
represent how proud | am of this community, of the challenges we have all had to overcome
over the past 2+ years and of the dedication and collaboration that this group has
demonstrated it is truly unlike any other and | thank each and every one of you for your
commitment and hard work to get to where we are today!

Dr Karen Givray has been appointed athe National SAS [Specialty & Associate Specialist]
Doctor rep on the Academic and Rasch Sub Committee of the Royal College of
Ophthalmologists (RCMAs part of SAS week, the RCO interviewed Karen about SAS doctors
in Research. Click here for the vidgttps://www.rcophth.ac.uk/ourwork/ophthalmology
careers/resourcegor-sasdoctors/

Dr Karen Gillvray also had an article published in Eye News in January 2023 and is speaking 3
GKS w/ hQa bl aAaz2ylt [ 2y 3INSa avolveménilin ngsarchyall . A |
to try and showcase SAS doctors in varied roles, and to encourage more to come forward and
get involved in research.

Relevant Publications

Detailed analysis of an enriched deep intronic ABCA4 variant in Irish Stargardt disease
patients.Whelan LX Silvestri Get al. Sci Rep. 2023 Jun 9;13(1):9386i: 10.1038/s41598
023-35889.

Usher Syndrome on the Island of Ireland: A Genotypenotype Review.
Stephenson KAX Silvestri G,et al Invest Ophthalmol Vis S&@023 Jul 3;64(10):23. doi:
10.1167/iovs.64.10.23.PMIB7466950.
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https://www.rcophth.ac.uk/our-work/ophthalmology-careers/resources-for-sas-doctors/
https://www.rcophth.ac.uk/our-work/ophthalmology-careers/resources-for-sas-doctors/

Athletes Perspectives of The Classification System in Alpine Skiing for Those with A Visual
Impairmentd 5 2 dz3 f Jackson{,2eX al. (2023). European Association for Sport
Management Conference: Forward Thinking in Sport Management: Inclusivity, Accessibility,
and Sustainability. (In Press)

Visual performance measures using a virtual reality headset to assessreigitad daily
tasks in those with severely reduced visiblogg RE, McConnelbE JaXkson .kt al. (2023)
Investigative Ophthalmology & Visual Science 64 (8), 2843

What impact does reduced optotype presentation time have on VA measurements for those
with Visual Impairment® 2 dz3 f lJatksdnket aK (2023)nvestigative Ophthalmology &
Visual Science 64(8), 508047.

Certification of Visual Impairment due to Diabetic Eye Disease in Northern Ireland from 2014
to 2019 Cushley LNPeto T,X Bloutray T, Jackson AlJet al. (2023) Journal of \4ual
Impairment and Blindness 117(2)1888.

Prevalence anghenotype associations of complement factor | mutations in geographic
atrophyd ! Ry I y T Retoet & D@1: 1XID02/humu.24242 /

Facedown positioning or posturing after gvgs plana vitrectomy for macuiavolving
rhegmatogenous retinal detachmentsung, T. HX Lois, N, et al. T.,15 Mar
2024 In: Cochrane Database of Systematic Revi@®g4 3, 46 p, CD015514.

Retinal vascularegeneration Pathak, \.X, Lois, N,et al,09 Mar 2024Retinal and
choroidal vascular diseases of the eghhablani, J. (edAcademic Presp. 581588,

Design and conduct of randomized am trials evaluating surgical innovations in
ophthalmology: a systematic reviewAzuaraBlanco, A.X ZLois, N, et al,Apr
2023 In: American Journal of Ophthalmolod48, p. 16417512 p.

Diabetic macular eeina and diode subthreshold micropulse laser: A randomized deuble
masked noninferiority clinical trial Lois, N, X X AzuaraBlanco, A, et al.
2023 In: Ophthalmology130, 1, p. 1427 14 p.

Fenofibrae for diabetic retinopathyKataoka, S. YLois, N,X S @3 Junf2@23n: Cochrane
Database of Systematic Revie®823 6, CD013318.
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Retinal ischaemia in diabetic retinopathy: understanding and overcomitigerpeutic
challenge: understanding and overcoming a therapeutic challdvigaite, A. A. X, Lois, N,
et al 21 Mar 2023In: Journal of Clinical Medicin&2, 6, 2406.

Scleral buckle, vitrectomy, or combinexlirgery for inferior break retinal detachment:
systematic review and metanalysidBonnar, J.X., Lois, N, et al. & IRBRRD Study grouf@ct
2023 In: OphthalmologyRetina.7, 10, p. 83784711 p.

Structural and metabolic retinal changes associated with mild cognitive impairment in type 2
diabetes Pedersen, F. NXLois, N, et al. 19 Sept 2023(Early online datdh: Dicbetes.

Subthreshold micropulse laser versus standard laser for the treatment of cémaling
diabetic macular oedema with central retinal thickness of <400u: aeftsttiveness analysis
from the DIAMONDS triaMistry, H.,X Lois, N et al& DIAMONDS Study Grpul8 Oct
2023 In: BMJ Openl3, 10, 7 p., e067684.

Awards/Good New Stories

Research Project on adult patients living with Inherited Retinal Degenerations

August 2022 | Vol. Rare disease policpewsletter. Page 3Belfast Trust Ophthalmology
Consultants and Medical Genetics colleagues (Silvestri, BHSCT Vision team)
https://executive.nhs.wales/functions/networkand-planning/rarediseases/raredisease
forum-newsletters/rdnewslettersaugust2022newsletter/. Trust research team have been

able to identify about 80% + of individuals with Inherited Retinal Degenerations in Northern
Ireland, genotyping 50% of these individuals and been able to provide NHS accredited
confirmation to aroundlL25 patients

Inthereport 6 ¢ 2 LI GSY t SNF2NX¥AY3A / 2YYSNDALI f t@anthel2 y a2
LISNF 2 NX¥ I yOS b Lhé Wibon @yroup 2veie listeg With vision studiesout of 10
commercial studies and with aaxcellent First visit ahRtT DATA.

ITRAC: Last year we successfully delivered iTRBIRHTA funded, led by Aberdeenptudy
completed and closed.

ACE:we are recruiting very well in the ACE study (NHHFA funded). Belfast is the top
recruiter, out of 20 sitesWe arevery grateful to NICRN for allowing us to over recrifite
estimate we will finish recruitment in August 2024

TAGS: NIHR has funded ayBar extension.

Professor Jackson FCOptom DipTp(IP)m, NICRN Director and Head of Optometry was awarde
a Life Fébwship for his contribution to the Ophthalmic profession

70| Page

|



https://pure.qub.ac.uk/en/persons/noemi-lois/publications/

Professor Giuliana Silvestinical Director for Ophthalmic Services andfision research
Qinical Lead, was awarded CBE for services to Ophthalmology and Eyecare in Northern
Ireland.

Figure 15: NICRN Vision Gloead Professoildulie Silvestri awarded CBIibr services to
Ophthalmology in NI Dr Cathy Jack, Professor Julie Silvestri, Professor Usha Chakravarthy
and Professor Jonathan Jackson here congratulate Professor Silvestri

NI Author Fredrik Gilbert Watson helps us to better understand our local history through
his writing.Thanks to the TIGER study, a Vision related clinical trial, both clinical research
and our local history were brought into focus and Mr Watson was abtemapletehis

book.

wiTge

Figure 16: NICRN Vision Optometrist®rs Lesley Doyle and Emma McConiaall Vision
study patient and author Mr Fredrick @/atson
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Dashboard(Vision- VIS)

Studies and Sites Data Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
No. of Active . Non- L : )
HSCTrusts 1 Commercial ] Non- Observational
No. of Active No. of Active
. 9
ST ? Studies it 4 1 S 1
ol Propertion
Recruitment il P 45.00% 55.00% 20.00% 80.00% 45.00% 55.00%
Sites (%)
No. of Sites
with
Recruitment 0
(INY)
N”j"f"e‘_" Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30
Studies during 4 d %) *
P ays (%)
No. of Studies
dosed during 10 Commerecial(8) Non-Commercial(12) Combined(20)
23-24
Median FPFV %<30days Median FPFV %<30 days Median FPFV %<30 days
(days) (days) (days)
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 38.0 50.00% 15 25.00% 41.5 35.00%
23-24
y ¥ - e "
W (INV*) Rﬂnlhd Screened | e 1o FPFV Metrics calculated on Active Sites with Recruitment anly
during during (INY*) | (TOT)** as at at 31037204
34 nu | syspos | ¥
429 206 2,662 424 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) ) Recruitment : No. of . Median . .
+470T = Totalactviy reported up to and including 31/03/2024 List of HSC (INY) during Proportion Recruitment Proportion Recruitment to Median ALL | Proportion (%)
Trusts*** Share (%) . Share (%) FPFV* (days) <30 days
23-24 Sites Target (%)**
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 206 100.00% 21 100.00% 100.00% 415 35.00%
Commercial Non-Commereial Combined NHSCT
Recruited (INY) . Recruited Recruited N
during Med;:r;RtT (INY) during | Median RET (%) | (INY) during Med;'l RET SEHSCT
31 %) 23-1 231 4]
28 100.00% 178 123.81% 206 100.00% SHSCT
* Median RtT Metrics calculated on Active Studies which have closed to recruitment
WHSCT
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: 206 100.00% 21 100.00% 100.00% 415 35.00%
* FPFV Metrics calculated on Active Sites with Recruitment only
Interventional Observational Combined **Median RtT Metrics calculated on Active Studies which have closed to recruitment
***HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
Recruited (INY) . Recruited Recruited )
during MGT;;R” (INY) during | Median RET (%)* | (INY) during Me?;;l RET
23-24 23-24 23-24
18 100.00% 188 100.00% 206 100.00%

* Median RET Metrics calculated on Active Studies which have closed to recruitment
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COVID Delivery Team (CDT)
Clinical Leads, Active PIddadMG Members

COVID Delivery Team Group Clinical Leg

Judy Bradley (QUResigned from post De
2022)

Peter McGuigan (BHSQEpigned from
post Dec 2022)

Chief and Principal Investigators

Simon Hutchinson (Ballygomartin Gro
Practice)

Gerry Burns (Durairn Medical Practice)
Peter McGuigan (BHSCT)

Dr Damian Downey (BHSCT)
Joe Kidney (BHSCT)

Paul Johnston (NHSCT)
Paul Minnis (NHSCT)

Chris Murray (SEHSCT)
Jennifer Elder (SEHSCT)
Rory Convery (SHSCT)
Adrian Donnelly (WHSCT)
Martin Kelly (WHSCT)

Jon Silversie (QUB)

Danny McAuley (QUB)

CMG Members:
BHSCT & QUBeter McGuigan
QUBJudy Bradley

NICRNPaul Biagioni, Sonia McKenna, Shane Jag

PPI Representatives:

(Position Vacant)

Group Background/Summary

The establishment of a dedicated COXMD DeliveryTeam (CDT) was an output of the
Northern Ireland Clinical Research Recovery, ResilienceramdfGNICRRR@&)anagement
board back in November 2021 hey agreed to fund a regional dedicated team of Clinical
Research nurses/AHPs and admin support to engtedelivery of nationally prioritised
research studies under the banner of Urgent Public Health (UPH), whilst allowing the core
network teams of CRNs/AHP to refocus their energies towargstablishing the nofCOVID

portfolio.

Within Northern Ireland tis team waded by Professor Judy Bradley and Dr Peter McGuigan
and wasmade up 0f9.5 Band 6 posts and a 0.5 Band 4 adstiative post Regionally the
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posts were deployed across the HSC environniemiie following mannerfive Band 6 CRN
posts, 0.5 WTBand 6 Clinical trials pharmacist post and 0.5 WTE Band 4 admin support post
in BHSCT and one Band 6 CRN posts in each of the other four HSC Trusts.

Recruitment and selection processes for these posts took longer than expected due partly to
the limited, mporary nature of the posts i.e. only 18 month of secure funding. This impacted
on the process by reducing the available pool of interested candidates and lengthened the
process so that all posts were not filled until May 2022. However by this time thenaa

and global urgency of COVID was waning with falling infection rates and significantly
reduced threat from the conditionWith the much reduced activity the leads for this group
were able to step down as of December 2022 and we thank them fargbpport throughout

this period.

As part of the original agreement to fund the CDT, the NICRRRG management board had
agreed thatif there was a substantial reduction in COM®clinical research and this new
team becomes no longer needed, a reconfigiatof their roles will be agreed between the
NICRN and the Management Board for the NICRRRG fund in order to maximise the
contribution to recovery, resilience and growth.

The CDTherefore were redirected to support the remainingctive and openCOVIBL9
studies and to support the specialities where indicated. This meant the CDT essentially were
absorbed into the respiratory and critical care teams which were the most impacted.

Our Experience

The network experienced a slow steady decline in CQ9IBumbes over the first 2 quarters

of 2023/24. This resulted in the CDT gradually waning as other more permanent posts became
available across the HSC research infrastructures. This reduced the team numbers and by the
last quarter in 2023/24 we had a much reduoedrkforce of only 2 x 1.0 WTEayailable

mainly sitting in our respiratory and critical care specialities

This much reduced workforce has maintained a low but constant state of recruitment to the
open COVIEL9 studies on our portfolioRegionallyover this reporting window theNICRN
CDThas maintained activity across 6 open COWBtudies namely, GenOMICC, RECOVERY,
REMAP CAP, HEAL COVID, ICASARS and PANDRAMIT561 potential participants were
screenedby the CDT abver 23 actively recruitingites across NI HSC and actively recruited
80 participants into these open studies.

Our median recruitment to target (RtT) is calculated on closed studies and the only study and
site which actively closed recruitment was the HEAL COVID study within utte Bxstern

HSCT, due to the reduction in their CDT team as explained above. This therefore retained a
relatively low RtDf 10%. However we would highlight that to achieve this the team did have

to screen over 160 potential participants to get 2 consente

No new studies were opened during the reporting period other than a new arm of REMAP
CAP at our SEHSCT site. The site had a median first patient first visit (FPFV) window of 5.5 day
from receiving site green light status. We would also commend the SEkam in achieving
the highest regional recruitment rate ovtre reporting period with 25 participants recruited
ahead of NHSCT, BHSCT, SHB@WHSCT in that order.
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Dashboard (Covid Delivery Team CDT)

Studies and Sites Data Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24
i Non- donised ndomised jonal | Observational
HSC Trusts 5 — Randomi Non-Randomi Interventional Observational
No. of Active No. of Active
0
Studies g Studies & £ ! £ L
24 Proportion
Recruitment 23 P 0.00% 100.00% 83.33% 16.67% 83.33% 16.67%
Sites (%)
No. of Sites
with
Recruitment 2
(INY]
"“'“f"“‘_" Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30
Studies during 0 davs (%) *
1301 ays (%)
No. of Studies
dlosed during 2 Nen-Commereial(22) Combined(22)
31
Median FPFV Median FPFV Median FPFV
% <30 %<30d %<30d
(days) A T U R B o
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 55 90.91% 5.5 90.91%
23-24
Screened (INVY) | Recruited | Screened | o L ron * FPFV Metrics calculated on Active Sites with Recruitment only
during | during (NY?) | (TOT)**asat | o 0o
BU BB 31/03/2024
1,566 80 9,245 2,370 Clinical Specialty Group Data by HSC Trust
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) X Recruitment . No. of ) Median . .
**TQT =Total activity reported up to and including 31/03/2024 I}m of Tff (INY) during ':; port\;n Recruitment Fg: port;zn Recruitment to ;ﬂ:j;ar;ALL Pmp;; (\jon 4
rusts are are ays, <30 days
rans Ll 0 | e | PRVl y
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type BHSCT 17 21.25% 8 34.78% 107.50% 40 100.00%
Non-Commercial Combined NHSCT 20 25.00% 4 17.39% 10.00% 55 75.00%
Recruited (INY) . Recruited Recruited .
during Me'j;:r: BT Y] during | Median AT (%) | (INY) during Me";‘l RAT seHscT % 31.5% s 17.30% 72.00% 140 75.00%
23-24 b4l 3-8 23-4 )
0 0.00% 80 100.00% 80 100.00% SHSCT 13 16.25% 3 13.04% 155.00% 1.0 100.00%
* Median RET Metrics calculated on Active Studies which have closed to recruitment
WHSCT 5 6.25% 4 17.39% 0.00% 70 100.00%
Recruitment and Median Recruitment to Target (%)* by Design Type Totals: 80 100.00% 23 100.00% 100.00% 55 33.33%

Interventional Observational Combined
Recruited (INY) . Recruited Recruited .
during Mec?;:]r: R (INY) during | Median RtT (%]* | (INY) during Mez[!;:; Rt
234 2324 23-24
43 100.00% 37 80 100.00%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment

* FPFV Metrics calculated on Active Sites with Recruitment only

**Median RtT Metrics calculated on Active Studies which have closed to recruitment
*¥¥HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
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NICTN: CANCER
Clinical Leads, Active Pls and@&@Members

Leads & Active Pls
NICTN Clinical Director: Stuart McIntosh

NICTN Operational Director: Melanie Morris

NICTN Executive Committee

NICTN Clinical Director (Cdair) Stuart Mcintosh

NICTN Operational Director (Cinair) Melanie Morris
ClinicalOncology Lead W2S hQ{dzZ t AQlIYy
Haematology Oncology Lead Oonagh Sheehy

Experimental Cancer Medicine Centre Lead Victoria Coyle

CRUK Senior Research Nurse Ruth Boyd

NICTN Manager/Lead Nurse Eileen Dillon

PPI representative Aidan McCormick

BELFAST EXPERIMEINCANCER CENTER STEERING GROUP

ECMC Clinical Lead: Vicky Coyle
ECMC Deputy Clinical Lead: Stuart Mcintosh
ECMC Scientific Lead: Dan Longley
ECMC Deputy Scientific Lead Kiernan Savage
ECMC Business Lead: Melanie Morris
ECMC CRUK Semiresearch Nurse: Ruth Boyd
ECMC PPI Rep: Tim Kerr

The NI Cancer Research Consumer Forum (NICRCF) supports NICTN and Belfast ECMC [
PPI input at numerous levels, including review of patient information for all new studies
consideed for adoption. Membership has increased significantly this year with over 6
representatives now registered with NICRCF
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Active Pls in 20224

Pl Name Job Title Trust Affiliation | Area

Stuart Mcintosh Consultant Surgeon BHSCT | QUB Breast

Jare Hurwitz Consultant Oncologist BHSCT | N/A Breast
Rhun Evans Consultant Oncologist BHSCT | N/A Breast
Rosalie Douglas Consultant Oncologist BHSCT | N/A Breast
Gareth Irwin Consultant Surgeon BHSCT | N/A Breast
Alison Clayton Consultant Oncologist BHSCT | N/A Breast
Nora Scally Consultant Oncologist SHSCT | N/A Breast
Audrey Fenton Consultant Oncologist SHSCT | N/A Breast
Helen Mathers Consultant Surgeon SHSCT | N/A Breast
Brendan McFall Consultant Surgeon NHSCT | N/A Breast
Stephen Kirk Consultant Surgeon SEHSCT| N/A Breast
Janne Bingham Consultant Surgeon WHSCT | N/A Breast
Goudarz Mazdai Consultant Oncologist WHSCT | N/A Breast

Paul Farry Consultant Surgeon WHSCT | N/A Breast
Hossam Abdulkhakek Consultant Oncologist WHSCT | N/A Breast

/ 2y 2NJ h Qb § Consulant Oncologist WHSCT | N/A Breast/Upper Gl
Nazreen Aziz Sp Registrar WHSCT | N/A Breast
Michael Harron Consultant Oncologist WHSCT | N/A Breast
Brendan Skelly Consultant WHSCT | N/A Breast
Linda McLaughlin Consultant Oncologist WHSCT | N/A Breast
Vicky Coyle Professor in Oncology BHSCT | QUB Early Phase
Catherine Davidson | Consultant Oncologist BHSCT | N/A Early Phase
Suneil Jain Professor in Oncology BHSCT | QUB GU

w2 S h Q{ dzf f| Professorin Oncology BHSCT | QUB GU

Darren Mitchell Consultant Oncologist BHSCT | N/A GU

Aiden Cole Consultant Oncologist BHSCT | QUB GU

Jacqui Harney Consultant Oncologist SHSCT | N/A GU

Darren Brady Consultant Oncologist WHSCT | N/A GU/Lower Gl
Conor McGarry Radiotherapy Physicist BHSCT | N/A GU/Radiotherapy
lan Hardy Consultant Surge BHSCT | N/A Gynae
Joanne Millar Consultant Oncologist BHSCT | N/A Gynae
Anne Drake Consultant Oncologist BHSCT | N/A Gynae
Mark McComiskey | Consultant Oncologist BHSCT | N/A Gynae
Oonagh Sheehy Consultant Haematologist BHSCT | N/A Haem
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Mary Frances Professor of Haematology BHSCT | QUB Haem
McMullin

Claire Arnold Consultant Haematologist BHSCT | N/A Haem
David Donaldson Consultant Haematologist BHSCT | N/A Haem
Nick Cunningham Consultant Haematologist BHSCT | N/A Haem
Sarah Lawless Consultant Haematogist BHSCT | N/A Haem
Damian Finnegan Consultant Haematologist BHSCT | N/A Haem
Christina Bradford Consultant Haematologist SHSCT | N/A Haem
Allister Foy Consultant Haematologist SHSCT | N/A Haem
Bridgin Merron Consultant Haematologist NHSCT | N/A Haem
Suzanne McPherson| Consultant Haematologist NHSCT | N/A Haem
Aaron Niblock Consultant Haematologist NHSCT | N/A Haem
FeargaMcNicholl Consultant Haematologist WHSCT | N/A Haem
Patrick Elder Consultant Haematologist WHSCT | N/A Haem
Moulod EFAgnaf Consulant Haematologist SEHSCT| N/A Haem
Keith Rooney Consultant Oncologist BHSCT | N/A Head & Neck
Kirsty Taylor Consultant Oncologist BHSCT | N/A Head & Neck
Richard Park Consultant Oncologist BHSCT | N/A Lower Gl
Grant Caddy Consultant Gastroenterologist SHSCT | N/A Lower Gl
Jonathan McAleese | Consultant Oncologist BHSCT | N/A Lung

Lynn Campbell Consultant Oncologist BHSCT | N/A Lung
David Johnston Specialist Registrar BHSCT | N/A Lung
Judith Carser Consultant Oncologist BHSCT | N/A Melanoma
Bode Oladipo Casultant Oncologist BHSCT | N/A Melanoma
Bethany Mitchell Consultant Haematologist BHSCT | N/A Paediatric
Anthony McCarthy Consultant Paediatri©ncologist BHSCT | N/A Paediatric
Robert Johnston Consultant Paediatric Oncologist BHSCT | N/A Paediatric
Christine Macartney | Consultant Paediatric Haematologist| BHSCT | N/A Paediatric
Heather McCarty Consultant Oncologist BHSCT | N/A Paediatric
t I 4 NKX OA Ll h Consultant Paediatric Oncologist BHSCT | N/A Paediatric
Amy Ritchie Consultant in Palliative Meclhe NHSCT | N/A Palliative Care
Caroline Forde Consultant Medical Oncologist BHSCT | N/A Renal
Paul Henry Consultant Oncologist BHSCT | N/A Thyroid
Martin Eatock Consultant Oncologist BHSCT | N/A Upper Gl
Richard Turkington | Consultant Oncologist BHSCT | QUB Upper Gl
Claire Harrison Consultant Oncologist BHSCT | N/A Upper Gl
David Vass Consultant Surgeon BHSCT | N/A Upper Gl
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Group Background/Summary

In 202324, the NICTN offered a portfolio of 71 cancer clinical trials and research stadies
both adultand paediatric cancer patients. Regionally, 589 participants were recruited to the
available trials portfolio70% of trials (50) were interventional in design and accounted for
28% of overall recruitment (167 Althoughthe overall NICTN portfolio isggominantly non
commercial in nature, commercial trial activity continues to expand, with 24% of active trials
(17) sponsored by industry partners

During the past year, 29 new cancer trials were considered for adoption following review by
the multi-professional NI Cancer Clinical Trials Coordinating Committee. The trials presented
spanned a number of different disease sites, with almost a quarter of new studies (7) being
brought forward by the Early Phase Clinical Study Group. Other areas such as urology,
haematology and gastroenterology were also well represented, with each group proposing
between 56 new clinical trials. Twensix of the trials presented were interventional in
nature, with 16 being commercially sponsore@f the studies considered fadoption, 23
studies subsequently progressed through-apt

NICTN Clinical Study Groups (CSGs) continued to meet throughout the year to oversee
portfolio performance with the exception of the Lung and UGI/HPB CSGs. Due to changes in
committee constitutionand responsible chair, these CSGs were temporarily suspended.
Reinstatemenbf these CSGs, alongside the introduction of additional CSGs for disease sites
currently not supported (e.g. Gynae and GU) is planned for the incoming year

Key Achievements

1 With the development of cancer vaccines being a highiplicisedand exciting
development in the battle against cancer, NICTN has been delighted to introduce a
number of cancer vaccine studies onto their portfolio:

o IMCODEO003This Roche sponsored study wilaluate auto gene cevumeran,
an RNAbased cancer vaccine, in combination with atezolizumab and
mMFOLFIRINOX as adjuvant therapy in patients with resected pancreatic cancer.
Dr Martin Eatock will assume the role of UK Chief Investigator for this study,
which is scheduled to open in Belfast late 2024.

0 AHEABDMERITS NJ YANR(G& ¢F@8f2NJ A& AYAYy3 G2
autumn 2024.This trial will investigate the RNA vaccine BNT113 in combination
with pembrolizumab for patients with a form of heatid neck cancer.

o ModiFYtrial (Scancell Ltd) aims to evaluate the use of a DNA cancer vaccine in
a variety of solid tumours (Dr Vicky Coyle).

1 Over the past year, NICTN has continued to support investigadioelinical trials. This
Wdrn in Belfast, led B . S fapprioathii@s seen a number of studies move from
concept to execution. Two studies of note that are due to open later in 2024 are:

1 CV61686t NBF + /28t 3803 +y SEOAGAYI WTFANAI

dUTPase inhibitor CVB8 devdoped by a local sptim company, C¥
Therapeutics (NI) Ltd, be tested for safety, tolerability, pharmacokinetics and anti
tumour activity in patients with advanced malignancies.
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1 ASTFOXRtof V Coyle) is another example of Belfast led science transiatiog
clinical trial. This phase | study will assess the IAP antagonist, ASTX660
(Tolinapant), in combination with standard of care FOLFOX chemotherapy in
metastatic colorectal cancer.

NICTN has received commendation for their performance across stadies. Some

examples are as follows:

1 SABRHEProf S Jain prostate)¢ top UK recruiting site and second top recruiting
site across Europe

1 SMALLProf S Mcintosk breast)- top UK recruiting site

1 MOSAIC@Prof MF McMullirg haematology) top UK recriting site

1 PROTECTO@®Mr | Harley¢ gynag ¢ special recognition for contribution to
recruitment.

 STAMPEDB t NB ¥ W chtraghyziwarded Ifoy lieing in the top 20 UK
recruiters to this practice changing trial

NICTN supported by NICRCF continuechompion cancer clinical trials at many
events attended by MLAs, researchers, clinicians, industry, charities, PHA/DOH and
GKS Lidzot A0 9EIYLX Sa 2F adzOK SgSyyia A

SPSylt 6hOG HoU FyR I WKSNS yFOS Stala AR!ly3 NB/

YYy26a b2 . 2NRSNBRQ t221SR |G K2g G(KS D2
Ireland deliver international impact in cancer research and care (April 23).
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Figure 171 eft, Hilary Benn, the
(then) Shadow Secretary of Swafor
NI, with NICTN and NICRF members

at a Stormont Cancer Research Event,

October 2023Figure 18Above, Dr

Melanie Morris, NICTN Operational

Director discusses cancer clinical trials

with MLA, Paula Bradshaw
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1 In September 2023, NICTN and NICRCredastery

—

successful public event in celebration of theyiar ) —AA—

/nvejajjon

anniversary of the NICRHgure 19: Pictured right)

A Public Information Event marking over
a decade of NI Cancer Research Consumer
Forum involvement in cancer research!

1 The NICRCF was awarded support from Macmillan to
commission an arts project to celebrate World Cancer || Cancer Research in Northern ireland

Hear about new advances in cancer

Day. Forum members, researchergyses, clinicians, andj| i anaemee
other health professionals shared their experience of e ookl

plus information stands (from 6.30pm)

what cancer meant to each of them. Their stories and JJf sz e
emotions helped develofSilver Liningsa short A
contemporary dance performed at the launch of the T N Cocr T ek

028 9615 2652 or —
email Ruth: nictn@belfasterusthscnines  BIFZEE

Cancer: Through our Eyeshgbition at the MAC in Feb To e oo v i ko O ot ISR

hesps:/iforms.office.com/e/AVIVVUFELY  SIgWAE |
2024 (Figure 20) ittt g

2T e 0 O e mies

Figure 19

Figure 20t N2 FSaaAz2ylf RIFEIYOSNA |yR GKS W{Ay3 7T2]

Relevant Publications

Meaningful Symptomatic Change in Patienith Myelofibross from the SIMPLIFY Studies.
Stacie HudgensX, Mary Frances McMullinet al: Value Health 2024 May; 27(5):6813
Epub 2024 Feb 2. PMIB8311180.

Fludarabine, Cytarabine, Granulocyte Col&tiynulating Factg and Idarubicin With
Gemtuzumab Ozogamicin Improves EvErge Survival in Younger Patients With Newly
Diagnosed AML and Overall Survival in Patients WiRM1and FLT3Mutations. Russell NH,
X, Arnold C et al PORTEC Study GrowpClin Oncol. 2024 A{;42(10):1158.168. doi:
10.1200/JC0.23.00943. Epub 2024 Jan 12.P38P15358.
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Capturebased targeted sequencing using acéll control inmyeloidmalignancies
andidiopathiccytopenias Pietka GX, McMullin MF, et al.. 2024 Apr; 204(4)3251334. doi:
10.1111/bjh.19377. Epub 2024 Mar 11.PM3B462984.

A phase | opettabel, doseescalation study oNUC3373 a targeted thymidylate synthase
inhibitor, in patients with advanced cancer (NuTide:3@piliopoulou PX, CoyleVM, et al.

J Exp Clin Cancer Res. 2024 Apr 2;43(1):100. doi: 10.1186/913008010
1.PMID:38566164

An objective measure of response on whbledy MRI in metastatic hormone sensitive
prostate cancer treated with androgen deprivation thpya external beam radiotherapy,

andradium-223. Giacometti VX, Hounsell AR, McGarry CKO'Sullivan JMet al. Br J Radiol.

2024 Mar 28; 97(1156):79802. doi: 10.1093/bjr/tqaec005.PMI38268482.

A potentialbiomarkerof radiosensitivityin metastatic hormone sensitive prostate cancer
patients treated with combination external beam radiotherapy and rad@8. Redmond
KM, Turner PG, Cole A, Jain Brise KM,O'Sullivan JM Radiother Oncol. 2024 Feb;
191:110063. doi: 10.1016/j.radonc.20230063. Epub 2023 Dec 20.PMBB135185.

TheMARECAnational study of management of breast cancer locoregional recurrence and
oncological outcomes) study: protocol for a prospective, multicentre cohort stddytup

SM, X, Mcintosh SA et d.Int J Surg Protoc. 2024 Jan 26;28(1:p80 doi:
10.1097/SP9.0000000000000018. eCollection 2024 Mar.P384ER3867.

The aetiology and burden of myeloproliferative neoplasms in the United Kingdom: the
MyelOproliferative neoplasmS: an -tlepth casecontrol (MOSAICKC study protocol.
Abutheraa N, X ZMcMullin MFet al BMC Cancer. 2023 Dec 7;23(1):1207. doi:
10.1186/s1288%23-114830.PMID:38062390.

Trimodality therapy versus perioperative chemotherapy in the management of locally
advanced adenocarcinoma of the oesophagus and oesophagogastric junctioMB®&S):

an openlabel, randomised, phase 3 trid@eynolds JX, >~  SNeo-AEGIS Investigators and
Trial Group Lancet Gastroenterol Hepatol. 2023 Nov; 8(11):10087. doi: 101016/S2468
1253(23)00243.. Epub 2023 Sep 18. PMB¥:734399

The JAKZs17emutation and the role of therapeutic agents in alleviating myeloproliferative
neoplasm symptom burde®rbell LYX, McMullin MF,et al. EJHaem. 2023 Oct 31;4(4):107
1080. doi: 10.1002/jha2.805. eCollection 2023 Nov.Pa8D24634.

Patientreported Outcomes and Quality of Life in Anemic and Symptomatic Patients With
Myelofibrosis: Results From the MOMENTUM Studyben A MesaX, Mary Fraices
McMullin ,et al: Hemasphere2023 Oct 24;7(11):e966. PMIB7901848.

Pathologic Lymph Node Regression ANeoadjuvantChemotherapy Predicts Recurrence
and Survival in Esophageal Adenocarcinoma: A Multicenter Study in the Unitecridingd
Moore JI.X, Turkington RCet al; Oesophageal Cancer Clinical and Molecular Stratification
(OCCAMS) study group, The Guy's and St Thomas' Oeseggdsigo Research Group, and
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The PROGRESS study group. J Clin Oncol. 2023 Oct 1; 41(283%b220i
10.1200/JC0.23.00139. Epub 2023 Jul 27.PRAED9209.

A randomized comparison of GBX1 and FLA@Ia in adverse karyotype AML and higgk
MDS: the UK NCRI AML19 trigithman J,X, Arnold G et al Blood Adv. 2023 Aug
22;7(16):4539549. doi: 10.1182/bloodadvances.2023010276.PNBDL71402.

Feasibility of homdrasedexercisdraining during adjuvant treatment for metastatic
castrateresistant prostate cancer patients treated with an androgen receptor pathway
inhibitor (EXACT). Brown M,XCrawford F, Cole AQ'Sullivan JM, Jain, &t al. Support Care
Cancer. 2023 Jul 4;31(7):442. doi: 10.1007/s00B28078941.PMID:37402060.

Other Key publications High impact trial that NICTN recruited to:

A decade of the Oesophagealr€er Clinical and Molecular Stratification Consorti@®ters
CJX S {iOCEAMS ConsortiunFitzgerald RC. Nat Med. 2024 Jan;30(1)44 doi:
10.1038/s41594023-02676y.PMID:38114667

Dysphagisoptimised intensitymodulated radiotherapy ersus standard intensitgnodulated
radiotherapy in patients wittheadandneckcancer (DARS): a phase 3, multicentre,
randomised, controlled trialNutting X S;(DARSE Trialist Group.Lancet Oncol. 2023 Aug;
24(8):868880. doi: 10.1016/S147R045(23)0085-6. Epub 2023 Jul 6.PMIB7423227

Mutational signature dynamics shaping the evolution of oesophageal adenocarciddrbas
SX S i; OCEAMS ConsortiumFitzgerald RC, Secrier M.Nat Commun. 2023 Jul
15;14(1):4239. doi: 10.1038/s414823-399576.PMID:37454136

Pembrolizumab in combination with gemcitabine and cisplatin compared with gemcitabine
and cisplatin alone for patients with advanced biliary tract canddeYNOTE6G6): a
randomised, doublélind, placebecontrolled,phase 3 trialKelley RE S {KEYNOTE66
Investigators Lancet. 2023 Jun 3; 401(10391):18%%5. doi: 10.1016/S0140
6736(23)0072%. Epub 2023 Apr 16.PMIB7075781

The following were presented at national/international conferences/meetings

Ord presentations

Breast Cancer Surgical Trials day, Royal College of Surgeons London: Two of the NICTN clinig
research Nurses, Kerry Nicholls and Ruth Gibson, gave an oral presed®afienA HdwS R &
research nurses can help optimise the culture of trlalg & 2 dzNJ dzy' A G €

Poster presentations

European Society for Therapeutic Radiology and Oncology (ESTRO)Yabdation of a quality
score assessing the spacer placement in patients treated with prostate. SA&BRRtina
Giacometti, Owen McLaughlin, Patrickn@skey, Hannah Marshall, Orla A Houlihan, Glenn
Whitten, Niamh Clark, Kevin M Prise, Alan R Hounsell, Suneil Jain, Conor K McGatrry.
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Awards/Good New Stories

T CNASYRa 2F GKS /FyOSNI/SYyiNB W/ StSoNI OGS [
beyond fortheir patients. NICTN Sta&Bharon Mc Clea(CRN) anail Gilchris{CRR) were
just some of the recipients from across the NI Cancer Centre who received this award in
2023/24.

1 BHSCT Certificates of recognition were awarded across all sections of tHe &HDT
throughout the year.

LY al NOK HnanunX bL/¢bQa /tAYAOFf wSaSt NDOK
NI Cancer Centre Radiotherapy Department were shortlisted for the NI Health Care Award
for their ADVOCATE projeetADVancing radiOtherapyelChniques as A Team

1 A NICTN Clinical Research led article on Belfast Radiotherapy developments and the role
of the Clinical Research Radiographer was published on QUB webvsite Space | The
Patrick G Johnston Centre for Cancer Resepf@heen's University Belfast (qub.ac.uk)

This was a great opportunity to highlight how trials have progressed radiotherapy
treatments in Northern Ireland.

1 This year NICTN continued to fundraise for the many charities that support the team
deliver cancetrials:

1 In September 2023, our haematology research nurses raised £1200 for Cure
[ SdzZl F SYAl 6@ &adzlJLl2NIAYy3 W, 2dzNJ mn /| YLI
block for 14 dagsignifying that one person is diagnosed with a blood related cancer
every 1l4minutes.

1 In October 2023, NICTN staff raised £1600 for the Cancer Research UK Shine Appea
by joining a very illuminating 10k night walk across Belfast.

Further information regarding all aspects of cancer trial activity can be found in the NICTN
annual report 202324 which is available on request
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NI Health and Social Care Trust Research and
Development Directors Reviews

In this the Regional section the activity by each Clinical Specialty Group across the 5 Health
and Social Care Trusts has been outlime a format identical to that used in the Clinical
Specialty Sections. Over time each Trust will have developed its own areas of specialist
research expertise and when resources are scarc@tanot possible to support 14 clinical
specialty group actity across all Trusts. R&D Directors together with the Clinical Leads, and
their NICRN support staff, have provided some Trust specific background information
followed by information on in year achievements, key publications and good news stories. |
am \ery grateful to all 5 Trust R&Directorsfor having taken time to report on the Trust
specific activity in this section and look forward to expanding on this in years to.come

m Belfast Health and
/J Social Care Trust

m Northern Health m South Eastern Health
/J and Social Care Trust ) and Social Care Trust
"‘) 8Iinical N [—
3 esearc f, _r or
Network | tiesimes
m Southern Health Western Health
/) and Social Care Trust /) and Social Care Trust
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Belfast Health and Social Care TrudR&D

Directors review

Director, Chef and Principal Investigators

ResearctDeputy Director:

Mark Cross

(Trusts Deputy Medical Director
responsibility for Risk and Governance

Research Manager:
Alison Murphy

Wi

Chief and Principal Investigators

Adam Glass

Alastair Reid

Andrew McNeice
Anthony McCarthy
Augusto Azuardlanco
Bernadette McGuinness
Bharathi Rao

Brian McCrossan
Carolee McLaughlin
Cathy Patterson
Catriona Monaghan
ChrisNutt
I Al NI
Colin Willoughby
Colum Owens
Conleth Murphy
Damien Downey
Danny McAuley
David Johnston
David McCracken
David Sweet
Emma Cunningham
Graham Morrison
Hamish Courtney
Inder Mainie

Ivan Wiggam
James McNaee
Jane McDowell

Jim Mclimoyle

John Lindsay
Jon Silversides
Jonathan Jackson
Joseph Kane
Judy Bradley
Julie Richardso
Julie Silvestri
Karen Gillvray
Lana Dixon
Laura Loughlin
Liam Heaney

Lorcan McGarvey

h Q5 2 vy y S #Mdrk Spence

Michael Duffy
Michael Williams
Murali Shyamsundar
Nicholas Magee
Nicola Johnston
Noemi Lois
Patricia Gordon
Pascal McKeown
Peter McGuigan
Peter Passmore
Philip Johnston
Steven Caskey
Suzanna Paterson
Suzanne Lawther
Tanya Moutray

Tunde Peto
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Group Background/ Summary

During this year the BHSCT Research and Development Director Prof lan Young retired fro
this post in Sept 2023. The Medical Director acknowledged the work that Prof Young had
performed for a long time period leading Research and Development within the BHSCT. The
Deputy Medical Director for Risk and Governance Mark Cross has supporteesearch and
Development Portfolio within the BHSCT since Prof lam¢y cetired from his BHSCT role.

During this reporting time period the BHSCT NICRN deli3&ezkearch studies which have
now closed. During the same reporting time period there hasenban approximately equal
numbers of new studies supported and delivered by the NICRN (Currently within the
BHSCT this brings the NICRN delivery of active studie®9toThis is delivered by 14 CSGs
across 154 sites. llApotential research siteacross BHSGAre currently involved in active
study recruitment, displaying engagement across all of the complex healthcare sectors within
our Trust.

Within the BHSCT, working alongside NICRN staff, there havedié@npotentialresearch
participants soeened. The NICRN staff have recruited93% of screened research
participants (135) into BHSCT studies. On behalf of the Medical Director, | would like to
acknowledge and thank the NICRN staff for all this outstanding work and ensuring that our
patients have been recruited into research studies. This effort by the NICRN | acknowledge
will improve the outcomes for our patients within the BHSCT by ensuring there is an active
culture of research and development within the organisation.

Key Achievementsincluding relevant awards, good
news stories etc.

NICRN staff haveeliveredclinical trials across a wide range of patients and service users
recruited into research within the BHSCT. This year in particular just over 60 % of the clinical
studies were divered inCritical Care, Vision Scierared Neurodegenerativareas. We also

have shown that our children have an equitable chance of participating in clinical research.

A message from the R&D Director

This year we have developed a closer working rehesthip with the leadership of the NICRN

with the development of regular meetings focusing on shared vision for research and
development. The NICRN has helped develop the BHSCT senior leadership perspective or
research and developmenmneeting with Chairpeson,Non-ExecutiveDirector of Trust Board,
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and executive directorsNICRN wrking alongside the Deputy Medical Directorsures that
there is an alignment of resoursacrossand matching our shared visions.

The BHSCT welcomes the contribution aratlégship from the NICRN &ffectivelydeliver
clinical trials for our patients in a safe and well governed approach. The preparation from the
NICRN during the roll out of ENCOMPASS across the region must be personally acknowledgeg
for this significant cotribution in ensuring important interfacing of digital systems and data
migrations occurred.

We look forward to developing a Strategy for Research and Development for the BHSCT with
the NICRN and alongside other major investment strategies includingoblitnited to, the
Belfast City Regional Deals
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Dashboard¢ BHSCT

Studies and Sites Data

No. of Active n

No.of Active | 5,

154

Studies
No. of
Recruitment
Sites.
Mo. of Sites

with 128
Recruitment .
| (nw)

No. of New
Studies during
BAU

ra
]

Mo. of Studies
closed during 38
B

Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During

23-24
screened (INY*) | Recniited | screened
durvg | durig )| (1o asat | RS T
324 324 31/03/2024
4,112 1,395 17,573 5,895

* INY = Activity reported aver reporting period (01/04/2023 - 31/03/2024)
** TOT = Total activity reported up to and including 31/03/2024

Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 23-24

. o N Observational
No. ohﬁuwe 30 109 i 55 96 43
Studies
Pro?;:uon 2158% 78.42% 60.43% 39.57% 69.06% 30.94%
o)

Median First Participant, First Visit Windows {days) and Propertion of Studies Achieving < 30 days

Recruitment and Median Recruitment to Target (%)* by Sponsorship Type

Commercial Non-Commercial Combined
Recruited (INY] . Recruited Recruited
during ME:':;‘,M (INY) during | Median RT (%) | {INY) during M"‘::]': Rl
bl nBu Bu
63 73.33% 1,332 82.00% 1,395 81.00%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment

Recruitment and Median Recruitment to Target (%)* by Design Type

Ob | Combined
Recruited (INY) . Recruited Recruited
during ME:':;‘,M (INY) during | Median ReT (%]* | {INY) during M“‘::]':m
B B B
493 68.33% 902 100.00% 1,385 81.00%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment

)
Commercial(22) Non-Commercial{107) Combined{129)
MET;Z';;PW % <30 days Me‘{’;:“!;'w %< 30 days Me‘:;zz;pw % <30 days
525 4545% 37.0 4299% 380 4341%
* Metrics calculated on Active Sites with Recruitment only
HSC Trust Data by Clinical Specialty Group
List of CSGs* TIEI\ICYT:\:\:; AL Rechr‘uoit:em Propartion Recmiet:::t to| Median AL | Proportion (%)
2304 Share (%) Sites Share (%) Target (%1 FPFV* (days) <30 days
Cardiovascular 4 3.15% 13 B.44% 73.33% 250 50.00%
child Health 118 8.46% 19 12.34% 60.00% 525 285T%
[cOVID Delivery Team 17 120% [ 5.1%% 10750% 40 100.00%
Critical care 370 26.52% 23 14.94% 97.50% 340 45.45%
Diabetes 7 0.50% 9 5.84% 80.00% 460 50.00%
Gastroenterology 2 0.14% 6 350% 50.00% 1715 25.00%
Mental Heafth 3 0.22% 3 195% 0.00% 930 0.00%
Neurodegenerative 307 22.01% 5 3.25% 81.85% 410 33.33%
Orthopaedics 90 6.45% 10 6.4%% 83.33% 415 50.00%
Primary Care 1 0.07% 5 3.25% 100.00% 1385 50.00%
Renal 107 1.67% [ 5.1%% 78.13% 930 14.29%
Respiratory Health 92 6.5%% 15 574% 64.00% 210 58.33%
Stroke 3 220% 9 5.84% 66.67% 585 25.00%
Vision 206 1477% pal 13.64% 100.00% 415 35.00%
Totals: 1,395 100.00% 154 100.00% 81.00% 380 4341%
* (56 names highlighted in purple are active within trust area

**Median RtT Metrics calculzted on Active Studies which have dosed to recruitment
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Northern Health and Social Care TruskR&D
Directors review

Director, Chief and Principal Investigators

Research Director: Chief& Principal Investigators, within Trust
Paul Minnis currently active on NICRN adopted studies.

Paul Johnston
Research Manager:

Frances Johnston Anna Strzelecka
Kok Diong

Stephanie
Paul Minnis
M Bahattad

Director of IMPACT research centre: IMPACT Centre
Ciaran Shannon

Ciaran Mullholland
Keun Dyer

Suzanne Barrett

Group Background/ Summary

An NIHRunded RCT (NIHRE2,099,422.39; Cl: Dr Michael Duffy (QUB)/Prof. Anke Ehlers
(Oxford)) entitled Does a Phased Approach Enhance Outcomes for Frangused Cognitive
Therapy (TF GHTSD) for Cophex Posttraumatic Stress Disorder (CPTSD)? (Edge ID: 154737)
opened across five NI HSC Trusts and five Trusts in England, commencing Spring 2023. D
Suzanne Barrett, NICRN Mental Health & Impact CettdSCT advised on the application

and completed theconsultation with the Pls to develop the protocol and IRAS application for
the study from the successful grant materials in 2022, before transfer of responsibilities to
the newly appointed trial managers in Autumn/Winter 2022. The research team includes
Swudy Medical Officer: Prof. Ciaran Mulholland; Study Training kceBd Kevin Dyer and
NHSCT Investigator, Deborah Mairs). Recruitment following screening on 31.03.2024 was as
follows: n=35 of 175 [20% of target; assumes NI is responsible for 50% ofmertdt its 5

of 10 UK sites] (BHSCT n=3 of 35; NHSCT n=11 of 35; SEHSCT n=7 of 35; SHSCT n=7 of 35;
21 {/¢ yI't 2F op0O®P CdAdzNIHKSNI AyF2Y 5N bAyl
Publication of the final protocol is anticipated in 2024.

-
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The Internaional Survey of ChildbirtRelated Trauma UK (INTERSECT UK; CI: Prof Susan
Ayers (City, UCL); Edge ID: 152173) opened on 31st March 2@23 NHSCMaternity
services. The Local Collaborative team were listed as: S Barrett (Site Investigator for NI); S.
Hamilton, C Diamond and C Mulholland. Due to challenges with the reorganisation of
maternity services in NHSCT following CGMDpandemic, the study closed out in 2023
without recruitment.

Key Achievements, including relevant awards, good
news stories dt.

1 NICRNMVental Health completed a report entitleBates of common mental health
disorders (CMDs) in England, Northern Ireland, Scotland and Wales-2028jt
evidence from General Health questionnait® survey datalembargoed pending
publications, butvailable on request to authors at the Centri¢)has resulted in two
planned peefreviewed publications (submissions scheduled April 2024; June 2024 to
PLOS Mental Health).

1 Dr Barrett has acted as the NHSCT rep for Encompassearch Working Group 2B2
24 and represented NI in NIHR Cluster C Meetings.

1 She has attended the HIRANI Innovate UK Digital Mental Health Event 2023 and the

ESTSSConference Summer 2023

Dr Dyer was appointeBrofessoiof Psychology at University Bketer

The IMPACT Research Centre, NHSCT will publish its report on psychological research

activity within the Trust in April 2024. For further information, contact Prof. Shannon:

Ciaran.Shannon@northerntrust.hscni.net

1 The Child Anxiety Treatment in thmntext of COVIRL9 (CeCAT) study (ClI, Prof.
Cresswell (Oxford); PIs Rowan/McClean&Cresswell) worked with children, parents
and NHS/HSC clinicians to develop an online program that parents/carers of children
with anxiety disorders work through with remoseipport from a CAMHS therapist. An
OSI GROWS frée-use licence has been the subject of service evaluation in RCT
participating  services (SEHSCTBHSCT) throughout 20238. CoCAT
(osiresearch.org.ukPSI GROWS (osiresearch.ok)

= =4

Diabetes

SYNCHRONHE/OTis a Phase 3, randomised, doulliénd, parallelgroup, event driven,
Cardiovascular safety study with Bl 456906 administered subcutaneously compared with
placebo in participants with obesity or who are overweight wittabshed Cardiovascular
Disease or Chronic Kidney Disease and/or at least 2 weight related complications or risk
factors for Cardiovascular Disease. The study is led by the University Hospitals of Leicester
NHS Trust and Chief Investigator Dr Manish &axe

Selectwvas also one of the top recruiting sites in the.UK
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Our Diabetes Research Team based at Antrim Area Hospital recruited 3 patients within a
month of opening. This is no easy task and shows the hard work and dedication of the

Diabetes Researcheam which consists of Research Nurses Moyra McMaster and Natalie

| FytSe o0SAy3a SR o6& b2NIKSNPrAmdStzelgtkR The 2 Y
team are now joint second top recruiting sites in the UK.

ICU/Critical Care

GenOMICGtudywill identify the specifigenesthat cause some people to be susceptible to
specific infections and consequences of severe injury with the hope that identifying these
genes will help to use existing treatments better and to design new treatments to help people
survive critical illness.

The Northern Health and Social Care TrAsitiim Area Hospital) were in the top 20 recruiting
sites during February 2024.

Gl

The NHSCT were delighted to support Dr Diong Kok with a 0.2 WTE GI nurse, this resource ha
assistedDr Diong in getting the Gondamar Study opened.

A message from the R&D Director

It is a pleasure to report on excellent research activity within the Northern HSC in partnership
with NICRN achieved in the face of limited resources and challenging circww@stdn my
viewNBa Sl NOK A& gKIFG LINPLISta KdzyYlyaage F2NBI N
guestions, and immerse ourselves in discovering everything there is to know. Learning is
thriving. Without curiosity and research, progress wouldasto a halt, and our lives as we
know them would be completely different. Participating in clinical research plays a pivotal
role in advancing medical knowledge and improving patient dafighin the Northern HSC
Trust we aim to ensure that high qualitysearch is accessdéand available to all and aspire

to embed research into routine clinical care. We look forward to continuing the highly
productive partnership with NICRN with the aims of doing more, better and faster.
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DashboardC NHSCT

Studies and Sites Data Portfolio Spensorship, Randomisation and Design Mix for Active Studies During 23-24
No. of Active . Non -
css 9 Commercial i N
MNo. of Active of Active
35 . 10 25 20 15 20 15
Studies Studies
o of Proportion
Recruitment 47 P 2857% 71.43% 5714% 42 86% 57.14% 42 86%
Sites )
No. of Sites.
with
Recruitment s
| (nv)
Tl Median First Participant, First Visit Windows (days) and Propertion of Studies Achieving < 30 days
e R
B4 .
No. of Studies
closed during 8 Commercial{10) Non-Commercial(33) Combined(43)
2324
Median FPFV . Median FPFV . Median FPFV
%< 30 days %< 30 days %< 30 days
(days) (days) (days)
Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During 300 60.00% 400 45.45% 350 438.84%
23-24
screened (NY®) | Recruited scrasned m * Metrics calculated on Active Sites with Recruitment only
during during { [ToT}** asat ": :"‘3 . ‘“’, m
23-24 2324 31/03/2024
258 101 1,861 621 HSC Trust Data by Clinical Specialty Group
* INY = Activity reported over reporting period (01/04/2023 - 31/03/2024) Recruitment No. of Median
** TOT = Total activity reported upto and including 31/03/2024 List of C5Gs* (INY) during AT Recruitment Proportion o ruitment to|| VS9N ALL | Fropartion (%)
% % - <
o Share (%) Site Share (%) Targer fsyee || FPFY" (days) 30 days
Recruitment and Median Recruitment to Target (%)* by Sponsorship Type cardiovascular
Commercial MNon-Commercial Combined Child Health
Recruited (INY) Recruited Recruited
during ME'::"},R‘T [INY) during | Median ReT (%) | (INY) during M“‘::]':“" coviD Delivery Team 20 19.50% 4 851% 10.00% 55 75.00%
2324 23-24 23-24
25 100.00% 76 100.00% 101 100.00% Critical Care 0 0.00% 2 4.26% 63.33% 485 0.00%
* Median RtT Metrics calculated on Active Studies which have dosed to recruitment
Diabetes. 22 21.78% 7 14 89% 12222% 300 T143%
Recruitment and Median Recruitment to Target (%)* by Design Type Gastroenterology 0 0.00% 1 213%
Interventional Observational Combined Mental Health 1 10.89% 3 6.38% 5.00% 1915 0.00%
Recruited (INY) Recruited Recruited
during ME‘::‘}‘R" [INY] during | Median RET (36]* | (1N} during Ej‘;]':'m Neurodagenarative
2324 2324 2324
61 100.00% 40 90.00% 101 100.00% ‘orthopaedics
* Median ReT Metrics calculated on Active Studies which have dosed to recruitment
Primary Care 19 18.81% 15 31.91% 100.00% 15.0 66.67%
Renal 11 10.89% 7 14 89% 40.63% 2480 3333%
Respiratory Health 7 6.93% 4 851% 0.00% 123.0 0.00%
Stroke 1 10.89% 4 8.51% 60.83% 1445 25.00%
Wision
Totals: 101 100.00% 47 100.00% 100.00% 35.0 4B.84%
* C5G names highlighted in purple are active within trust area

**Median RtT Metrics calculated on Active Studies which have closed to recruitment
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South Eag Health and Social Care Trust R&D

Directors review
Director, Chief and Principal Investigators

Research Director: Chief and Principal Investigators

Patrick Donnelly Patrick Donnelly

Research Manager: Michael Magowan

Stephanie Kelly Samantha Hagan
Qara Mulligan
Patrick Allen

Jennifer Elder
Frederick McElwaine
Mark Bowman

Chris Murray

Group Background/ Summary

The Research Development & Innovation Department SET has had a strong focus on building
resilience and extending our reach within the ongaation. There have been extensive
stakeholderengagement meetings within therdst and with our regional and national
collaborators. The findings from these sessions will be reflected next year within our-first 5
year research strategy document.

We hae made significant changes to our staffing model. With ongoing supporttiieraHA
RD and NICRN we have appoindetew staff members3 to our governance offigand one
NBEaSINOK ydzZNES (2 &dzLJL2NI aO2yRAGAZ2Y A TF2(
manager and research administrator will modernise our current operational policies and
processes. Our new data administrator will facilitate greater research accolitytatith the
development of a flust-wide research database. This database will lintk @ENCOMPASS and
our regional reporting platformEDGE. Our governance department will work with this new
NBEIA2Yylf GSFY G2 LINBLINB dza F2NJ 2dzNJ ySg NP
OF LI oAfAGEE | AaaSaayvYSyidaoaréhSurse wailorce dnd RaveNS O
adopted a tean® Based approach that will increase our productivity and resilience. These
new members of staff have been invaluable in helping our sister organisations in their
planning for ENCOMPASS. Our NICRN Research Navseslso been involved the WD N2 ¢
2dzNJ hgyQ S@Syid LINRBY2(GAy3 GKS NBEtS 2F bL/ W

5
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The number of researchers within our organisation has increased with 47 members of staff
now recognised as a Principal or Chief Investigatokeleping with our ambition to have
research accessible to all our staff 59% of our research leads are medical and 41% are allied
health care professionals. We arew embedded within 10 of the 1Morthern Ireland Clinical
Research Network (NICRN) reseaspleciality groups our main regional collaborator. Our
partnership withNICRN has allowed us to adopt $ddies, screen @r 1166 patients and
involve 229%articipants in research trials. 47% of our patients have their first research visit
within 30 dayof recruitment.

In order to improve our research offer we have agreed a national research contract tariff that
we believe is competitive nationally and should allow greater research transparency and
reduce the time it takes for research adoption. Wava also undertaken a pathfinder
initiative with the new Research Regional Approvals service to help streamline processes with
a view to this service going live next year across Northern Ireland. We were the only Trust in
Northern Ireland to contribute t@ National Health Research Authority project that aimed to
identify ways by which access to research could be simplified for NHS staff. We were the first
site in Northern Ireland to help develop and implement the new ENCOMPASS research
module which embedsesearch within a patients electronic health care record

Key Achievements, including relevant awards, good
news stories etc.

There have been a number of notable suces$sr our research teams

Gastroenterology led by Dr Patrick Allen and Dr Tony Thawe been recognised for the
KAIKS&aG aA0GS NBONHZAGYSYd Ay GKS 'Y Ay (KS
our understanding of a novel drug in the treatment of patients with ulcerative colitis. They
have also been commended for their higvel of data completion in the ELEVATE study
another trial evaluating a novel drug for ulcerative colitis patients.

The Stroke team led by Dr Mark Bowman have excelled in the MARB$udy which is
evaluating the use of an old drug metoclopramideatientswith swallowing difficulties after
a stioke. Theywere laudedfor their rapid enrolment of 10 patients into the trial.

The Critical Care team led by Dr Matt Devine & Research Trials Nurse Sam Hagan have hoste
5 studies and were our top specialitgcruiterswith 90 patients enrolled. Their UROX trial

which is evaluating oxygen therapy in criticallypdtientshas been flagged as one of their
most successful studies. Despite opening late they now have the highest recruitment in
Northern Ireland ad one of the highest recruitment sites in the UK.

The Cardiology team led by Dr Patrick Donnelly and Dr Valecka continued their work in the
prevention, early detection and management of coronary artery disease and heart failure.
Early coronary artery dease detection was evaluated iretDISCHARGE study to which the
Trust was a top recruiter in the United Kingdom. They exceeded expectations and were asked
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to contribute further patients in the coronary artery disease prevention PREVAIL trial using a
novd cholesterol lowing medication. In their heart failure work they continue as a ClI site for
the Global Congestive Heart Failure registry which will inform our global understanding of
heart failure care. They were a supecruiter for the BHF sponsored IRMAN study which
evaluated the role of intravenous iron in the management of patients with chronic heart
failure and they had the fastest first patient randomised in the VICTOR study.

The Renal group led by Dr Alistair Woodman and Dr Fred McElwainecorggeatulated as

the second secondary care site in the UK to open for recruitment to the DURATIONsigidy

is an Oxford led study that is researching secondary care antibiotic effectiveness and use in
women with urinary tract infections.

Our Child Heléh team were congratulated for excellent recruitment over two successive
months for the SURFON study. This important trial is evaluating the use of surfactant in late
preterm or early term infants with respiratory distress

A message from the R&D Direato

The SEHSCT will publish their research position paper this Pemple, Place, Process and
Pipeline. This document has highlighted the importance of NICRN in supporting research
activity within our organisation.lt also outlines how we will align ouwonditions based
research priorities with the NICRN Speciality Groups. This will provide the focus for SEHSCT ta
engage in high quality research that is of regional significance. Working closely together with
NICRN | hope that we will be able to take autage of new commercial clinical trials
opportunities, and broaden patient access to important-tfeanging clinical research
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Studies and Sites Data

No. of Active

No. of Active

‘No. of Studies

Screening and Recruitment In Year and also Cumulative
Totals for Active Studies During

23-24
Screened (INY*) | Recruited | Screened
cuing | ouring [mey) | [romeeasar | BT (0T
2324 2324 31/03/2024
1,166 229 5,174 784

* INY = ctivity reparted over reporting period (01/04/2023 - 31/03/2024)
** TOT = Total activity reported up to and induding 31/03/2024

Recruitment and Median Recruitment to Target (%)* by Sponsorship Type

Commercial Non-Commercial Combined
Recruited (INY}| Recruited Recruited
during Me‘::;’, BT | (1Y) during | Median ReT (5] | (INY) during Me"i;]'lm
pEE]] pEST) BnU
35 39.71% 194 100.00% 229 100.00%

* Median RtT Metrics calculated on Active Studies which have dosed to recruitment

Recruitment and Median Recruitment to Target (%)* by Design Type

Portfolio Spensorship, Randomisation and Design Mix for Active Studies During 23-24

: Hon-
Commercial - N L
No. of Active
N 9 28 2 15 23 14
Studies
P’“':;r]"“" 2430% 75.68% 59.46% 40.54% 62.16% 37.88%
i

(%) *

Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30 days

Interventional Observational Combined
Recruited [INY} Recruited Recruited
during Me‘::;‘, BT\ (1Y) during | Median RET [5]* | [INY) during M“‘::]'lm
pEE]] pET) pzE]
134 100.00% 45 74.00% 229 100.00%

* Median RtT Metrics calculated on Active Studies which have dosed to recruitment

Commercial{8) Mon-Commercial(33) Combined(41)
Median FPFV Median FPFV Median FPFV
< < <
(days) %2 <30 days (days) %< 30 days (days) % < 30 days
405 25.00% 26.0 5152% 360 45.34%
* Metrics calculated on Active Sites with Recruitment only
HSC Trust Data by Clinical Specialty Group
. Recrurtmfznt Proportion NO_ of Proportion Median Median ALL | Proportion (%)
List of CSGs* (INY) during Share (%) Recruitment Share (%) Recruitment to EPFV* (days) <30 days
2324 . Sites Y| targer s v v
cardiovascular 7 11.79% 9 20.45% 74.00% 60.5 25.00%
child Health 10 4.37% 1 21T% 86.0 0.00%
ICOVID Delivery Team 25 10.92% 4 5.09% T200% 140 75.00%
critical Care 90 39.30% 5 1136% 17133% 710 40.00%
Diabetes 5 2.18% 1 227% 70.0 0.00%
Gastroenterology 15 6.55% 5 11.36% 180.00% 370 25.00%
Mental Health 7 3.06% 1 227% 1110 0.00%
Neurodegenerative
onthopaedics
Primary Care 28 12.23% 10 2273% 100.00% 35 70.00%
Renal 1 4.80% 7 15.91% 75.00% 310 50.00%
Respiratory Health
stroke 1 4.80% 1 227% 140 100.00%:
wision
Totals: 229 100.00% 4 100.00% 100.00% 36.0 46.34%
* CSG names highlighted in purple are active within trust area

**Median RtT Metrics calculzted on Active Studies which have dosed to recruitment
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Southern Health and Social Care TrusR&D

Directors review
Director, Chief and Principal Investigators

Research Director: Chief & Principal Investigators, withir
Peter Sharpe Trust, currently active on NICRN adopte
studies

Research Manager:

Neal A. Morgan
Rachelle Moore

Judi Graham
Claire Shevlin

Rob Charnock
Shiva Arava
Michael Jones
David Graham
LesleyAnn Funston
Sarinda Millar
Alison Vernor
Michael McCormick
Rory Convery

lan Menown

Paul Magill

Group Background/ Summary

We have a total ofi0 active studies incorporating all of the clinical specialties. Most active is
renal with9 studies, 5n bothcritical care medicinpaediatrics and respiratory medicine with

4 in both stroke and cardiovascular medicine. This demonstrates considerable success in the
Trust in recruiting to all of the clinical specialties that we engage in. Three new shadies

been adopted within this defined period in cardiology, anaesthetics and stroke. The Teams
set realistic targets of recruitment on all studies and have achieved this. We are proud of our
performance on all NICRN adopted studies and will continuseék to expand and grow in

the coming year.

98| Page




Key Achievements, including relevant awards, good
news stories etc.

We havehad severakey achievemergduring the year In cardiovascular for the eUltra 10K

trial Dr lan Menown was named in the top 3 recrugtavithin 1st month of opening. lile
Orthopaedic Duality Trial Southern Trust was the 6th largest recruitment site and the Nightlife
study undertaken in Renal had 13 participants recruited in one day. Our Trust has consistently
been a top recruiter ird numerous trials over many years. We strive to continue with this
success going forward. These successes are celebrated through Trust mediums. Following
the COVIDpandemic all study areas have grown and continue to perform well. We are
committed to irnvesting staff and resource to NICRN trials in all areas.

A message from the R&D Director

NICRN studies are of key importance and relevance to our Trust. They form the bulk of studies
that we are involved in, in several key clinical areas. Our Clinicransighly committed to

the network and fully participate in regional discussions regarding research priorities. The
network facilitates excellent research through central coordination, planning and human
resourcing. We are proud to consistently deliver studies through achieving high
recruitment figures and completion of studies. These studies enhance patient safety and
guality outcomes throughout the Trust and allow patients to be involved in clinical trials,
which is highly desirable for them, and faatles access to new potentially highly effective
treatments. The SHSCT has several established partnerships both internally and externally for
example; pharmacy, information governance, laboratory services, radiology, HSC Innovations,
clinical trials andresearch networks, universities, and industry. Working with NICRN has
expanded on all of these partnerships which is greatly welcome. The future of research is
through increased networking and we will continue to expand our involvement with NICRN
to enablethe delivery of high quality research which will greatly improve our population
health and wellbeing. With resources being increasingly limited it is even more vital that
working together to improve capacity and capability is achieved to an optimal tdvel
efficiency and cost effectiveness. Work undertaken in all areas demonstrates the value that
research brings, not only to the local population but also as an employer of professionals
interested in undertaking research in the years to come.
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