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Glossary

Acronym | Definition

AHP Allied Health Professional NICTN Northern Ireland Cancer Trials Network

AMRC Association of Medical Research Charities NIHR National Institute for Health and Care Research

AR Annual Report NIMDTA Northern Ireland Medical and Dental Training Age

BHSCT Belfast Health and Social Care Trust NICRRRG Nortlh'ern Ireland Clinical Research, Recovery,
Resilience and Growth group

BREXIT British Exit pPA Proportion

C&C Capacity & Capability PHA Public Health Agency

CRDC Commercial Research Delivery Centre PI Principle Investigator

Cl Chief Investigator PICU Paediatric Intensive Care Unit

CMG Clinical Management Group PPI Patient and Public Involvement

COVIEL9 | Coronavirus Disease QuB Queen's University Belfast

CSG Clinical Speciality Group R&D Research & Development

DGH District General Hospital RCT Randomised Control Trial

DOH Department of Health RDD Research and Development Division

ECMC Experimental Cancer Medicine Centre RtT Recruitment to Target

EDGE EDGE is a clotlthsed clinical research portfolio RITT Recruitment to Time & Target

management system

FPFV First Patient First Visit RVH Royal Victoria Hospital

GPARTS | General Practice Academic Research Training Schem| SEHSCT South Eastern Health and Social Care Trust

HSC R&D| Health and Social Care Research & Development SHSCT South Health and Social Care Trust

IBD Irritable Bowel Disease T&O Trauma and Orthopaedics

) i . . ) Total number of participants reported as at31
INY Occurring within reporting period (Lst April 2624st TOT March 2025 for all studies active within in the
March 2025) ) )

reporting year period.

LPMS Local Portfolio Management System UK United Kingdom

NHS National Health Service UKRI UK Research and Innovation

NHSCT Northern Health and Social Care Trust UPH Urgent Public Health

NI Northern Ireland uu Ulster University

NICRCF | Northern Ireland Cancer Research Consumer Forum | VPAG Voluntary Scheme for Branded Medicines Pricing,
Access and Growth

NICRF Northern Ireland Clinical Research Facility WHSCT Western Health and Social Care Trust

NICRN Northern Ireland Clinical Research Network WTE Whole Time Equivalent
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In reporting year 20242025

Figurel: DrPaulBiagioni and Pragssor Jonathadackson conversing at the annual NICRN
staff event.
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The reporting yeaR024-25 has been a very challenging year, ri#ya3 Director, for NICRN.
Regionally the task of introducing the electronic care record system (Encompass/Epic) across
all 5 Trusts has had a major impact on the number of patients seen across services. As a result
the number of patients available to engagath clinical research was significantly reduced.
Theamount of trainingrequired to successfully implement the new system has also been
intense and all categories and grades of staff, whether clinical or administrative, have needed
to prioritise time fo this. This in turn has impacted on the time and attention available to
staff to drive clinical research projects forward. However, the long term benefit of having easy
access to epidemiologically rialegional clinical datan a single databank will, when we all
become more proficient at utding it, be invaluable for clinical research. Coupled with the
technological challengewe faced this yearthere have been challenges associated with
processing Clinical Research Governance in a timely manmecupaly in the BHSCUOnder

the watch of Dr Crossnvestment has been made in the BHSCT Research Qifozssses

and proceduresire now being put in pladiat should ensure improvetirnaroundtimes as
demand grows. On thisont things look encouraging. Despite all of this | am greatly reassured
and relieved to report that across the breadth of the NICRN, Clinical LeadslsPGljrcal
Researchers, Clinical support staff and administrative staff have collectively been able to
match recruitment b that of last year.

This@ S | ahrwual report, as has been the case in previous years, sets out activity and
achievements by individual Clinical Specialty Group, although next year CSG reports will be
batcheddzy RSNJ 0 NPl RSNJ ¢/ f dzZaG SNJ DNRdzLIAY3a£ d LY R/
will be illustrated and data presented in the standardised tabular forifi2dshboards)
introduced last year. Th&able at the end of this section, which includes several layout
modifications, should help readers interpret data effectively. The iNort Ireland Dashboard
summaryTablehasalsobeen included at the end of this section.

A Regional Perspective

Of8162patients screened in year, 2226 were recruited to 267 active studies. This represents
consistently steady recruitment growth of 22% over a 5 year period. The number of active
studies increased by 39% (267), whereas the number of recruitment sites increpdédo

(395), in comparison to 2028024. Changes in study adoption, screening and recruitment,
recorded year on year, have to be viewed in light of the complexity of new interventional and
commercial studies available to us. The regional medemnuitment to target (RtT) figure,
which relates to studies closew recruitment within year, and is across all studies, has
remained consistently high at 82%. The overall median recruitment to time and target (RtTT)
figure, which relates to open studies and those in follow up, included in dashboards for the
first time this year, is ab fairly good at 78%. The median regional first patient first visit (FPFV)
figure has remained stable at 43 days having improved from 70 in the preceding year. Despite
the challenges faced in year the proportion of studies having recruited first patients within 30
days has remained stable at 40.4%. Disappointingly the proportion of commercial studies has
dropped back to 18% from what had been a sigaiit improvement last year. The
dashboard, included at the end of this section, provides regional oversight of all summated
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data. It also presents, in Tables 6a & 6b, activity by both Trusts and CSGs, which 1 trust
threader will find interesting.

Achievement could not have been reachs&ihout the dedicated commitment of 71 clinical
research staff41.8 WTEs) appointed through R&D fundinthese numbers exclude both
Cancer andPrimaryCare specialities as these groupings are funded directiythea own
spending agreements with HSCRBaffing numbers across NICRN & NICTN have remained
surprisingly stable over the last 5 years. The support team although predominantly from a
nursing background includes amongst its numbBtisiwives, Optometrists, Physiotherapists,
Psychologists, Ophthalmic Imaging Specialist and Clinical Trial Assistants. Througyeat the
we encourage staff to attend and participate in a wide range of profession, specialty and
subject specific training events and conferences. Details regarding some of the training events
and conferences attended can be found in the staffing sectidgheaend of this report.l am
indebted to Sonia McKenna and her team for their support throughout the yeaof Atle

work undertaken generates data, populates databases and illustrates tables that produce the
metrics against which we are judged. Thisadatimately provideghe detail used to inform

this, and indeed other reports. My very grateful thanks go to Shane Jackson and his team in
the coordinating centre for their tireless commitment to detail.

CelebratingCSGAchievement.

TheCardiovascular Groupre to be congratulated on having increased recruitmenB8byo

in comparison to 20224. During the year in question the Group were engagediaciive
studies with increased recruitment in the SEHSCT, SHSCT & WHSCT areas. Also of note is t
smallincrease in commercially funded research. RtT & RtTT figures vary across Trusts but
generally sit at between 75% and 10@@6ngratulation from all of us in NICRN telead Prof
Donna Fitzsimmons (OBE), an award highlighting her commitment to healthcare and
education serviceSThe/ K A f R NB vlhéughhaN@gizcruited fewer patients to studies
within year have increased the numbers of children itudies that are either open to
recruitment, or in active follow up, by 15%ollectively the Group hawehieved an overall

RtT figure of 112%. Achieving a relatively even 50/50 split between
observational/interventional andandomisedhon-randomisedtrials the Group hope to
attract commercial trials as they grow. Of particular note was the fact that the team have
been recogised as the 3 highest UK recruiters to the FERMnochorionic Twin Pregnancy
Trial. The Critical Care and Perioperative Medicine d@ip are tobe congratulated on having
added 5 new studies to the portfolio within year. The team have successfully increased
screening and recruitment activity B3%and77% respectively. REMAPCAP is an example of

a study, open across 4 Trusts that has screened almost 2000 individuals to secure 215
subjects, and recruited way above target. Research active members of the group have
contributed to an extensive range of qualipublications listing group members as leads,
senior authors and contributory eauthors. Principal investigators have in addition recently
secured in excess of £8m worth of NIHR grants which highlight the potential this group has
for growth in the future. Prof McAuley and Dr Silverside have, on the basis of their reputations
in their respective fields, been appointed to National research leadership roles. Recruitment
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to Target and Recruitment to Time & Target figures continue to exceed the 90% figure making
Critical Carand PerioperativeMedicineone of the most successful NICRN Specialty Groups.
Particular note should be taken of the fact that increased activity has been recorded across
all Trusts. TheDiabetes Group under the leadership of Prof Alex Miras and the newly
appointed celead Dr Philip Johnston, have increased both screening and recruitment activity
by factors of x2 and x5 respectively. Activity, almost 40% of which is commercial, is now
recorded againstll 5 Trusts. Of note is the work of Dr Strzelecka in the NHSCT who has
consistently achieved targets across a combination of 5 commercial andcoarmmercial
studies. Recruitment to target and Recruitment to Time & Target figures continue to sit close
to 90%. Of particular noteand placing the group in a healthy position for further
development, has been the award of a substantial (E10m) grant for UU (PEACEPLUS) to
evaluate obesity in communityThe Gastroenterology Groupcontinued to face ongoing
staffing challenges during the course of 2625 Dr Allen, who had been unwell during the
course of the year stepped aside from leadership and this position was recently filled by Dr
Inder Maine. No new studies were adopted wittyear and activity was restricted to follow

up studiesm 3 Trusts, and to setting things in place to build on previous important studies
targeted at the early detection of Barret@esophageatancer. Poor RtT, RtTT and FPFV
figures reported reflect the challenges faced although under Dr Bigiieadership plans are

in place to address this issues in the incoming year. Nlbatal Health Group led by
Professors Mulholland and Leavey, was unable to attract new studies in the year in question
and activity, although restricted to 1 active study that recruited @Bjscts, occurred across

all 5 Trusts. Poor RtT, RtTT and FPFV figures reported reflect the challenges faced by this grouy
and plans are in place to address these issues. N&wigrodegenerative Research Group
continues to rebuild following last years retirement of Professor Peter Passmore. Whereas
screening and recruitment numbers are reduced in comparison to last year, and activity is
restricted to 1 Trust, the RtT and RtTT figures are approaching 90%. Rfe El@ical
Validation study which achieved a kdreening to recruitment ratio continued to recruit well.
Encouragingly as of Dec 2024 the NICOLA study, which is the largest study on ageing in NI, ha
now recommenced as Wave 3. With 61 individuals recruited in its first year we anticipate that
NICOLA&commencement will help address many of the challenges faced in-202Bhe
Trauma and Orthopaedic Research Groogntinues to grow and work in parallel with the
Trauma and Orthopaedic Research Charity (TORC). Although current activity is restricted to
the BHSCT, opportunities to involve research active clinicians from other Trusts are being
explored. Whereas in year recruitment to studies is reduced, recruitment to all currently
open studies is high at 318. Recruitment to Target for those studies wahécblosed and in
follow up exceeds 100%. At present there are no commercial studies in the NICRN
orthopaedic portfolio. The group continue to publish widely and attract commendations
internationally.During the course of 20225 thePrimary Care Groupxperienced significant
change asGroup management changed from within the BHSCT to the Eastern Federation
Support Unit. This involved considerable alterations to management and planning with the
result that it was not possible to recruit to studies during the year in question. The total
recruitment figure (1268) for REFLECT, PRINCIPLE & PANORAMIC reflect the exceller
engagement in studies opened in previous yeamvclosed to recruitment and in follow up.
Under Prof Harts dynamic leadershgnd with invesnent from VPAG, plans arfidcilities are
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now in place to move forwardegionally over the next 2 year3he Renal Grouphave
continued to be very activeluring 202425, screening 257 individuals to secure 140 new
recruits, to 9 open studies covering all 5 Trusts. Results from the BEMPMEY study which
recruited 104 patients in NI, and has now closed, continue to appear in such prestigious
publicationsas Lancet & NEJM. RaDaR (open) and ACHiEMBW up) continue to achieve
above target. The adoption of several commercial studies over the next 12 months should
increase commercial activity in this grquwhich has been very successful in attracting
interventional and randomised trials which constitute 2/3 of its portfoldthough overall
portfolio activity reported by theRespiratory Grougeduced this year, the total numbers of
patients screened (8428) and recruited (1946) ®aRtive studies, open or in follow up,
reflect the huge commitment this group makes to clinical trial research in NI. RtT, RtTT sit
consistently in or close to 90% across the 3 most active Tro$tsGiven the profile of the
Respiratory Group and the successful histonhaving delivered on a very broad range of
studies my hope is that in the new era the proportion of commercial actadtyptedcan be
increased. Thé&troke Grouphave once again increased year on year recruitment to open
studies (81) with activity distributed across all 5 Trusts. RtT and RtTT figures for studies in
follow up consistently reach the 9000% level. Dr McCormick (SHSCT) and the team have had
their cortribution to clinical research recognised at the UK Stroke Forum where they were
recognised as high recruitment group for the OPTIMAS study. Further credit is due to this
Group for their commitment to holding multidisciplinary CMG cross Trust meetings
throughout the year. Thé&/ision Groupas was the case with several other groups, faced
significant issues with staffing this year and as a result there was a reduction in the number
of patients recruitel to a smaller number of studies. They also were required to invest time
K2aGAy3 +y alw! D/t AyalLSOGA2y 2HasaldeBeen [ 2 A
congratulated on having been the highest recruiter to the ACE study and the results from the
DIAMOND & EMERALD studies have been incagmbiinto NICE Guidelines on Diabetic
Retinoscopy. The RtT figure overall remsdiigh at 123%. Staffing issues have now been
resolved and the future looks mongromising This is the first year that | have been in a
position to report specifically on the metrics available from @encer Groupyhich is asemt
autonomousgroup within NICRNChe group, led by Prof McIntosh and Dr Morcansists of

60 researchactive Oncologists, Haematologists, Surgeons and other Senior Medical &
Scientific Specialists and associated support sflfie Cancer Groupave led the way
regarding PPI inveément in clinical research. Of particular importance is the role the NI
Cancer Research Consumer Forum (NICRCF) plays in supporting NICTN and the Belfast ECM
by providing PPI input at numerous levelsunding for research activity within the group is
from multiple sourcesvhich creates its owschedulingchallenges around the collection and
reporting of outcomes to each fundefThis also impacts on the specialities activity,
operationally as a lack of security around soft funded posts can be a chaltengiaining

staff between funding roundsn 202425 only 146 participants were recruited, to a portfolio

of 62 active clinical trials, with an additional 707 patients in follow up. Over time the number
of patients recruited to studies has diminished, a consequendbeofncreasing complexity

of many interventional trials. It is not possible to deliver these complex trials acrasmntdrs

in NI.We, as a service, are significantly impactgdthe necessity of bringing all our more
highly complex studies through the BHSCT and any process or capacity bottlenecks within that
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service reduce our overall potential to establish and deliver a fpbetfolio. A positive from

this is that 78% of studies adopted are now interventional, and 30% of these are commercial.
In total 19 studies had been newly adopted in year and progressed to set up. Of the 13
subspecialtygroups serviced the most active research subgroups are in Leukaemia, Breast
and Paediatric. Whereas activity within the BHSCT accounts for 2/3 of activity, approximately
equal numbers gpatientswere recruited to studise running in the SHSCT, NHSCT and WHSCT.

Taking a Trust Wide View.

This is the second year that | have asked all 5 HealthSocial Car@&rust Research and
Development Clinical Directgrdo comment on theregional aspect of NICRN work.
Historically theBelfast Health and Social Care Truatcounts forapproximately 806 of
NICRN supported Clinical Trials Resepattfolio activity. This isarried out by clinical leads,
principal investigators and members of 13 CSGs. In total 837 patients have been recruited to
one of 202 active studies. TH#% reductionin numbers of new recruits to studies, as
outlined previously, can largely be accounted for by challenges associated with the
introduction of the Encompass/Edge electronic clinical record program and managing the
Research Governance components of capa€iyly 20% of studs are commercial, a figure
that should rise as the newoluntary Scheme for Branded Medicines Pricing, Access and
Growth (VPAGInitiative takesoff (Figurel).

COMMERCIAL V NON COMMERCIAL RECRUITMENT & e .
IN YEAR (INY) BY CSG Hetwerk

®

158

illli 11-1ii;

CANC CCA CHI DIA GAS MHT NEU ORT PCR REN

RECRUITED PARTICIPANTS

COMM REC (INY) = NON-COMM REC (INY) @TOTAL REC (INY)

Figure 1: Commercial vs Non Commercial recruitment in y@aCSG.
N.B.TheCCA951)bar scalehas been compressed tweserve the overallifferentiationof the bars in the graph

Although numbers vary widely from study to study, RtT and RtTT figures consisteatly sit
between 75% and 90%. NICBMatly appreciate the support offered at these challenging
times from Dr Crosand Ms Alison Murphynd look forward to working with the broader
BHSCT Research Governance team in-262%r Minnis, in his role as Research Director
highlights some of the good work undertaken by those in Bwthern Health and Social
Care Trust Recruitment to 38 studie§ of which have opened in yeagross 9 CSGs has
remained stable over the last 12 months although RtT and RgUifesvary considerably
across studiedn the NHSCT section Dr Minnis highlights important developments that have
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occurred within Trust and commends tigitical Care and Perioperative Mediciteam for

their on going commitments and the ICU team fecruiting the first patient inNIto the MS

PORI intensive care studyAs was the case in Belfast 20% of studies adopted are commercial.
Dr Donnelly, the Research Director at Beuth Eastern Health and Social Care Tnegtorts

on a very significant x3.5 increase in recruitment (808) to a range of studies undertaken by
staffinthe Trust! v ' YI T Ay 3 cn®HONHze BFR &0 # YINRS/ LEBNACI LIS NI | <
YSRA®DAzMIBSE aiddzRe dzy RSNIF 1Sy 6AGKAY ¢ NHza (o !
2Fa 0 dzRe wiaeUdzNBBawdBAG AGKAY (GKS T1tpr (02 yE:
02 Y Y S NmORohrtelly in his report highlights successes in the Stroke, ICU, Respiratory,
Nephrology, Child Health and Cardiology teams and in particular draws attention to the
number of studies that have achieved national commendations and First in NI or UK
recruitment. The research nurse team at SEHSCT supported all 4 Trusts with research
ENCOMPASS integratjand for this | am truly gratefulL. g2 dzf R € A1 S G2 41 |
G 2 {iD¢ Bharpe, the recently retired Research Director atSbathern Health and Social

Care Trustfor his help and support with NICRN related work in Tmast.As we move into
202526 | would also like to welcome Prof Campbell to her new position as R&D Director and

| am grateful to her for completinthis yearsSHSCT revieWVith 10 activeCSGs working on

44 studies the team in the Southern Trust recruited 329 patients a 36% increase c242023
Overall the RtT and RtTT figumesre 96%. Prof Peace thedgarch Director at th&Vestern

Health and Social Care Trukdst year highlighted the fact that closer collaboration has
resulted in a 200% increase in most metrics. Numbers have dropped slightly this ye&v with
patients recruited to 42 studies delivered by staff engaged with 8 CMGs.

Bz
>
2

(0p))

With a Thankful HeartSo as | conclude with reflections on activity and achievements in the
202425 year, having acknowledged the challenges imposed by the introduction of
Encompass/Edge and the reorganisation of Clinical Research Governance in the BHSCT, |
believe we are welbositioned for the challenges we will face in 262% Foremost of these

will be the successful implementation of VPAG as we strive to increase commercially funded
clinical trials research in Northern Ireland. Progress will alsodode on the formation of

Cluster Groups and the involvement of PPI at a more strategic level. In the incoming year |
look forward to closer collaboration across CSGs as they evolve into Clusters, and to working
with Cls, PIs, Research Fellows, Nursini@, lanicalscientists, AHPs and support staff on

new and exciting studies and opportunities that will come our way. Once again | am very
grateful to our dedicatd team of NICRN clinical and coordinating staff across all disciplines
and Trusts. Without yar dedication, help and commitment none of the work we undertake
would be possible. Finally, to Paul, Shane, Sonia and Louise, thank you for your unwavering
support and the hours of work that it has taken to produce the data that enables me to
create thsreport.

e .
V=7

Professor Jonathan JacksiCRN Directgr
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Table Number

Table Title

Description

1

Studies and Sites Data

The 7 data fields in thiBablehighlight;

1 The number of active CSGs, by Region & Trust
respectively, in the Region and Trust dashboards,
within the reporting period. (In the case of the CSG
dashboards this relates to the number of active Trus|
within the reporting period)

1 Number of active studies, across HSC/Trusts and C
respectively.

1 Number of recruiting sites (locations) which have
opened to recruitment, i.e. at which new participants|
could have been recruited, by HSC/Trusts & CSGs
respectively, within the reporting period. Please not¢
the same study may be open to recruitment at
multiple locations across NI and even within a single
HSC trust area.

1 The number of Sites, within the reporting period (IN
at which participants have been recruited by
HSC/Trusts & CSG respectively.

1 The number of Sites, at which participants have bee
recruited to active studies, (TOT) by HSC/Trusts & (
respectively.

1  The number of New Studies which opened to
recruitment in year, by HSC, Trust & CSGs respecti

1 Number of studies closed, by HSC/Trust & CSGs
respectively, within the reporting period.

2 Screening and Recruitment in year and Columns 1&2 highlight the number of participants screened an
Cumulative Totals for Active Studies during th thereafter recruited to supported studies within the reporting
reporting period period (INY). Columns 3&4 highlight the cumulative total numi

2F LI NIAOALI yGQa aONBSYSR Iy
including 3% March 2025(TOT).

3 Portfolio Sponsorship, Randomisation and Numbers included in thiSableequate to the number of active
Design Mix for Active Studies During 2624 studies referred to in table 1.

4 (a+b) a ¢ Recruitment, Median Recruitment to Targe In both tables 4a&b the number of participants refers to the
(%) and Median Recruitment to Time & Targg number of participants recruited in year (INYte Recruitment to
(%) by Sponsorship Type (Commercial/Non | Target (RtT) median figure, expressed as a %, relates to
Commercial/Combined). participants recruited to studies that have closed to recruitmen
b ¢ Recruitment, Median Recruitment to Targg within the reporting period. The recruitment to Time and Targe
(%)and Median Recruitment to Time & Targe| figure expressed as a % relates to all studies autitrén year.
(%)by Design Type
(Interventional/Observational/Combined)

5(@+b) Median First Participant First Visit Windows | Data included in these table highlight the median times taken t
(FPFV), (Days) and Proportion of Studies recruit the first patient across all active recruiting studies, and {
Achieving <30 Days (%) % of those active studies which meet the FPFV UK benchmar!
5a- (Commercial/NorCommercial/Combined) | recruitment within 30 days of site open to recruitmenttda
5b - (Interventional/ Observational /

Combined)

6(@+h) 6a¢ NI Regional data by HSC Trust for 6a NI Regional data dashboards. This reflects the NI Regiong

[NI individual CSGs data as reported across Trusts (excluding Primary Care).

Dashboard] 6b- NI Regional by Clinical Specialty Group | 6b NI Regional data dashboards. This reflects the key metrics

reported across the CSGs for NI.

6(a+b) 6ac¢ Clinical Specialty Group data by HSC Try 6a This reflects the CSG data as reported across the Trusts.

[HSC Trust 6b - HSC Trust Data by Clinical Specialty Groj 6b This reflects the key metrics as reported across the CSGs f

Dashboards] Trusts (On the Trust specific Dashboards)

6 (a) [CSG 6ac¢ Clinical Specialty Group data by HSC Try 6a This reflects the CSG data as reported acros$nigs.

Dashboards]

6b This reflects the key metrics as reported acrossMidi-

6 (b) 6b Clinical Specialty Data llti-Disciplinary | DisciplinaryTeams for CANCER

[CANCER Team

Dashboards]

Table 1 Definition of tables within Dashboards.
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NI Health and Social Care Trust Research and
Development Dashboard

Studies and Sites Data

Screening and Recruitment In Year and also Cumulative Totals for Active

Studies During
2425

No. of Active 4 dulin[gm? )
CSGs = 24.25

dulling [INY") 244
25

(TOT) ™" as at
FN0H2025

(TOT)™ as at
FN0H2025

No. of Active

e 268 8,162

2,266

33,336

9,645

Recruitment 398
Sites

Mo. of ® N = Activity reported over reparting period (010472024 - 3103(2025)
" TOT = Total activity reported up to and including 3032025

HNo. of Sites
with
Recruitment

[(INY)

174 Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25

HNo. of Sites
with
Recruitment

(TOT)

309 Commercial

Non -
Commercial

Randomized

HNon-
Randomised

Ob

No. of New )
Studies 48 ND‘-SDf:.:tlve 47
during 24-25 tudies

221

159

109

178

S0

No. of

Studies Proportion

45 156] 17.54%

closed during
24-25

82.46%

559.33%

40.67%

66.42%

33.58%

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

Commercial Non-Commercial Combined
Recruited Recruited Recruited
(1N durin Median ReT Median (INY) Median ReT Median ReTT M) durin Median RtT Median ReTT
24-75 9 = RTT ()" | during r e 7425 9 oy e
24-25
241 83.33% 50.00% 2,025 80.00% 83.31% 2,266 81.00% 78.13%

" Median RtTT Metrics calculated on all active studies in year

* Median RtT Metrics calculated on Acotive Studies which have closed to recruitment in year

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

Interventional Observational Combined
Recruited Recruited Recruited
(1N durin Median RtT Median (INY) Median BT Median ReTT M) durin Median RtT Median ReTT
gt 9 = RIT(2)" | during = e za-25 9 e [P
24-25
773 80.00% 71.64% 1,493 83.33% 90.18% 2,266 81.00% 78.13%
* Median Pt T Metrics calculated on Active Studies which have closed to recruitment in year
** Median PtTT Metrics calculated on all active studies in vear
NI Regional Data by HSC Trust [excluding Primary Care data)
UstofHse || RECTUitment | o o rtion No-of | oportionshare| Medisnkecto | MESENRECIO | disnall | Proportion (3] <
Trusts* | Share (3] Rel:n:utmem: (58} Target (36" TlmE_SfTargEt FRFV**** [days) 30 days
2435 Sites [ssl***
BHSCT 901 39.76% 212 54.50% 30.00% 76.00% 36.0 44.38%
NHSCT 101 4.46% 38 9.77% 67.50% 90.00% 45.5 34.62%
SEHSCT 308 35.66% 44 11.31% 75.00% 88.89% 42.0 40.54%
SH5CT 329 14.52% 44 11.31% 96.25% 96.25% 56.5 36.84%
WHSCT 127 5.60% 51 13.11% 76.67% 68.47% 83.0 17.95%
Totals: 2,266 100.00% 389 100.00% 81.00% 80.00% 45.5 38.93%

* HSC Trust names hizhlishted in purple indicates which Trusts are active in the C3G portfolio

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

*** Medizn RtTT Metrics calculated on all active studiesin year
**** FPFV Metrics calculated on Active Sites with Recruitmentonly
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NI Health and Social Care Trust Research and
Development$ AOE Al

days target (%) *

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

Commercial(60) Non-Commercial(249) Combined{309)
) Median FPFV Median FPFV
Median FPFV (days) | % <30 days I:ﬂ:'s} % < 30 days :";r;s] % < 30 days
41.0 36.67% 46.0 40.96% 43.0 40.13%

* FPFV Metrics calculated on Active Sites with Recruitment only

days target (%) *

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

Interventional{213) Observational(96) Combined(309)
) Median FPFV Median FPFV
Median FPFV (days) | % <30 days I:ﬂ:'s} % < 30 days :";r;s] % < 30 days
53.0 35.68% 30.5 50.00% 43.0 40.13%

* FPFV Metrics calculated on Active Sites with Recruitment only

AOA

NI Regional Data by Clinical Specialty Group

Recruitment B q No. of - Median Rec | Median Rec || Median ALL -
- - roportion N Proportion N Proportion
List of CSGs* {INY) during h . Recruitment to Target woTime & FPRV===* |
are (%) N Share (%) ) . (%) < 30 days
24-25 sites (%a)" Target (%) (days)

Cancer 146 6.44% 73 18.34% 66.33% 63.83% 63.0 32.20%
Cardiovascular 229 10.11% 44 11.06% 80.00% 74.00% 43.0 41.18%
Child Health 106 4.68% 25 6.28% 112.00% 50.00% 57.0 26.32%
Critical Care 951 41.97% 57 14.32% 91.34% 92.50% 31.0 48.89%
Diabetes 159 7.02% 23 5.78% 86.67% 91.67% 35.0 47.37%
Gastroenteralogy 13 0.57% 11 2.76% 10.00% 5.00% 54.5 16.67%

Mental Health 29 1.28% 8 2.01% 41.65% 41.65% 92.0 0.00%
Neurodegenerative 104 4.59% 7 1.76% 83.80% 39.0 20.00%
Orthopaedics 114 5.03% 13 3.27% 117.08% | 100.42% 29.0 63.64%
Primary Care 0 0.00% ) 2.26% 115.00% 50.00% 7.0 88.89%
Renal 159 7.02% 39 9.80% 76.56% 80.00% 65.0 35.48%
Respiratory Health 100 4.41% 49 12.31% 100.00% 86.53% 21.0 54.05%
Stroke 81 3.57% 24 6.03% 79.17% 100.00% 121.0 23.08%
Vision 75 3.31% 16 4.02% 123.81% 90.19% 71.0 27.27%
Totals: 2,266 100.00% 398 100.00% 81.00% 78.13% 43.0 40.13%

i ATTO
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NICRN Clinical Specialty Lead reviews of the
year's activities

In this sectionthe layout of which is similar to that adopted last yetfue activity of each
Clinical Specialty Group has bes&t out in such a way as tacilitate easy access to relevant
data. Clinical Leads, and their NICRN support staff, have provided specialty specific
background information followed by information on in ye@NY) achievements, key
publications and good news stories. Only a sampletloér publications highlighted by leads
have been included in the main body of the specialty reports, additional papers having been
reported in the appendicesfictorialillustrations have once again been included to highlight
Group activity.

Table2: Acronyms used for 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 Covd Delivery Team(2021
VS Vision EANIE CancefTrials Network SRy 2024)

(Throughout the report we will refer to the NICRN clinical speciality groups (CSGs) and the
above acronyms will be used throughout our tabjes
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CardiovasculafCRV)

Clinical Leads, Active Pls and CMG Members

Cardiology Group Clinical Leads
Donna Fitzsimmons QUB
Patrick Donnellg, SEHSCT

Chief and Principal Investigators (Cls & P
Patrick Donnellg SEHSCT
Donna FitzsimmonsQUB
Colum OwensBHSCT
Andrew McNeiceBHSCT
Conleth Murphy BHSCT
Lana Dixorgr BHSCT

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

CMG Members

BHSCTLana DixonColum OwensAndrew

McNeice, Conleth Murphy

QUBc¢ Donna Fitzsimmons

SEHSCPatrick Donnelly, Bernardas Valecka
SHSCIPatricia Campbellan Menown

WHSCTAaron Peace

PPl Representative

Position Vacant

Group Background/Summary

It has been a busy year for the Cardiovascular Group with recruitment up by around 90% from
121 patients last year, to 229 in 2025. In addition, a massive 1824 patients were screened
for study participation by only 4.8 WTE team members. It is gratifgingte that recruitment

to target also improved from 73% last year to 80% in 2024The portfolio remains balanced,

with 20 commercial studies and 17 nesommercial. Of these, 24 were randomised controlled
trials and 13 were nonrandomised controlledrials. The majority 26 were interventional,
while a further 10 were observational in design. The median time from first patient, first visit
was 43 days, wiith 40% of studies achieving this in the target region of less than 30 days. At
the CMG held in Ma&h this year, 11 members were in attendance dridapologies were
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received. The group noted the need for more regular meetings and interest was expressed in
recruiting a PPI representative to the group.

The team was particularly proud to see significant dissemination of their work through

presentations at international and national conferences and many high quality publications
with severalprizes awarded. There was a slight reduction in number of cardiovascular studies
adopted in year for which the nature of studies available, access to patient cohorts,
protracted approval timelines and capacity challenges all played a part.

Key Achievements

In November 2024 Donna Fitzsimons the Clinical Lead was awarded an OBE for services
to Healthcare andEducation. The award was presented at a ceremony in Windsor
Castl€Figure 2a)

5NJ aSy2¢6yQa GSFY S!'ft4GNr wmnY 6SNB 6AGKAY
stent design study.

Prof Donnelly and Dr Valeciahieved a significant milestone by surpassing their recruitment
target in the PREVAIL study. They were also asked byREYRlteam to become a super
recruitment site to help ensure that global recruitment could be completed as planned. The
EurcAspirestudy team commended the research team for recruitment and data entry and
again asked the site to be a supecruiter due to challenges in achieving their broader UK
recruitment goal§Figure 2h)

¢tKS vdsSSyQa ! yAGSNEAGE & afe& BHSCTYeadhéi Nidsir R S
recruitment target in half the time expected for the CABIN study.

Dr Gemma Caughers was a finalist in the ESC Cardiovascular Nursing & Allied Professional
2025 New Investigator Awar@Hgure 2c), disseminating results of her PhD and the CABIN
study. Shéhas also been invited tpresent these findings at the Irish Cardiac Society Annual
Meeting in KillarneyOct 2025)

Prof Donna Fitzsimons presented the Florence Nightingale Lecture at the ESC Congress inj
Madrid, entitledés 2 Yy Q0 Y X: &VAy ativocac$ is &n opportunity and responsibility for
all healthcare professionals.

Earlier this year Ms Caroline Brown retired from her position as a Clinical Trials Nurse in
Belfast Trust. Caroline has been a great colleague and made an excellent contribution to our
team. We wish her a healthy and happy retirement.

Prof Pascal McKeowis planned todeliver a lecture at the Royal Victoria Hospital Annual
hNI GA2y SyidAidf SR W5S a2 i dzProf2shdrRSirdvizidael MéBBde /| K 7
and recently appointed Chief ExecutiweBHSCTMs Jennifer Welshwill be invited to be in

the audience along with medical students from QUB and Ulster University and many
colleagues of Prof McKeown.
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Relevant Publications

Effect of correcting iron deficiency on the risk of serious infection in heart failure: Insights
from the IRONMAN trial. Foley PW, Kalra PR, Cleland JGF, Petrie MC, Kalra PA, Squire
Campbell P Chapman onnelly P,Graham F, Hannah A, Lang NN, Matthews I, Leslie SJ,
Pellicori P, Piper S, Ray R, Savage HO, Spencer C, Walsh J, Wong YK, Ford I; on behalf of
IRONMAN Study Group. Eur J Heart Fail. 2024

Impact of SGLT2 inhibition on markers of reverse cardiac remodelling in heart failure:
Systematic review and metanalysis. Savage P, Watson C, Coburn J, Cox B, Shahmohammadi
M, Grieve DDixon L ESC Heart Fail. 2024

An insight into healthcare professionals' perspectives on discussing implantable cardioverter
defibrillator deactivation.Hill L, CassidyDixon L, Fitzsimons ,Drhylen |, Jaarsma T. Eur J
Cardiovasc Nurs. 2024

Impact of Anatomical and Viabilfguided Completeness of Revascularization on Clinical
Outcomes in Ischemic Cardiomyopathy. Ezad SM, McEntegart M, Dodd M, Didagelos M, Sidik
N, Li Kam Wa M, Morgan HP, Pavlidis A, Weerackody R, Walsh SJ, Spratt JQ, Stramge

P, Chiribiri A, Clayton T, Petrie MC, O'Kane P, Per&(R&VDVEBCIS2 Investigators] Am

Coll Cardiol. 2024

What do patients want from a digital device that supports heart failure-rsahagement?
McCune C, McNulty A, TonryRitzsimons DThompson DR, Watson JA, WatsorD&n L,
Hill L. Patient Educ Cour024

Effect of PCI on Health Status in Ischemic Left Ventricular Dysfunction: Insights From REVIVED
BCIS2. Ryan M, Taylor D, Dodd M, Spertus JA, Kosiborod MN, Shaukat A, Docherty KF, Clayt
T, Perera D, Petrie MBEVIVEIBCIS2 InvestigatorsJACC Heart Fail. 2024

SGLT2 Inhibition in Heart Failure: Clues to Cardiac Effects? Savap®rPL,Grieve D,
Watson C. Cardiol Rev. 2024

Intravenous iron for heart failure, iron deficiency definitions, and clinical respoiee:
IRONMAN trial.  John G.F. Cleland , Philip A. Kalra, Pierpaolo Pellicori, Fraser JP@uhham,
W.X. Foley4, lain B. et al on behalf of RONMAN Study group European
Heart Journal (2024)

Percutaneous Revascularization for Ischemic Left Ventricular DysfunctiorEfBadtveness
Analysis of the REVIVEBTIS2 Trial. Chivardi C, Morgan H, Sculpher MJ, Clayton T, Evans R,
Dodd M, Petrie M, Rinaldi CA, O'Kane P, Brown L, Perera D, SaranRigdIPEBCIS2
Investigators.Circ Cardiovasc Qual Outcomes. 2024

McCune C, McNulty A, TonryRitzsimons DThompson {David R.}, Watson {Jenny A.}, et al.
What do patients want from a digital device that supports heart failure-rsa@hagement?
Patient Educ Couns. 2024
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Neumann A, Steiner B, Verket M, Kanna {Niveditha Daneeza Dinesh}, Hill L, McNulty A, et al.
Patients expectations and experiences with the usage of acaedf application for heart
failure: A qualitative interview study. Digit Health. 2024 Nov;10.

Creighton LCaughers GMitchell G, McMahon F,itzsimons DEducational interventions for
the modifiable risk factors of cardiovascular disease inrpggstration nursing: a scoping
review. In 2024. Available from: https://www.elsevier.com/en
gb/events/conferences/all/internationahurseeducatiorconference

{T &Yl Z2al A t Fitzsind®rs Hraykoy ¥, Aibans V, Bueno H, et al. Stronger
together: The impact of joint advocacy efforts for European Union and National
Cardiovascular Health Plans. Kardiol Pol. 2024

Hill L, Cassidy IDixon L Fitzsimons D,Thylen I, Jaarsma T. An insight into healthcare
LINEFSaaAz2ylfaQ LISNALISOGAGSAE 2y RAaOdzaaay3
European Journal of Cardiovascular Nursing. 2024

Thompson GCaughers G, Bradley Dpnnelly P Mooney M,Fitzsimons DThe feasibility of

delivering cardiac brief intervention to patients following-&&vation myocardial infarction:
protocol for a pilot randomised controlled trial. PLoS One. 2024

Creighton LCaughers GMitchell G, Thompson G, Simms L, McHale S, et al. Heart health
champions: how to develop student nurses as role models for cardiovascular health. In 2024.
Available from: https://www.escardio.org/Congressegents/ACNARongress

Creighton L,Caughers G Fitzsimons D.Evaluation of a digital educational resource,
ASMOSUS, to enhance cardiovascular disease knowledge and lifestyle behaviour change for
first year nursing students: a mixedethods study. In 2024.

Peters R, {Brown Wilson} C, McCutcheon K, Higgins G, Carlisle S, Kerr H, et al. Patient an
Carer Education Partnership Forum (PCEP) Annual Report 2023. Sept 2022Aug 2023.
2024.

The DISCHARGE Trial group inclubioignelly P(2024) Age and computed tomography and
invasive coronary angiography in stable chest pain. JAMA Cardiol 9;435846
doi:10.1001/jamacardio.2024.0001

Biavati F, Saba L, BoussoussouDdnnelly Pet al (2024) Coroanasrtery calcium score
predicts major adverse cardiac events in stable chest pain. Radiology
https://doi.org/10.1148/radiol.231557

Lee P, Petrie MDonnelly P(2024) Efficacy of IV ferric derisomaltose in hospitalised and
outpatient settings: insights from ironman trial. BMJ 2024 110, 3 Abstract 137

Fitzsimons DCosentino F, Linde C et al (2025) Delivering a European Union Cardiovascular
Health Plan: From building momentum to political action European Heart Journal 46;39,3819
3822
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Awards/Good New Stories

Seefurther information inthe achievementsectionabove

Figure 2aProf Donna Fitzsimonawarded OBE Figure 2b: SEHSCT Cardiol&psearch
Team and Dr Bernardas Valecka

LIED PROFESSIONS

D AL
NURSING AT = TOR AWARDS

INVESTIGAT

Figure 2c: Dr Gemma Caughersa finalist in the ESC Cardiovascular Nursing & Allied
Professionals 2025 New Investigator Award.
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Dashboard(CardiovascularCRV)

Studies and Sites Data

HSC Trusts

Mo. of Active

No. of Active

37

No. of

Sites

Recruitment

44

with

(L]

No. of Sites

Recruitment

16

with

Mo. of Sites

Recruitment

37

No. of New

during 24-25

24-25

No. of Studies
closed during

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

2425

Screened Recruited Screened . .-

(INY*) during | during (NY") | (TOT)"* asar | FeTl O]
24.25 2425 31/03/2025 EIOSAZ0
1824 | 229 | 5120 1,029

* INY = Activity reported over reporting period (01,/04/2024 - 31/03/2025)
** TOT = Total activity reported up to and including 31/03/2025

Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25

Commercial Non—. Randomised | Non-Randomised | Interventional | Observational
Commercial
No. of Acti
P |20 17 24 13 26 10
udies
P“"[’;’]“"“ 54.05% | 45.95% | 64.86% | 35.14% 72.22% | 27.78%

Sponsorship Type

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Commercial

Mon-Commercial Combined
Recruited Median RT | Median RETT Recruited (INY) Median RET | Median RETT Recruited Median RETT
(INY) during E:;:;l E:;:;l* during E:;:;l El‘:;l* (INY) during | Median RtT (%)* EI;:;L*
24-25 24-25 24-25
155 80.00% | 76.67% 74 80.00% | 77.00% 229 80.00% 74.00%

* Median RET Metrics calculated on Active Studies which have closed to recruitment in year
** Median RETT Metrics calculated on all active studies in year

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Design Type
Interventional Observational Combined
Recruited | o fian RET | Median RerT | RECUIted INY) | o fian RET | Median err | RECruited , ,
(INY) during = during (INY) during | Median RtT (%)* |Median RtTT (%)
(%5) (24) (25) (%)
24-25 24-25 24-25
69 80.00% | 73.33% 160 74.00% | 87.00% 229 80.00% 74.00%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment
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Median First Participant, First Visit Windows (days) and Proportion of Studies

Achieving < 30 days target (%) *

Commercial{19) Mon-Commercial(18) Combined(37)
Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
43.0 36.84% 40.5 44.44% 43.0 40.54%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

Achieving < 30 days target (%) *

Interventional(27)

Observational(10)

Combined(37)

Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
43.0 37.04% 34.0 50.00% 43.0 40.54%

* FPFV Metrics calculated on Active Sites with Recruitment only

Dashboard(Cardiovasculat CRVO 2 V)i QR

Clinical Specialty Group Data by HSC Trust

. Recruitment i No. of . . Median Rec to|| Median ALL .
List of HSC (INY) during Proportion Recruitment Proportion |[Median Rec to Time & Target| FPRy===* Proportion
Trusts™® o Share (%) Sites Share (%) Target (%)** (%)%= {days] (%) < 30 days
BHSCT 40 17.47% 18 40.91% 716.67% 73.33% 6.5 57.14%
NHSCT 0 0.00% 0 0.00%
SEHSCT 43 18.78% 10 22.73% 87.00% 100.00% 43.0 44.44%
SHSCT 70 30.57% i 15.91% 97.50% 97.50% 41.5 33.33%
WHSCT 76 33.19% 9 20.45% 45.00% 46.36% 77.5 12.50%
Totals: 229 100.00% 44 100.00% 80.00% 74.00% 43.0 40.54%

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

Child Health Group Clinical Leads CMG Members
David Sweet BHSCT BHSCT David SweetAnthony McCarthy
Anthony McCarthyg BHSCT SEHSCMichael Magowan

SHSCTAlison Verner
Chief and Principal Investigato(€ls & PIs} \wHsSCTE Position unfilled

David Sweet BHSCT (Neonates)
Bharathi Rae BHSCT (neonates)
Karen Keowrg BHSCT (Paeds CF) PPI Representative
Adam Reynoldg BHSCT (Neonates)
Julie RichardsonBHSCT (PICU)

Emma McCartneg BHSCT (Cleft palate
service)

9AL AaK ¢IBISCZ (Ci¥fephllate
service)

Frank Casey UUJ (Paeds Cardiology)
Thomas Waterfield QUB (Paeds ED)
Grace McCalf BHSCT (Paed Nephrology
Lynne Spierg BHSCT (Paeds ID)

Brian McCrossanBHSCT (Paeds
Cardiology)

Suzanne LawtherBHSCT (Paeds Surgery
Catriona MonaghanBHSCT (O&G)
Noina Abidg BHSCT (Paeds Endocrinolog
Michael Magowanr SEHSCT (Paeds)
Alison Verner SHSCT (Neonates)
Fionnula SayersBHSCT (Paeds Ortho)
Laura Jenking BHSCT (Paeds CF)
Sarindra Millag Southern (Paeds Diabete
Lesley Ann FunstanSouthern (Paeds)
David Grahang Southern (Paeds)

NHSCIDave Watkins

Position vacant

Group Background/Summary

The Child HealtlktMG met in Marchvith a follow up meetingplanned forJune 2025. This
year7 studieswere completed and closedVith recruitmentto targetaveraging at 1129659
children and infantsvere recruited into trialswhich wereeither openor in follow up,across
Northern Ireland. Recruitmens still running across three Trusts, with ongoing diffi@din
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getting engagement fronthe Northern and Western Trust who at present do not have
nursing support orsite. A further five studiesvere closedto recruitmentand in follow up,

with recruitment in Surbn, Dolphin and BESS all recruiting above target. There are 10 studies
still open and actively recruitingfaree having opened this year with a further two in site set
up. The main barrier at present remains the slow turnaround of approvals to get studies
started because of delays at R&D office.

Key Achievements

T

T

The availability of aull nursing staff complement has enabled us to carry out more
activity than ever before. We have one commercial study in the paediatric portfolio
and another in the pipeline

We are covering more specialties than ever before, including cardiology, nephrology,
infectious disease, paeds ED, neonatology and PICU

Relevant Publications

1.

Eleftheriou D, Moraes YeRurvis C... Brogan Ret al. Multi-centre, randomised, open

label, blinded endpoint assessed, trial of corticosteroids plus intravenous
immunoglobulin (IVIG) and aspirin, versus IVIG and aspirin for prevention of coronary
artery aneurysms (CAA) in Kawasaki disease (KD): the KD CAA prever@#xARD
trial protocol Trials. 2023 Jan 26;24(1):60. doi: 10.1186/s13W620705%9. PMID:
36703139; PMCID: PMC9879235.

Al-Najjar N,..., Pal Dket al. Changing Agendas on Sleep, Treatment and Learning in
Epilepsy (CASTLE) Skeem protocol for a randomised controlled trial comparing an
online behavioural sleep intervention with standard care in children with Rolandic
epilepsy. BMJ Open. 202Blar 10;13(3):e065769. doi: 10.1136/bmjop2022
065769. PMID: 36898757; PMCID: PMC100083ai%.of Castle SleefEstudy team

PI Dr Lesley Anne Funston

Awards/Good New Stories

1.
2.

3.

Royal Maternity HospitalBwas thehighest recruiter fothe FERN trial
TheneoGASTRIStudy has recruited 18 of an anticipated pérticipantsin the first
two months of openingThis studylosesn March2026.

TheGastric PICHtudy has recruited. 9 of an anticipated?0 participantsso far, with

3 months still to go.

The successfuburf on study achievedl22% recruited to targetvhereas DOLFIN
recruited133% to target

Professor Frank Caseglebratingwith his research participant fahe SCOUT HGM
Study of Mavacamten in adolescent participants with hypertrophic cardiomyopathy.
TheChildrensteam plan to also go to the Paediatric Critical Care Conference in Belfast
in September year 2025,
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Figure3: Professor Frank Casey with his research participant for SCOUT HCM Study

alongside the NICRN Children’s clinical research nurses, and cardiac investigations team in
the Heart Centre RBHS
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Dashboard(Child Healthy CH)

Screening and Recruitment In Year and also
Studies and Sites Data Cumulative Totals for Active Studies During
24-25
Na. of Active > .J -- ited S L Recruited =
HSC Trusts 3 Wie 3 | T || (e asat:-nﬂ::-ir?;(—‘m
24-25 24-25 31/03/2025
No. of Active
i 23 317 106 1,149 559
No. of * INY = Activity reported over reporting period (01/04,/2024 - 31/03/2025)
e T 25 **TOT =Total activity reported up to and including 31,/03/2025
Sites
No. of Sites
w_'th 13 Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24
Recruitment
(INY)
No. of Sites
with . Non - . . 1 -
. 19 Commercial . Randomised | Non-Randomised | Interventional | Observatiopal
Recruitment Commercial
(ToT)
Mo. of New .
No. of Active
Studies 3 studies 1 22 13 10 12 11
during 24-25
Mo. of Studies -
. Proportion o o o 0 o o
closed during 7 % 4.35% | 95.65% | 56.52% 43.48% 52.17% 47.83
24-25 (%)
Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by
Sponsorship Type
Commercial Non-Commercial Combined
Recruited Median RET | Median RET Recruited [INY) Median RET | Median RETT Recruited Median RETT
(INY) during E:;:;l EI;:;l* during El;:;l EI;:;:IH (INY) during | Median RtT (%)* E:;:;l*
24-25 24-25 24-25
0 0.00% 106 112.00%| 67.55% 106 112.00% 50.00%
* Median RET Metrics calculated on Active Studies which have closed to recruitment in year
** Median RETT Metrics calculated on all active studies in year

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

Interventional

Observational Combined
Recruited |\ dian RtT | Median rerr | Recruited INY) | o fian RET | Median Rerr | Recruited . ,
{INY) during + during (INY) during | Median RtT (3)* |Median RITT (3:)
(%) (%) (%) (%)
24-25 24-25 24-25
56 117.11%| 81.00% 50 50.00% | 50.00% 106 112.00% 50.00%
* Median RET Metrics calculated on Active Studies which have closed to recruitment
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Achieving < 30 days target (%) *

Commercial(1) Non-Commercial(18) Combined(19)
Median FPFV % <30 d Median FPFV 9% <30d Median FPFV 9% <30d
(days) W (days) W (days) we
13.0 100.00% 61.5 22.22% 57.0 26.32%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

Achieving < 30 days target (%) *

Interventional(12)

Observational(7)

Combined(19)

Median FPFV % <30 d Median FPFV 9% <30 d Median FPFV 9% <30 d
(days) W (days) W (days) s
57.0 33.33% 70.0 14.29% 57.0 26.32%

* FPRV Metrics calculated on Active Sites with Recruitment only

Dashboard(Child Healtty CHIAT 1)0 8 A

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

Clinical Specialty Group Data by HSC Trust

List of HSC Rlic;u:m?m Proportion ] ND_:t of : Proportion  (|Median Rec to TEdi?fEH: N:Egi\in*il;l' Proportion (46)
Trusts* (INY) during Share (%) Em_“ men Share (%) Target (%)** IMe & 1arge < 30 days
24-25 Sites (98)=** (days)

BHSCT 83 78.30% 19 76.00% 81.00% 50.00% 53.5 35.71%

NHSCT 0 0.00% 0 0.00%
SEHSCT 4 3.77% 1 4.00% 125.00% 125.00% 86.0 0.00%
SHSCT 19 17.92% 5 20.00% 135.00% 50.00% 126.0 0.00%
WHSCT 0 0.00% 0 0.00%
Totals: 106 100.00% 25 100.00% 112.00% 50.00% 57.0 26.32%

* HSC Trust names highlighted in purple indicates which Trusts are active in the C5G portfolio
** Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
*** Median RITT Metrics calculated on all active studies in year

**%% FPFV Metrics calculated on Active Sites with Recruitment only
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Critical Careand Perioperative Medicing(CCA)
Clinical Leads, Active Pls and CMG Members

Critical Careand Perioperative Medicing
Group Clinical Lead

Jon SilversidesBHSCT & QUB

Chief and Principal Investigato(£ls & PIs)
Jon SilversidesBHSCT & QUB

Danny McAuleg BHSCT & QUB
Adam Glasg BHSCT & QUB
Peter McGuigalg BHSCT & QUB
Chris Nuttc BHSCT

James McNamee BHSCT
Murali Shyamsundar BHSCT
David Johnstoq BHSCT
Dominic Trainog BHSCT

Paul Johnstog NHSCT
Samantha HagaQSEHSCT

Rob Charnock SHSCT

Shiva AravaSHSCT

Denise McFarland SHSCT
Adrian Donnellyy WHSCT

CMG Members

BHSCT Adam Glass, Danny McAuley, Jon
Silversides, Michael McGinlay, Peter McGuigar
James McNamee, Chris Nutt, David Johnston,
Murali Shyamsundar, Christine Turley, Kathryn
Ward, Chris Wright, Emma Bohan, Rosemary

Hogg, Andrew Boyle.

NHSCT Paul Johnston, Nathan Galloway
SEHSCQg Chris Murray, Samantha Hagan.

SHSCT Rob Charnock, Denise McFarland, Orla
McAtasney, Michael Jones, Shiva Arava

WHSCE! RNA Y 52yyStfezx

PPl Representative

Position vacant

Group Background/Summary

The critical care and perioperative medicine specialty group continued to demonstrate good
levels of activity, mainly investigator led, NHiRded studies. While the headline figure
(overall number of patients recruited) increased from the previous ytas, was driven
largely by a single observational study which accounted for nearly two thirds of total

recruitment. Excluding this study, however,

there was a sharp downturn in numbers of

patients recruited compared with 2028 (40% decrease in recruitmieto randomised trials).
Contributory factors to this downturn included (1) a number of kigbruiting trials reaching
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the end of recruitment iryear, (2) delays in obtaining R&D approvals for new studies to open
in Belfast HSCT, and (3) increasing complexity of trials e.g-amaltmultistage designs with
several randomisations and a much greater time commitment feeaech teams. The latter

is not wellcaptured by accrual figures and will continue to be an issue for both sites and
investigators.

¢KS 3INRdzLIQa LIERNIF2tA2 O2yaraidsSR 2F ptv addr

screened, 24% (951) were recruited, and of these 236 participated in interventional trials. Of
studies closed in year, recruitment achieved was 92.5% to time agdttdBelfast HSCT were
invariably among the top recruiting sites nationally for NIHR trials (e.g. MARCH, SINFONIA,
SOS). CMG meetings were held quarterly, with regular representation from 4 of 5 Trusts, as
well as representatives from the NICRN coordimgitentre.

The group continue to explore ways to utilise EPIC to facilitate screening, communication, and
data collection for research trials. As a group, we are conscious of the lack of commercial
activity, reflectng in part a relative dearth of industry studies in this space but also a full
portfolio of NIHRfunded investigatotinitiated studies. This is something the group is keen to
address. We are also keen to continue expansion of our small but growing podfolio
perioperative studies.

Key Achievements

Several trials were completed during 2024 UKROX was a very large (16,500 patient)
comparative effectiveness RCT comparing a conservative versus a liberal oxygen target for
mechanically ventilated, critically ill adults. SEHSCT, SHSCT and WHSKitecb2&B
patients in total. This trial was presented at tGatical Care Reviewseeting in Belfast. UK

ROX showed a neutraffect andwas presented at th€ritical Care Reviewseeting in Belfast

and published iJAMA Other completed studies inclad SRAVI, an HSC R&D fellowship
funded clinical trial investigating a novel communication device for patients with
tracheostomies (BHSCT and WHSCT); an observational perioperative study of right ventricular
function (BHSCT); and VitDalize, a randomiseagghlocontrolled trial of Vitamin D in
critically ill vitamindeficient adults (BHSCT). The SEHSCT team enrolled 615 patients in
UnCorkED, an observational study investigating delays in admission from ED to wards and the
AYLI OG 2F WO2NNAR2NJ OF NBQo

Several new trials were opened: GUARDS (steroids in ARDS) in BHSCT and SHSCT; &
SHORTER (short course antibiotics versus usual care in critically ill adults) in SHSCT. INFIN
(BHSCT) is a complex Phase 2 trial of Interfgeonma to prevent infectiomifunctionally
immune compromised patients, and SepTIC (BHSCT) is a Phase 3 RCT investigating
interventions for treatment of sepsig a novel PClRased diagnostic; conservative fluid
management including deresuscitation; and, in the most severely ikmpat GMCSF.
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The Critical Care Reviewseeting, held annually in Belfast each year and now also in
Melbourne, was the platform for presentation of several studies to which the NICR&AIC

Care andPerioperative Medicingeam contributed. These trials included A2B (comparing
dexmedetomidine, clonidine and propofol sedation), published in JAMA, and VACIRISS
(Vaccination for immune recovery following sepsis).

Relevant Publications

BiomarkerGuided Antibiotic Duration for Hospitalized Patients With Suspected Sepsis: The
ADAPTSepsis Randomized Clinical TridDarkt = McAuley DF, X McNameeW Xet al
ADAPTSepsis Collaboratard AMA 2025;333;(8):68293.

Evaluation of Plasma Biomarkers to Understand the Biology and Heterogeneity of Treatment
Effect in Lower Tidal Volume Ventilation Facilitated by Extracorporeal CO2 Removal in Acute
Hypoxemic Respiratory Failure: A Secondary Analysis of the RESBoMmAJ,Reddy

KX McNameelJ McAuleyDF,0'KaneCMet al

Magnetic resonance imaging in comatose adults resuscitated aftepflibspital cardiac
arrest: A posthoc study of the Targeted Therapeutic Mild Hypercapnia after Resuscitated
Cardiac Arresttriald | & (i 4 2 2 RcGDigaB PXX . S fetalYTAMEarial investigators.
Aust Crit Care. 2025 Mar;38(2):101130.

Drug therapy versus placebo or usual care for comatose survivors of cardiac arrest; a
systematic review with metanalysis McGuigant WXZMcAuley DFet al. Resuscitation
205, 2024, 110431

Sedation, temperature and pressure after cardiac arrest and resuscitatierSTEPCARE trial:
A statistical analysis plaN.l Y LJ McGligak PIXX WI | 2 etalSAtta AHaesthesiol
Scand. 2025 May;69(5):e70033.

Standardizing nomenclature in regional anesthesia: an ASFRA Delphi consensus study of
upper and lower limb nerve blockEl. 2 3 KRl RHoOggRME X 9f { | &tal 6| y &
Reg Anesth Pain Med. 2024 Nov 4;49(11):782

Neurological injury following peripheral nerve blocks: a narrative review of estimates of risks
and the influence of ultrasound guidandsemke EJohnston DE X { 2 Y RS&tallLJLI Y
Reg Anesth Pain Med. 2024;49(2):11232.

Physiologic determinants of nearfrared spectroscopylerived cerebral and tissue oxygen
al GdzNF GA2Y YSIFadaNSBYSyida Ay ONRGAOIWardgK A f €
McCann JMcAuley DF. & Silversides &\al. Critical Care Explorations. 6, 5, 9 p., €1094.

A New Global Definition of Acute Respiratory Distress Syndramie.i (i K | @McAulef X
DEE X 2 at@JAm Y Bespir Crit Care Med. 2024 Jan 1;209(4y37
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Dexmedetomidine or ClonidineBased Sedation Compared With Propofol in Critically i
Patients: The A2B Randomized Clinical Ttiak. f & K M¢Aulgy DE X 2 & &L M2B/ W
Trial Investigators. JAMA. 2025 Jul 1;334(1%32

Effect of simvastatin on postoperative complications in patients undergoinglworge
ventilation during surgery: the Prevention HARPandomised controlled trialDf I aa ! Z
{Af OSNEARS& W3 X a OétalzfTBodax. 2025 Jul B:MER0X5R2BQ7R I NJ a

Effectiveness of mucoactives (carbocisteine and hypertonic saline) in addition to usual airway
clearance management with usual airway clearance management alone in acute respiratory
failure (MARCH): study protocol for a midéntre 2x2 factorial, randomesl, controlled,
openlabel, Phase 3, pragmatic, clinical and esfé¢ctiveness trial with internal pilot.
Connolly BX{ K& | Y& dzy Rl NJ a Xt aK NIHROOpdr R8s 20Z5@\pr 10;5:30.

Key presentations

Critical Care Canada Forum. November 2024. Prof DF McAuley

T t NEBOA&A2Y YSRAOAYS Ay !lws5{Y AdQa O2YAy3H
1 Pharmacologic Management of ARDS

9 Testing Less Injurious Ventilation REEST

1 The REALIST trial

ECOGICS International Congressine 2024. Prof DF McAuley.
9 Latest results from the REST trial

Society of Critical Care Medicine. February 2025. Dr J Silversides

1 What goes up must come down: When to-Resuscitate the Septic Patient

Awards/Good New Stories

t NPT 5Fyyeé aO!dzZ Seé& gla |LWLRAYGSR 2 (GKS bl

Scientific Director for NIHR programmes.

Dr Jon Silversides was appointed to the NIHR HTA programme prioritisation committee for
hospitato  a SR OF N8> FtyR G2 €SIR GKS wz2elft /2
programme.

Major grant funding included:

NIHR/MRC EME programrfig,954,762

Precision medicine Adaptive Network platform Trial in Hypoxemic acutE respiratory failuRe
(PANTHER). Prof Danny McAuley CI

NIHR/MRC EME Advanced Fellowships £2,412,950
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A phase 2 randomised clinical trial to evaluate the efficacy of anakinra in patients with the
acute respiratory distress syndrome (AnakARDSAndrew Boyle CI
NICRN CC team in Belfa&t®ighest recruiters in the UK for SOS trial.

Figure 4: Critical Care and Perioperative Medicine Belfast team celebr&ted highest
recruiters in the UK to the SOS trial
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Dashboard(Critical Care and Perioperative Medich€CA)

Studies and Sites Data

Mo. of Active
H5C Trusts

No. of Active

29

No. of
Recruitment
Sites

57

No. of Sites
with
Recruitment
(INY)

35

No. of Sites
with
Recruitment

45

MNo. of New

during 23-25

MNo. of Studies
closed during
24-25

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

24-25
Screened Recruited Screened . .
(INY-) during | during (NY*) | (TOT)*= as ar | "o eC (0T
2425 2435 31/03/2025 LS/ 202
3,001 | 951 | 10,964 | 2,198

* INY = Activity reported over reporting period (01/04,/2024 - 31/03/2025)
*#*TOT = Total activity reported up to and including 31/03/2025

Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25

Non -

Commercial Commerdial Randomised | Non-Randomised | Interventional | Observational
Mo. of Active
adics 0 29 22 7 22 7
Pr”‘[’;r]“"“ 0.00% |100.00% | 75.86% | 24.14% 75.86% | 24.14%

Sponsorship Type

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Commercial Non-Commercial Combined
Recruited Median RET | Median RETT Recruited (INY) Median RET | Median RETT Recruited Median RETT
{INY) during = ;:'l = ;:1* during = ;:'l © ;:'1* (INY) during | Median RtT (3)* = ;:'l*
24-25 3] 3] 24-25 e} ) 24-25 )
0 951 91.34% | 92.50% 951 91.34% 92.50%

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

** Median RETT Metrics calculated on all active studies in year

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Design Type
Interventional Observational Combined
Recruited |\ fian RET | Median RerT | RETUTEA INY) | 0 fian RET | Median gty | RECTuited , .
{INY) during during (INY) during | Median RtT (36)* |Median RtTT (26)
(%)™ (%6) (%) (%)
24-25 24-25 24-25
236 92.50% | 92.24% 715 90.18% [ 110.00% 951 91.34% 92.50%

* Median RET Metrics calculated on Active Studies which have closed to recruitment
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Median First Participant, First Visit Windows (days) and Propertion of Studies

Achieving < 30 days target (%) *

Commercial{0) Mon-Commercial(45) Combined(45)
Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
31.0 418.89% 31.0 18.89%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

Achieving < 30 days target (%) *

Interventional(28)

Observational(17)

Combined(45)

Median FPFV
(days)

% < 30 days

Median FPFV
(days)

% < 30 days

Median FPFV

(days)

% < 30 days

37.0

46.43%

29.0

52.94%

31.0

48.89%

* FPFV Metrics calculated on Active Sites with Recruitment only

Dashboard(CriticalCare and Perioperative Mediciné # !

Clinical Specialty Group Data by H5C Trust

. Recruitment . Mo. of . ) Median Rec to| Median ALL .
List of HSC (INY) during Proportion Recruitment Proportion ||Median Recto Time & Target|| Fprysss= Proportion

Trusts* T Share (%) Sites Share (%) Target (%)** {561+ (days) (%) < 30 days
BHSCT 175 18.40% 27 47.37% 95.09% 98.14% 20.0 55.00%
NHSCT 18 1.89% 5 8.77% 120.00% | 120.00% 7.0 66.67%
SEHSCT 690 72.56% 2] 15.79% 231.67% | 118.70% 51.0 37.50%
SHSCT 52 5.47% 6 10.53% 69.58% 87.55% 42.5 50.00%
WHSCT 16 1.68% 10 17.54% 55.00% 68.47% 92.5 37.50%
Totals: 951 100.00% 57 100.00% 91.34% 92.50% 31.0 48.89%

* HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
** Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
*** Median RtTT Metrics calculated on all active studies in year
**** FPFV Metrics calculated on Active Sites with Recruitment only
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Diabetes (DIA)

Clinical Leads, Active Pls and CMG Members

Diabetes Group Clinical Lead
Alex MirasUU &WHSCT

Philip Johnstoa BHSCT

Chief and Principal Investigato(€ls & Pls
John LindsaBHSCT

Philip JohnstorBHSCT
Hamish CourtnedHSCT
Danny McWilliams, BHSCT
Ailish Nugent, BHSCT

Ben Loughrey, BHSCT
Teresa Greene, BHSCT
Anna StrzeleckBIHSCT
Rhona Brennan, NHSCT
Ciara Mulligarg SEHSCT
Barbara Tate, SEHSCT
Maureen Roberts, SHSCT
Clionagh McElhinney, WHSCT
Alex MirasWHSCT & UU

CMG Members

BHSCT Philip Johnston
NHSCT Anna Strzelecka
SEHSCg Ciara Mulligan
WHSCT Alex Miras

PPI Representatives

Position Vacant

Group Background/Summary

The diabetes CMG meets every faix months with regular representation across four of the
five health Trusts. The portfolio includes studies in type 1 diabetes, type 2 diabetes,-cardio
metabolic, metabolic bone disease and obesity management.

There are a total of 13 active studiesdertaken across all 5 trustSlightly more than half of
all studies were interventional and randomised desi@8% of the portfolio studies are
industry-sponsored.Of 268 patients screenedtatal of 159 participants were recruited to
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studies.This represents a #ld increase in screening and a 5 fold increase in recruitment
comparedto 202324. The combined median first participafitst visit was35 days. Overall
the recruitment to target (RtTand recruitment to time and targe{RtTT)figures were
excellent at36% and2%.Twonew studies were adopted by the diabetes NICRN.

Key Achievements

The Diabetes team have successfully contributed to the following studies during the
reporting year:

BHSCT

wSOUlcomplete 5 recruitedand arecent publication in NEJM below
wFAMEL EYEL1 recruitedrecruitment now closedarget 11

wUKEDI 21 recruitedrecruitment now closedarget 20

wTOPAZ 13 recruitednow closed for recruitment

wMYDIABETES AND M8 recruited target 3&till open

wADDRESS 15 recruited now closed for recruitment

NHSCT

9 Address 2recruited 17 patients, recruitment ongoing. Inittalrget was 6
1 Poseidonrecruited 21 patients, target was 8

1 SynchronizeCVOT recruited 9, target was 8.

1 Redefine 2recruited 11, target was-80

WHSCT

1 Synchronise trial: 4 patients recruited

Relevant Publications

McGuire DK et al, fahe SOUL Study Grou@ral Semaglutide and Cardiovascular Outcomes
in HighRisk Type 2 Diabetdd.Engl J Med 2025;392:20Q012.

A Retrospective, Noeinterventional, Chart Review Study of the Effectiveness of FreeStyle
Libre in Adults with Type 2 Diabetésster presented at ATTD

Advances in TherapfPIONEER REAL :UXMulttCentre, Prospective, Redlorld Study of
OnceDaily Oral Semaglutide Use in Adults with Type 2 Diabetes | Advances in Therapy
(springer.com)

A Multi-Centre, Prospective, Re@lorld Study of Onc®aily Oral Semaglutide Use in Adults
with Type 2 DiabetesPubMed (nih.gov)
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Awards/Good New Stories
'fa0SN) | YAOSNARAGE KlFa 0SSy | g1 NRSR emn YAf
evaluate the first obesity services in primary care. The PEACETIME project will be led by Prof
Alex Miras and run 2028029.

The WHSCT has been selected as a clinical trial site of excellence by Boehringer Ingelheim in
recognition of patient feedback and retention rates.

Dr Philip Johnstohas been appointed the neiabetes Group Clinical 4¢ead, replacing Dr
John Lindsay who has been critical to the continued success of the group over the last
years(Figure 5a)We wish DdohnLindsay our very best and thank him for having led the
groupsince 2019

REGISTRATION B

EXHIBITION & )
NETWORKING AReA B8

PLENARY HALL p !

T HLG P
Adeargiey
! Hxavreanw

Figure @: NICRN Diabetes Clinical Lead changeover FigurdB8CT team trip tthe
CaReMeLd@Donference in Warsaw
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Dashboard (Diabetes- DIA)

Studies and Sites Data

Mo. of Active
HSC Trusts

MNo. of Active 13

MNo. of

Recruitment 23

No. of Sites
with
Recruitment
{InY)
No. of Sites
with
Recruitment

12

19

No. of New

during 24-25

No. of Studies
closed during
24-25

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

24-25
Screened Recruited Screened . .
(INY") during | during (INY=) | (TOT)"* as at | "ot 0T
2425 2435 310372005 | 25 T 31/03/2025
268 159 628 318

* INY = Activity reported over reporting period (01/04/2024 - 31/03/2025)
**TOT =Total activity reported up to and including 31/03,/2025

Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25

Commercial L= . Randomised | Non-Randomised | Interventional | Observational
Commercial
MNo. of Active
Studies 5 8 7 > 7 6
Pr“‘(’;r]“““ 38.46% | 61.54% | 53.85% | 46.15% | 53.85% | 46.15%

Sponsorship Type

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Commercial Non-Commercial Combined
Recruited Median RtT | Median RTT Recruited [INY) Median RtT | Median RETT Recruited Median RETT
(INY) during & |ar’|‘ & |ar’|m during = |a|1 & |a|1* (IN¥) during | Median RtT (%)* = |a|1*
24-25 ) ) 24-25 el ) 24-25 el
33 90.00% | 101.25% 126 54.33% | 91.67% 159 86.67% 91.67%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
** Median RETT Metrics calculated on all active studies in year

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Design Type
Interventional Observational Combined
Recruited | dian RtT | Median gerT | TecrUited INY] | ) ian RET | Median Rerr | RECTUited , ,
(INY) during * during (INY) during | Median RtT (36)* |Median RiTT (%)
(%) (%) (%) (%)
24-25 24-25 24-25
103 56.67% | 88.89% 56 90.00% | 105.83% 159 86.67% 91.67%

* Median RT Metrics calculated on Active Studies which have closed to recruitment
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Dashboard (Diabetesz DIAAT T 08 A

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

Commercial(6) Non-Commercial(13) Combined(19)
Median FPFV Median FPFV Median FPFV
edian % < 30 days edian % < 30 days edian % < 30 days
(days) (days) (days)

32.0 50.00% 36.0 46.15% 35.0 47.37%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

Interventional(11) Observational(8) Combined(19)
Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
36.0 36.36% 295 62.50% 35.0 47.37%

* FPFV Metrics calculated on Active Sites with Recruitment only

Clinical Specialty Group Data by HSC Trust

. Recruitment . MNo. of . . Median Recto|| Median ALL .
List of HSC (INY) during Propaortion Recruitment Proportion  |Median Recto Time & Target| FPRV*=+ Proportion

Trusts* — Share (%) Sites Share (%) Target (%)** (o) {days) (%) < 30 days
BHSCT 74 46.54% 12 52.17% 22.00% 89.17% 28.5 62.50%
NHSCT 33 20.75% 6 26.09% 112.50% | 110.42% 32.5 50.00%
SEHSCT 8 5.03% 2 8.70% 50.27% 121.0 50.00%
SHSCT 40 25.16% 1 4.35% 111.11% 158.0 0.00%
WHSCT - 2.52% 2 8.70% 26.67% 49.44% 44.0 0.00%
Totals: 159 100.00% 23 100.00% 86.67% 91.67% 35.0 47.37%

* HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
** Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
*** Median RtTT Metrics calculated on all active studies in year

**** FPFV Metrics calculated on Active Sites with Recruitment only
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Gastroenterology (GAS)
Clinical Leads, Active Pls and CMG Members

Gastroenterology Group Clinical Lead CMG Members

Inder Mainie¢ BHSCT BHSCTGraham Morrison, Inder Mainie, Leah
Gilroy

Chief and Principal Investigators NHSCT Kok Diong
Inder Mainiec BHSCT SEHSCAPatrick Allen

WHSCT John McGoran

Graham Morrisorg BHSCT
Leah Gilroxg BHSCT
Patrick Allerg SEHSCT

PPl Representatives
TCK Tham SEHSCT

Position Vacant
Darragh McCullaghg SEHSCT
Diong KOK NHSCT
JohnMcGoran¢ WHSCT

Mumtaz Hussaiq SHSCT

Group Background/Summary

Dr | Mainie was appointed th@astroenterology Group Clinical Lead in 202MG meetings
are planned for the Summer and Autumn of 2025.

There are currentljtOactive studies, 5 of which aranning in the Belfastrust, one in Upper
Gl eosinophilic oesophagitiEheCeltic capsule studyill belooking at Service improvement
as aninitiative and followmup to the BEST 4 trial.

From 2009, Belfastrust has participated in the BOSS tribhis is aandomised controlled

trial of surveillancersy 2 A dzNISA T f I yOS F2NJ LI GASyGa 6AdK
Oesophagus Surveillance Studi)e sudy completed in 2024.

13 patientswererecruited to this landmark study and the paper was published in the number
one impact journglGastroenterology 2025.

In 202425, we screened over 1100 patients for the Delta project (Project DEhieYyrateD
diagnostic solution for EarLy deTection of oesophageal cAmvezstigating the use of the

Ol LJadz S aLky3asS Ay . I NMWB achievéd tdrgftby recfuifg@eE & &
patients in the Belfast trust, 93 in the Western trust, 47 in the Northern trust and 13 in the
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Southern trust. Posteran this workwere presented at UEGW 2024 and BSG 2@2gaper
on this study wasecently published in the Lancet.

TheCeltic Capsule Sponge (SBRI study) was another capsule sponge study looking at Servic
Improvement Initiative. 46 patients were recruited in the Belfast trust and 49 in the Western
trust. A posterwassubmitted to UEGW 2025 aradpaperis currently being drafted.

The Cendakimab efficacy and safety in adult and adolescent patients with eosinophilic
esophagitis CG93538EE trialwas also adopted by the grou@ne patientwasrecruited to

this biologic study.The s$udy is now in followup phase in the Belfast trustAn aal
Presentation (abstractyvas submittedat UEGW 2025.

Commercial

BEST4- This is a prospective cohort study to evaluate whether a Capsule sponge and a
clinically applicable biomarker panel could be used as part of a surveillance programme to

NAa]l &AGNIOGAFe LI GASyGa oAGK . FNNBGdiQa h$

Partcipants joining the trial from cohort 2 will receive the capsule sponge test at baseline just
before their scheduled standard of care surveillance endoscopy on the samecdaf5
patientsareto be recruitedin 2025/2026

DUET UG A Phase 2b Randomized, Doublend, Active and Placebeontrolled, Parallel
group, Multicenter Study to Evaluate the Efficacy and Safety of Induction and Maintenance
Combination Therapy with Guselkumab and Golimumab in Participants with Moderately to
Severely Active Ulcerative Colitis. One patwasrecruited to this biologic studywyhich is

now in follow up phase in the Belfast Trust.

MAP Study Mycobacterium aviunsubsp paratuberculosi$gMAP) has long been linked with

/I NEKyQa RAaSI&aSsy FfGK2dzZa3K A0a&a LINBOAAS NRft S
lack of diagnostics with sufficient speed, detection sensitivity and quantitative ability to
detect the bacterium. A recently deloped novel onelay phagebased method (RAPIDVMAP
Faalkeéesxs vdz§SSyQa | yA-Ksdkchrio®gies Sd) @rideietting viaie MAP LIA
in blood theoretically offers these test attributes, et validation is needed. This feasibility
study will: (1) provide information on the suitability of the novel phdgsed RAPIDVMAP
assay as a rapid diagnostic to detect systemic MAP infection in humans, and (2) provide new
information onthe prevaler8 2 F 4ea0SYAO a!t AYFSOUAZ2Yy Ay
250 patientsareto be recruited by December 202fdrecruitmentisin process.

CLUES UCCasting Light on Urgency and Effectiveness of an Advanced Therapy in Ulcerative
Colitis (CLUESC): An Observational Study Mirikizumabin Adults with Moderately to
Severely Active Ulcerative ColitiBwo participants are anticipated in the coming year.

MK8690- A Phase 2a Randomized, DouBlend, PlacebeControlled Study to Evaluate the
Safety and Efficacy of M3690 in Adults with Moderately to Severely Active Ulcerative Colitis
This study is awaiting site selectiovo participants are anticipated in the coming year.

Realworld effectiveness and safety of filgotinib with and without concomitant therapies in
patients with Ulcerative Colitis: an interim analysis of the prospective, observational
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GALOCEAN stud¥ total of 15 patientswere recruited inthe SE trust.An astracthas been
published in theJournalof Crohn'sand ColitisJan2025.

GONDOMAR study in the Northern trust and South Eastern trust. GOals, Needs and
5SGSNXYAYlIyGa hT adzZ GAY2RIf K patigntsIhaverbgen LIS N !
recruitedto the Northern trust and 11 recruited in the SE trushis study is follow-up.

ELEVATE UC clinical trials, which investigated the efficacy and safety of etrasimod, a drug for]
moderately to severely active ulcerative colitis (UC). Nine patients recruited in the SE trust
andarein follow-up.

Observational study of upadacitinib in ulcerative colitis (PROFUN®)patienthas been
recruited in the SE trust andin follow-up.

Key Achievements

Publications:

Development and validation of a multivariable risk factor questionnaire to detect
oesophageal cancer in-Wieek wait patients.Clin Res Hepatol Gastroenterol. 2023
Mar;47(3):102087. doi: 10.1016/j.clinre.2023.10208Epub 2023 Jan 18. Study was
completed in early 2023.

Using saliva epigenetic data to develop and validate a multivariable predictor of esophageal
cancer statusTimothy C Stoné, Inder Mainie X, Helen Graham, Fiona Greggand Peter
MilvertonX S (i, Epigenomics2024 Jan;16(2):16925. doi: 10.2217/epi20230248.Epub

2024 Jan 16.

Barrett's Oesophagus Surveillance Versus Endoscopy at Need Study (BOSS): A Randomized
Controlled TrialGastroenterology2025 April Part of the Boss trial team

Biomarker risk stratification with capsule sponge in the surveillance of Barrett's oesophagus:
prospective evaluation of UK reabrld implementation. Lance2025 Jul 19;406(10500):271
282.Part of the DELTA consortium.

Awards/Good New Stories

Dr Inder Main appointed newGastroenterologyroup clinical lead in 2025.

SEHSCT Gastro Research team, led by Dr Tony Tham and Dr Patrick Allen (Consultant
Gastroenterologists) have exceeded their expected recruitment and are the highest enroller
site in the UK to this informativeeal world studyGALOCEANA prospective, non
interventional multicountry cohort study of the effectiveness and safety of filgotinib in adult
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patients with moderately to severely active ulcerative colitis. The study aims to recruit 600
patients across 10 countries in Europe and the UK.

Figure 6: Dr Tony Tham and SEHSCT Gastro Research Team Highest recruited to the
Galocean trial.
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Studies and Sites Data

Nao. of Active HSC
Trusts

No. of Active

10

No. of
Recruitment
Sites

11

No. of Sites
with
Recruitment
(INY)

No. of Sites
with
Recruitment

No. of New
Studies during
24-25

No. of Studies
closed during 24

Dashboard(Gastroenterology GAS)

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

24-25
(IN¥=) during | during (INY*) | (TOT)** as at ':;";Ed (Tom=
2425 2425 31/03/2025 D20
21 13 74 37

* INY = Activity reported over reporting period (01/04/2024 - 31/03/2025)
**TOT = Total activity reported up to and including 31/03/2025

Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25

Non -

Commercial . Randomised | Mon-Randomised | Interventional | Observational
Commercial
No. of Active
Studies 7 3 3 7 6 4
Pr°‘{’;’]“°“ 70.00% | 30.00% | 30.00% | 70.00% | 60.00% | 40.00%

Sponsorship Type

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Commercial Non-Commercial Combined
Recruited INY) | 1 dian RtT | Median rerr | RECTUIted INYD | o ian ReT | Median gerr | Recruited . Median RETT
during during {INY) during | Median RiT (25)*
(%)* (%6)** (%)* (%6)** (%)=
24-25 24-25 24-25
8 5.00% | 0.00% 5 180.00%( 100.00% 13 10.00% 5.00%

* Median RT Metrics calculated on Active Studies which have closed to recruitment in year
## Median RETT Metrics calculated on all active studies in year

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by Design

Type
Interventional Observational Combined
Recruited INY) | 1 dian RtT | Median rerT | RECTUted INYD | o dian ReT | Median Rerr | ReCruited . .
during N during (INY) during | Median RtT (36)* [Median RtTT (%)
(24) (26) (%6) (%)
24-25 24-25 24-25
1 90.00% | 0.00% 12 10.00% | 10.00% 13 10.00% 5.00%

* Median RET Metrics calculated on Active Studies which have closed to recruitment
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Dashboard(Gastroenterologyz GASA |

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

Commercial(4) Non-Commercial{2) Combined(6)
Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
111.5 0.00% 29.5 50.00% 545 16.67%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

Interventional(3)

Observational(3)

Combined(6)

Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
67.0 33.33% 42.0 0.00% 54.5 16.67%

* FPFV Metrics calculated on Active Sites with Recruitment only

1O

A ==
~

o)

A

Clinical Specialty Group Data by HSC Trust

i Recruitment i MNo. of i A Median Rectol| Median ALL 3
List of HSC (INY) during Proportion Recruitment Proportion ||Median Recto Time & Target| Fpry===* Proportion
Trusts® — Share (%) Sites Share (%) Target (%)** %)==+ (days) (%) < 30 days
BHSCT 1 7.69% 5 45.45% 0.00% 0.00% 1255 0.00%
NHSCT 0 0.00% 1 9.09% 0.00% 0.00%
SEHSCT 12 92.31% 5 45.45% 95.00% 100.00% 37.0 25.00%
SHSCT
WHSCT
Totals: 13 100.00% 11 100.00% 10.00% 5.00% 54.5 16.67%

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

was not recorded in EDGE before data cut.

Please note NHSCT Recruitment (INY)should read 3 participants recruited (GONDOMAR Study) in reporting year (July 2024 [2], August 2024 [1]), but this
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Mental Health (MTH)
Clinical Leads, Active Pls and CMG Members

Mental Health Group Clinical Leads CMG Members

Ciaran Mulholland NHSCTQUB&UU(Hon)| BHSCT & QUBAidan Turkington

Gerry LeaveyUU NHSCTCiaran Mulholland Suzanne Barrett
SEHSCJ Gary Woods

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

Michael Duffyg BHSCT & QUB

Kevin Dyer NHSCT/Exeter/QUB

SHSCT Chris Southwell
WHSCT John Brady
UU- Gerry Leavey

Clinical Trainee Rep

Ursula Campbet] Junior Doctor

PPl Representatives

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

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

Group Background/Summary
Studies opened/Current Portfolio [Mental Health/Maternity] in 2025

RESPIREThe impact of maternal pollution exposure on pregnancy outcomes. Study (Chief
Investigator Lucy Higgins University of Manchester, Manchester University NHS Trust, with

Prof Duncan McVicar, QUB and Northern HSC Trust NICRN Researcher staff Dr Suzanne

Barrdi G YR ad® { KINRY hQbSAft {-Ous& Giaeh. Réchuiting A R
in Ballymena, Antrim and Whiteabbey Maternity Booking Clinics; commenced recruitment in
June 2025. Recruitment effort dinpact Research Centr® continue until April 2026.
Recruitment on 30/09/202% n=11 (37% of target n=30).

Does a Phased Approach Enhance Outcomes for TrabowsedCognitive Therapy for
Complex Posttraumatic Stress Disorder (CPT&g?andomised control trial that compared
the delivery of Trauma Focussed Cognitive Therdp¥CT) with and without a phased
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element. In one group, the treatment involved the immediate provision of @EPTSD
protocol (i.e. up to 24 sessions of-TH), which was adapted individually to each patient, and
in the other group GPTSD (i.e. up to 16 sessions ofCIIy was providedfter 8 sessions of
compassionate resilience traininghased CIPTSI The study considered whether both
approaches work equally well or whether there are advantages in providing a phased
approach, or a noiphased approach for some groups of patients.

Recruitment and trialling oPHASE CPTSudy (NIHR funded Total research costs
£2.1million) opened in the lead service in Northern HSC Trust in April 2023 and opened in
Belfast, SoutlEastern Southern and Western HSC Trust services in Summer 2023, with the
final participant randomised to treatment in NHSCT in August 2024. Fopoassessments

of participants continued into 202%fter treatment, patients were followed up to 52 weeks
from randomisation i.e. six months folleup from the end of standard treatment for the
majority of participantsRecruiting servicesicludedlAPT Services in Englaadd Specialist
Trauma Services England and Northern Ireland

Joint Chief Investigators were: Dr Michael Duffy [@UBr Northern Ireland (5 sites)] and
Prof. Anke Ehlers [Uni of Oxfogdor English sites (n=5)].

Publication of the PHASEPTSD protocol can be found here:
ISRCTN13869856 PROTOCOL V4 14Jan25.pdf

(Recruitment Target n = 350 (100%); Achieved by clos&07 (37%))

NHSCT : 57% (n= 20) of target (n=35) successfully recruited and randomised.
BHSCT : 8.5% (n=3) of target (n=35) successfully recruited and randomised.
SEHSCT : 31.5% (n=11) of target (n=35) successfully recruited and randomised.
WHSCT : 37% (n=13) of target (n=35) successfully recruited and randomised.
SHSCT : 26% (n=9) of target (n=35) successfully recruited and randomised.

O O O OO

Fifteen Independent assessors and 36 NI Therapists were trained in the protototglid),
improving research, and potentially future service delivery, capacity.

Key Achievementgincluding Good News Stories)

Visiting Scholar in CPH, QUB in September 2025 [Barrett]

Leaders in Partnership Programme [PHA] Intake 2025 [Barrett]

Invited reviewerg Psychosis Journal [Barrett]

Encompass Superuser for Research, with Edge data migration responsibilities in
NHSCT during Encompass-oit [Barrett]

1 Appointed Deep Dive Reviewer for Makaton Charity [Barrett]

= =4 4
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Conferences attended

1 NICRN Conference October 2024 NH&ZMm presentation) Suzanne Barrett
Research in a Changing Environment: A Perspective from Team North

HIRANI Health Tech Spring Conference 20Pianic Belfast (S. Barrett attended)
Health Studies User Conference 2025 (S. Barrett; platform (paper) presentation)
Organised by the UK Data Service in collaboratibh UCLand theNational Centre

for Social Research

= =4

Topic/Abstract Title Rates of common mental health disorders (CMDs) in Northern Ireland,
England, Scotland and Wales (124122): Evidence from General Health Questionndie
survey dataSuzanne Barrett, Northern HSC Trust, and Michael Duffy (2,3), Ryan Mcllwaine
(1,3), and Ciaran C. Mulholland (1,3,4) Affiliations: 1 Impact Research Centre, Northern HSG
Trust; 2 Belfast HSC Trust; 3 Queens University Belfast 4 Northern Ireland CkeiaathRe
Network

Topic/Abstract Title OPEN LABEL RANDOMISED CONTROLLED TRIAL: efficacy, acceptabi
and safety of cliniciated remote tDCS + biometric monitoring compared to TAU + BM in (c)
posttraumatic stress disorder.

Barrett Suzanne L., Mulholland Ciaran C. with NI Regional Trauma Network

Relevant Publications
Papers & Publications (202%)

Davidson, G., Bunting, L., McCartan, C., Grant, A., McBridMuglland, C.,Nolan, E.,

Schubotz D., Cameron, J., & Shevlin, M. (2024). Parental physical activity, parental mental

KSIfGKZ OKAfRNBYyQa LIKeaAOlf FOGAGAGE | yR
Article 1405783.

Grant, A., McCartan, C., Davidson, G., Bunting, L., Cameron, J., McBidigh@lland, C.,
Murphy, J., Nolan, E., Schubotz, D., & Shevlin, M. (2024). Prevalence and risk factors of
parental mental health problems: a cressctional study. International Journal of Mental
Health Nursing, 33(6), 20901 01.

Walsh, C., Bunting, L., Davidson, G., Doherty, N., McCartafylBolland, C, & Shevlin, M.
(2025). The prevalence and impact of adverse childhood experiences in Northern Ireland. The
Executive Programme on Paramilitarism and Organised Crime.

ISRCTN13869856_PROTOCOL_V4_14Jan25.pdf
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I ljdzt t AGEFOGABS SELX 2N} GA2y 2F (G(KS AYLI OG 2
SSTAY3 AY LRAGUNLINAYINE aOKz22fa Ay b2NIKSN
I 1 SNK 2 dza Smt. NI Rlfe&eyrG 31 dah 20252 INNdEidlogpobHealth & lliness.
47,1, p. 120 20 p., e13825.

wSaSFkNOK 2dzildziyY / 2y GNAGedeivd 2y (2 22dzNY Iy

Nm(

A systematic review of speliased adolescent mental health awareness programmes

Sullivan, N., Breslin, G., McLaughlin, M., Shannde&:ey, G& Dempster, M., 27 Mar 2025,
(Published online) In: PLoS One . 20, 3;28 23 p., e0315315.

wSaSINOK 2dziLJdziy / 2y G NA-tedeivA 2y (G2 22dz2NY Iy

COVIBL9 open data: An ecological study and international collaboration examining pandemic
trends in Northern Periphery arctic countries

hQ/ Ittt 3IKIYZ ad 9¢> /I aSezr adx tSIENIZ 5d3
VehvildinerJulkunen, K., Bykachev, K., Parviainen, A., Parker, H., Conldedlydy,, G Hart,

N., Weihe, P., Petersen, M. S. & Glynn, L., 30 Jun 2025, In: Health Informatics Journal. 31, 2
p. 117 17 p.

Crossagency working when conducting a pragmatic RCT for older victims of crime: our
experiences and lessons learned

Serfaty, M., Satchell, J., Laycock, G. K., Brewin, C. R., Buszewieav®y, G.Drennan, V.

M., Cooke, J. & Kessel, A., 15 Jan 2025, In: Trials. 26;999p.117.

wSaSFkNOK 2dziLdziyY / 2y G NROdzi A 2rgviewl 2 22 dzNY £y

Does change in ardavel deprivation, change health outcomes? A latent class growth
analysis of population data

Ferry, F. R., McDowell, R., Rosato, M., Murphy, Uedey, G 30 Sept 2025, In: SSM
Population Health. 31, p-34 34 p., 101826.

wSaSFkNOK 2dzillziyY / 2y i NAR-tedeivd 2y (2 22dz2NY I vy

Book: The Role of Trust in Mental Health. Vulnerability and Bu#tling in Theory and
Practice. Byserard LeaveyRoutledge. ISBN 9781032353876

Studies in the pipeline

1 [IRAS358804tDCS with Biomonitoring in (C) PTSD in NHS{H3#llate Sham tDCS
device now offered as placebo arm (Barrett/Mulholland with Flow
Neuroscience/Shimmersense/Philia Labs and Regional Trauma Network)

1 CHOICBtudy (Prof. Gerry Leavey; Kate Fallon UU)

1 University of Dundee CI [C. Hitch?], Claire McCartan and Regional Trauma Ngetwork
guestionnaire study - Pain After Traumatic Incidents orEvents duringNorthern
Ireland'sTroubles (PATIENT Study)]

f IRAS341178 Incidence, Prevalence Y R 9 ELISNASYy OS 2F -4 al
implementation (in Northern HSC Truf)PrExDIQSAOR2]Estler Project/NHSCT)
guery to go ahead outstanding/QI work ongoing
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1 NIFEPS DPIAThis multicentre epidemiologically robust study received ethical
approval from REC [RVH] on 17th December 2002 [Application N0.292/02]. [see
documentation attached] The follown work outlined herein aimed to achieve the
following by Decembe2025:

(a) publish a methods paper (to obtain an associated DOI) describing the NIFEPS project in full
and the data storage and sharing arrangements planned, and in use, to obtain access to the

original study data;

(b) Develop a variable dictionary to accompany the NIFEPS ACCESS Database currently in
storage;

(c) Complete application paperwork and share data (MRI, cognitive and clinical data) from this
longitudinal research study held in storage in the NHSCT with named collaborators in the UK
[PsyShareD*] for the purpose of the development of Al analyses nagha scans, and

(d) have the project and variables added to searchable platforms, for example, The Catalogue
of Mental Health Measures and/or The Atlas of Longitudinal Datasets.

*The PsyShareD collaborative group aims to build a sustainable -tioegccess’, well
documented and welsupported structural MRI data repository, utilising gesting MRI
scans across psychosis illness/risk stages and in control participants, amte indhin the
database linked clinical, cognitive, and demographic data. It will manage and promote the
PsyShareD database to ensure wide global uptake by researchers across all career stages ang
develop and employ statef-the-art methods to harmoniseral standardise structural MRI,
clinical and cognitive datasets. Once established, the group will us8hsgD to conduct
and publish a proebdf-principle study addressing a current knowledge gap in the
schizophrenia/psychosis MRI literature.

Figure 7: Neuroscience Ireland Conference 2025, QUB S. Barrett poster presentation
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Dashboard(Mental Health- MTH)

Screening and Recruitment In Year and also
Studies and Sites Data Cumulative Totals for Active Studies During
24-25
MNo. of Active HSC T LEEE] TEEE || paer (TOT)*=
Trusts 5 {INY=) during | during (INY=*) | (TOT)** as at as at 31703/
24-25 24-25 31/03/2025
No. of Active
Studi 1 29 29 68 64
No. of * INY = Activity reported over reporting period (01/04,/2024 - 31/03/2025)
Recruitment 8 ** 70T =Total activity reported up to and including 31/03/2025
Sites
No. of Sites
Item“:tt::rent 5 Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25)
(InY)
No. of Sites
with . Non - . . . -
— 7 Commercial Commerdal Randomised | Non-Randomised | Interventional | Observational
(ot}
No. of New .
No. of Active
Studies during 0 studi 0 1 0 1 1 0
P udies
No. of Studies ,
. Proportion o o o o o o
closed during 0 %) 0.00% |100.00% | 0.00% 100.00% 100.00% 0.00%
24-25

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Sponsorship Type
Commercial Non-Commercial Combined
Recruited INV) | 1 ian RET | Median Rerr | REOruited INY) | ian RET | Median repy | Fecruited , Median RETT
during during {INY) during | Median RT [%)*
(%)* (za)** (%6)* (za)** (%)*=*
24-25 24-25 24-25
0 29 41.65% | 41.65% 29 41.65% 41.65%

* Median RIT Metrics calculated on Active Studies which have closed to recruitment in year
** Median RETT Metrics calculated on all active studies in year

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by Design
Type
Interventional Observational Combined

Recruited (INY) |\ tian RET | Median rerr | RESTUIted NV | o RET | Median Reyr | RECruited , .

during N during {INY) during | Median RtT (26)* |Median RtTT (%)

(%) (%) (%) (%)
24-25 24-25 24-25
29 41.65% | 41.65% 0 29 41.65% 41.65%

* Median RET Metrics calculated on Active Studies which have closed to recruitment
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Dashboard(Mental Healthy MTHA T 1)

~ P~ "

O0 A

Median First Participant, First Visit Windows (days) and Propertion of Studies
Achieving < 30 days target (%) *

Commercial(0) Non-Commercial(7) Combined(7)
Median FPFV Median FPFV Median FPFV
%<30d %<30d %<30d
(days) Y| (days) M (days) e
92.0 0.00% 92.0 0.00%

* FPFV Metrics calculated on Active Sites with Recruitment only

Median First Participant, First Visit Windows (days) and Propertion of Studies
Achieving < 30 days target (%) *

Interventional(7)

Observational{0)

Combined(7)

Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % =< 30 days
92.0 0.00% 92.0 0.00%

* FPFV Metrics calculated on Active Sites with Recruitment only

Clinical Specialty Group Data by H5C Trust

. Recruitment . Mo. of 3 3 Median Recto| Median ALL .
List of HSC (INY) during Proportion Recruitment Proportion |[Median Rec to Time & Target| FpFV=*+* Proportion
Trusts® - Share (%) Sites Share (%) Target (%)** (%)== (days) (%) < 30 days
BHSCT 0 0.00% 1 12.50% 25.00% 25.00% 92.0 0.00%
NHSCT 9 31.03% 1 12.50% 57.14% 57.14% 93.0 0.00%
SEHSCT 12 41.38% 4 50.00% 36.71% 36.71% 123.0 0.00%
SHSCT 2 6.90% 1 12.50% 60.00% 60.00% 57.0 0.00%
WHSCT 6 20.69% 1 12.50% 37.14% 37.14% 83.0 0.00%
Totals: 29 100.00% 8 100.00% 41.65% 41.65% 92.0 0.00%

* HSC Trust names highlighted in purple indicates which Trusts are active in the C5G portfolio
** Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
*** Median RtTT Metrics calculated on all active studies in year

**** FPFV Metrics calculated on Active Sites with Recruitment only
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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, Emn
Cunningham, Joe Kane

Chief and Principahvestigators (Cls & Pls) | BHSCT Maria McGrath
Bernadette McGuinness BHSCT &QUB | SEHSCIJim Anderson
Emma Cunningham BHSCT & QUB WHSCT Stephen Todd
Joseph Kane BHSCT & QUB QUB(¢ Carole Parsons

PPI Representative

Gordon Kennedy

Group Background/Summary
TheCMG did not meein 202425 due to staffing issues

During 2024/2025 there were four active and ongoing studies within the Neurodegenerative
group, and one new study being adopted. The NICOLA study (Northern Ireland Cohort for the
Longitudinal Study of Ageing) is the largest study of ageing in Northeamdr@nd is now
currently on Wave 3. It began offering repeat health assessments in December 2024,
collecting up to date data and samples.

Key Achievements

The COBALT tri@OmBining memantine and cholinesterase inhibitors in Lewy body dementia
Treatmenthas successfully begun and has recruited two participants up to 31 March 2025.

The RewinELD study, successfully retained a participant though out the study and into the
extension phase. Top line results from RewinDLB were reported at the International LBD
Conference in JanuaB025 "Efficacy and safety results of the RewinDLB phase 2b clinical
GNRALFE 2F ySTFEIYILAY2R AYy RSYSYy(dAl gA0GK [ Sge

The TOPHAT study after a pause in 2024 successfully reopened to recruitment in Jan 2025,
although further screening for this study has been slélaving already recruited three
participants into this study we are hopeful of reaching our target of five.

We are delighted to report thathte HCAP Clinical Validation Styhich has been reported
on previouslyachieved 1037 participants
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Relevant Publications

Marr, C., McDowell, B., Holmes, C., Edwards, C. J., Cardwell, C., McHenry, M., Meenagh, G
Teeling, J. L., BIcGuinness, BThe RESIST Study: Examining cognitive change in rheumatoid
arthritis patients with mild cognitive impairment being treated with a Tikbitor compared

to a conventional synthetic diseaseodifying antiNK SdzY' G A O RNHzI & W2 dzN|
Disease. 204;99(1):161175. doi: 10.3233/JAR31329. PMID: 38669538.

O'Hara L, Neville C, Marr KcAlinden M, Kee F, Weir DMcGuinness Blnvestigating the
prevalence of cognitive impairment and dementia in the Northern Ireland Cohort for the
Longitudinal Study of Ageing (NICOLA): the Harmonised Cognitive Assessment Protocol
(HCAP) crossectional substudy. BMJ Open. 2024 Jan 31;14(1)675 doi:
10.1136/bmjopenr2023075672. PMID: 38296305; PMCID: PMC10831431.

Investigating Syndemigffects of Air Pollution and Physical Inactivity on Cognitive Decline in
Older Adults. Kugukali H, Garcia L, ARddencia |, Wang R, Mullineaux S, Kédd&uinness

B, Hunter RF.J Phys Act Health. 2025 Jul-23doi: 10.1123/jpah.2028756. Online ahead

of print.PMID: 40701185

Identifying subphenotypes of patients undergoing poperative delirium assessment.
Bowman EMLMcAuley DF, McGuinness B, Passmore B&yerland D Zetterberg H, Schott
JM, Heslegrave A, Veleva E, Laban R, Sweer@ynAingham ELAlIzheimers Dement. 2025
Jul;21(7):e70516. doi:10.1002/alz.70516. PMID: 40667953

Low hand grip strength is associated with increased risk of cognitive impairment in older men,
including men with probable sarcopenic obesity: results from the Northern Ireland PRIME
COG cohort.Farsi DN, McKay GJ, LindeM&Alinden M, Teeling JPassmore PHolmes C,
Patterson CC,McGuinness B, McEvoy CT. Gerontology. 2025 Jul P01 doi:
10.1159/000547314. Online ahead of print. PMID: 40652923

Tooth loss, diet quality, and cognitive decline: Aygar longitudinal study. Winning L, Logan

D, McEvoy CT, Farsi D, McKay GJ, Pattersétag€siore F;lolmes C, Linden @d¢cGuinness

B. J Nutr Health Aging. 2025 Jun 27;29(9):100620. doi: 10.1016/}.jnha.2025.100620. Online
ahead of print. PMID: 40580824

Remarkable concordance in associations between epigenetic clocks and health behaviors
across three countries.Klopack ET, Hernandez B, Potter C, Faul JD, Hill C, Smyth L, Mitchell ¢
McCrory C, Kenny RA, McKnight MtGuinness B Crimmins EM.Soc Sci Med. 2025

Sep;381:118287. doi: 10.1016/j.socscimed.2025.118287. Epub 2025 May 30.PMID: 40532495

UK Longitudinal Linkage Collaboration (UK LLC): The National Trusted Research Environmern
for Longitudinal Research.Boyd A, Evans KM, Turner EL, etNt@uwnness Bnt J Popul

Data Sci. 2025 Feb 17;10(1):2468. doi: 10.23889/ijpds.v10i1.2468. eCollection 2025. PMID:
40129687

Epigenetic Clocks Relate to 4 Agkated Health Outcomes Similarly Across 3 Countries.
Crimmins EM, Hernandez B, Potter C, Kim JK, Higbeis A, Kenny RA, O'Halloran AM,
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McGuinness BSmyth LJ, Hill C, Fiorito G, Faul J, McKnight AJ, McCrory C. J Gerontol A Biol S¢i

Med Sci. 2025 Jun 10;80(7):glaf036. doi: 10.1093/gerona/glaf036. PMID: 40091605

A systematic review of associations between the environment, DNA methylation, and
cognition.Glover S, lllyuk J, Hill @cGuinness BMcKnight AJ, Hunter RF.Environ Epigenet.
2024 Dec 16;11(1):dvae027. doi: 10.1093/eep/dvae027. eCollection 2025. PMID: 39882510

Cohort profile: DNA methylation in the Northern Ireland Cohort for the Longitudinal Study of
Ageing (NICOLA)recruitment and participant characteristicBotter C, Hill C, Smyth LJ,
Neville C, Scott A, KeeNkl¢Guinness BMcKnight A.BMJ Open. 2024 Sep 13;14(9):e085652.
doi: 10.1136/bmjoper024085652. PMID: 39277204

Awards/Good New Stories

In September 2024faff members of the NICRN Neurodegenerative team were able to attend
the Dementia: Caring for Today, Planning for Tomorrow conference held in Queens
University

Michael McAlinderhassuccessfullyaken upthe role of NICRN&aff management. He will be
a big loss to the neurodegenerative nursing tegfigure 8a)

Wewelcome tothe NICRN Neurodegenerativesearch teamClinical Research Occupational
Therapist Sharon MariSigure 8b)

gnical | e M ; ol
Rewark | e - Clinical
{ : Research
Network

Northern If ks
largest reseal de

Figure8a: New members of Staff  Figure 8b: New addition to theurodegenerative
Managementteam Michael team Sharon Marksvelcomed byEileen Fox

McAlinden and withfellow Saff

ManagerSamanthaLaRoche
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Dashboard(Neurodegenerative NEU)

Screening and Recruitment In Year and also
Studies and Sites Data Cumulative Totals for Active Studies During
24-2%
Mo. of Active EEEi = LEEAED TR | e (TOT)**
HSC Trust 1 (INY=) during | during (INY*) | (TOT)** as at as at 31/03/2025
24.75 24-75 31/03/2025
No.offictve| 7 109 104 181 174
Studies
No. of * INY = Activity reported over reporting period (01/04/2024 - 31/03/2025)
eI 7 ** TOT =Total activity reported up to and including 31/03/2025
Sites
No. of Sites
w_'th 1 Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25
Recruitment
(InY)
No. of Sites
“Tth g Commercial LD- . Randomised | Non-Randomised | Interventional | Observational
Recruitment Commercial
(ToT)
No. of New .
No. of Active
Studies Studi 1 6 3 4 3
during 24-25 udies
No. of Studies .
. Proportion o o o o o o
closed during 0 14.29% | 85.71% | 42.86% 57.14% 42 .86% 57.14%
24-25 (%)
Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by
Sponsorship Type
Commercial Mon-Commercial Combined
Recruited Median RET | Median RET Recruited (INY) Median RET | Median RETT Recruited Median RETT
{INY) during © ;:'1 © ;:.1* during © ;:'l = ;:'l* (INY) during | Median RET (%)* . ;:1*
24-25 () ) 24-25 ) 3] 24-25 3]
1 33.33% 103 91.67/% 104 83.80%
* Median RET Metrics calculated on Active Studies which have closed to recruitment in year
** pMedian RETT Metrics calculated on all active studies in year
Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by
Design Type
Interventional Observational Combined
Recruited | 1 dian RET | Median rerT | RECrUted INYD | tian ReT | Median rerr | Recruited , ,
{INY) during : during (INY) during | Median RtT (34)* |Median RITT (%)
(%) (35) (%) (%)
24-25 24-25 24-25
3 83.80% 101 141.34% 104 83.80%
* Median RET Metrics calculated on Active Studies which have closed to recruitment
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Dashboard(Neurodegenerativeg NEUA |

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

Achieving < 30 days target (%) *

1O

Commercial{1) Non-Commercial{4) Combined(5)
Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
39.0 0.00% 39.0 25.00% 39.0 20.00%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

Interventional(3) Observational(2) Combined(5)
Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
39.0 0.00% 23.0 50.00% 39.0 20.00%

* FPFV Metrics calculated on Active Sites with Recruitment only

A

Clinical Specialty Group Data by HSC Trust
. Recruitment i No. of . . Median Recto| Median ALL .
List of HSC (INY) during Proportion Recruitment Proportion [Median Recto Time & Target| FPEV=*** Proportion
Trusts® e Share (%) sites Share (%) Target (%)** (56 == (davs) (%) < 30 days
BHSCT 104 100.00% 7 100.00% 83.80% 39.0 20.00%
NHSCT 0 0.00% 0 0.00%
SEHSCT 0 0.00% 0 0.00%
SHSCT 0 0.00% 0 0.00%
WHSCT 0 0.00% 0 0.00%
Totals: 104 100.00% 7 100.00% 83.80% 39.0 20.00%

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

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

*** Median RtTT Metrics calculated on all active studies in year
FEEE FPFV Metrics calculated on Active Sites with Recruitment only
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Orthopaedics and Trauma (ORT)
Clinical Leads, Active Pls and CMG Members

Orthopaedics & Trauma Group Clinicc CMG Members:

Leads: Orthopaedic andraumagroupactivity is very localised t
Owen Diamond BHSCT the BHSCT aras such the group works very closely w
Richard Napier BHSCT the highly successful Trauma & Orthopaedic Rese

Charity (TORC). As leadimgembers of the TORC(
management group our leads utilise the TORC platforr

Chief and Principainvestigators(Cls & Pls) their clinical speciality Management grougecision

Owen Diamond BHSCT making body re the makeup of their portfolio.
Richard Napier BHSCT Other T&O Research Team Members:
Samuel SloanBHSCT

David Beverland, BHSCT
Janet Hill, BHSCT
Roslyn Cassidy, BHSCT
Nicola Gallagher, BHSCT

Ciara StevensonBHSCT
Brendan GallagherBHSCT

Paul Magilk SHSCT

Ravi PagotiBHSCT

/| Al NI h-BBSEY Yy St f
David Johnstog BHSCT

Sam McMahon, BHSCT

CRN Leeann Bryce, BHSCT
Sharon Marks, BHSCT

Emma Cunningham, BHSCT & QUB
John Wong, BHSCT & UU

Paul KarayiannisBHSCT

PPI Representatives:

Position Vacant

Group Background/Summary

The Trauma and Orthopaedics Research Group, TORG, is linked to Trauma and Orthopaedics |
Charity (TORC), which works to promote research in trauma and orthopaedics across all Trusts in N
Ireland. The group is supported by Dr Janet Hill, Reke@roup Manager, Dr Nicola Gallagher, a fPust
with an interest in Research methodology and Dr Roslyn Cassidy -B&ogiith an interest in Bi&tatistics.
Leeann Bryce is the TORC Research Nurse and Sharron Marks is the NICRN Research Practitioner.
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TORChas monthly Orthopaedic Research Committee meetings which are attended by research staff a
clinical staff. At the meeting, progress with current research studies is discussed along witl
adoption/planning of future studies.

Currently all clinical T&O trials are sponsored by other sites therefore PPl has been provided by th
site. The following studies are recruiting in T&O:

Orthopaedic Retrievals: Pl Mr Napier, opened to recruitment 01/06/2021, recruited this yéar
BASIS: Pl Mr Sloan, opened to recruitment 06/04/2022, recruited thisqyear

Meteor2: Pl Ms Stevenson, opened to recruitment 07/03/2023, recruited this yéar
RAPSODI: Pl Mr Gallagher, opened to recruitment 23/03/2023, recruited thig Year
PERISCOPE: PI Mr Pagoti, opened to recruitment 02/02/24, recruited thisy@ar

21 A¢C9 [Le¢Y tLa 5N hQs52yyStft 3 5N W2Kyaidzys
14/06/2024, recruited this year 9
MY KNEE PLAN: PI Mr Nagiepened to recruitment 29/07/24, closed on 31/07/24, recruit&®

PICBONE: PI Mr Karayianrg®pened to recruitment 10/09/24, closed on 04/12/24, recruitdd

Key Achievements

1 Ms Ciara Stevenson travelled on the prestigious Amerididiish-Canadian (ABC) Fellowship in 202
CKAA TFStf2gaKALI Aa 2Ly (2 O2yadzZ Gl yd 2NIKZ
Northern Ireland for over 30 yeardhisis a real accolade to N. Ireland orthopaedics. Ciara ha
successful trip and it has opened the door for future research collaborations with internati
orthopaedic centres. As a result of this, the 2025 ABC travelling fellows will travel to Bslfast af
their fellowship.

1 Mr Owen Diamond has been awarded the Rotharamawat travelling fellowship which will take plag
in NovembefDecember of 2025 for-8 weeks throughout the United States and Canada, and
culminate at the Current Concepts in Joint Replacement conferefsgain this experience will be
invaluable for Mr Diamond and will ultimately benefit the wider group.

nd ke
N the
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1 TORC held a research day in October 2024. It was well attended by clinical staff, students and loc

university staff. Invited speakers included Prof Matt Costa, Prof Dan Perry, Prof John Wong, Mr F
Rowan and Mr Gerry Sheridan, all consultant trawand orthopaedic surgeons, who spoke about the
experiences in research. The conference feedback was very positive.

1 Catherine Gilmore, orthopaedic trainee, presented and won a best abstract prize at the Associati
Simulated Practice in Healthcare (ASPiH) conference in Edinburgh, November 2024 for her w
transforming learning in trauma and orthopaedics using@MDting in a next generation simulation
model with real time intraoperative radiographic feedback.
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Relevant Publications

1. Early versus delayed weighearing following operatively treated ankle fracture (WAX): a-nd

Other key publications, which highlight Individual and Group achievements and profiles

1)

2)

3)

4)

5)

6)

7

2. The risk of complications after hip fracture.

inferiority, multicentre, randomised controlled trial.

Bretherton CP, Achten J, Jogarah V, Petrou S, Peckham N, Achana F, Appelbe D, Kearney R
H, Bell P, Griffin XLWAX Investigators Lancet. 2024 Jun 29;403(10446):229B7. doi:
10.1016/S0146736(24)0071at. Epub 2024 Jun 4. PMID: 38848738

Goh EL, Png ME, Metcalfe D, Achten J, Appelbe D, Griffin XL, Cook JA, Gubtd Ellnvestigators

Bone Joint J. 2025 Mar 1;18(3):362367. doi: 10.1302/030620X.107B3.B2D240858.R1. PMID:
40020726

Novel radiographic stem version predictor from anteqwsterior radiographs.

Denton O, MaddemMcKee C, Dunne N, O'Connor J, Hikderland D Lennon A. Clin Biomech (Bristol).

2025 Mar;123:106465. doi: 10.1016/j.clinbiomech.2025.106465. PMID: 39983284 Free article.
The third gap The forgotten space in total knee arthroplasty.

Brown W,Gallagher N Roberts DNapier R,Barrett D,Beverland D Knee. 2025 Jan;52:1440. doi:
10.1016/j.knee.2024.10.011. PMID: 39580977

Longterm follow-up of ceramieon-metal total hip arthroplasty.

Baker G, Hill J, O'Neill F, McChesn&gel,enson M, Beverland.Bone Jt Open. 2024 Nov 5;5(11):97
976. doi: 10.1302/2633462.511.BJQ0240087.R1. PMID: 39496282.

Long term follow up of 257 consecutive cementless Oxford medial compartment knee arthroplast
a nondesigner centre.

Karayiannis P Cassidy R, Dobie IBeverland D. Knee. 2024 Aug;49:2€209. doi:
0.1016/j.knee.2024.07.001. PMID: 39043015.

Socioeconomic deprivation is associated with worse healthted quality of life and greater opioid
analgesia use while waiting for hip and knee arthroplasty.

Gallagher NCassidy RKarayiannis PScott CEHBeverland DBone JtOpen. 2024 May 24;5(5):444
451. doi: 10.1302/2633462.55.BJ20240046.R1. PMID: 38783792

Return to work and activity after rifixation for acute chest trauma: first application of a validate
patient-reported outcomes assessment tool.

Blythe A, Cassidy Rjamond O,McManus K. Eur J Cardiothorac Surg. 2024 Jun 3;65(6):ezael92.

10.1093/ejcts/ezael92. PMID: 38718222

Functional outcome and risk of namion for 5th metatarsal base fractures.
Toner E, McCaughey P, Peace C, Casslgyé® L, Diamond Ceur J Orthop Surg Traumatol. 202
May;34(4):21712177. doi: 10.1007/s0059024-03921x. PMID: 38570341.

59| Page

=

€s a

d

doi

4




Awards/Good New Stories

T

T

Figure 9 Professor Jonathan JackspMs Sharon Marks, Dr Daryl McAuley and Dr Owen Diamopd
Celebrating 29 highest recruited in May for the Duality trial.

Mr Diamond has been invited onto steering committee for UK trial of aspirin vs LMWH in hip fracture
patients.
Mr Diamond has been invited to sit on the National Speciality Group Meeting for Traumal and
Emergency Care.
Professor John Wonig now part of TORG. Prof Wong was a consultant foot and ankle surgean at
AAH and now divides his time between teaching at the University of Ulster and assisting in foot an
ankle research in BHSCT. This is the first foot and ankle surgeon to join thesgrailpstrengthen
0KS 3INRdzLIQa NB&SENODK OF LI OAGeo

TORC sponsored stud@an the use of Virtual Reality improve total knee arthroplasty outc@mes
Opened and the team recruited its first patientOctober 2024. While this is not NICRN research it
Ad LI NI 2F GKS INRIZLIQd NBASHNDODK LR2NITF2f A2
There has been good conference attendance at local, national and international conferencesg fron
GKS GSIFIY GKA&A @SIN aK2gOlFaAy3da GKS 3INERJzZLIQ |
following conferences: the American Academy of Orthopaedic SurgeryahiMeeting, the British

Hip Society Annual Scientific Meeting, the British Orthopaedics Association Annual Congress, tf
Great Debate, the British Orthopaedic Research Society Annual Meeting and the Irish Orthopaed
Association Annual Meeting.

TORC has refurbished a dedicated space in Musgrave Park Hospital. The TORC Training and Educ
Hub is now able to facilitate meetings, training and seminars, allow a quiet space to work in adgditior
to providing a focal point in the hospital to meet ambre importantly grow our research capacity

Dr Owen Diamond is the Pl for DUALITY. The study recruited 26 patients. The RVH site got a spe
mention in the WHITE PLATFORM Newsletter for May 2024 for being the second highest recrujter fi
the study. Second only to the Royal Cornwall Hospital

60| Page




Dashboard(Orthopaedics and TraumaORT)

Screening and Recruitment In Year and also
Studies and Sites Data Cumulative Totals for Active Studies During
24-25
Mo. of Active S“.EE"E“_ "_E“"m. S“Ef'e’ Recruited (TOT)**
HSC Trusts 2 (INY*) during | during (INY®) | (TOT)** asat | o) j0s/2025
2435 2435 31/03/2025
No. of Active
studi 12 241 114 1,023 363
No. of * INY = Activity reported over reporting period (01/04/2024 - 31/03/2025)
Recruitment 13 ** TOT = Total activity reported up to and including 31/03/2025
Sites
No. of Sites
M::tth —n 7 Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25|
mel
(INY)
No. of Sites
with . Non - . . 3 -
e 11 Commercial Comumercial Randomised | Non-Randomised | Interventional | Observational
(ToTm)
No. of New -
No. of Active
Studies during 2 Studi 0 12 9 3 7 5
2495 udies
MNo. of Studies .
. Proportion o o o o a o
closed during 2 %) 0.00% |100.00% | 75.00% 25.00% 58.33% 41.67%
24-25

Sponsorship Type

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Commercial Non-Commercial Combined
Recruited (INY) . . Recruited (INY) . . Recruited .

R Median RtT | Median RITT . Median RiT | Median RtTT . . . Median RITT
during %) % during %) % (INY) during | Median RtT (%) %
24-25 24-25 24-25

0 114 117.09%|100.42% 114 117.09% 100.42%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
** pedian RETT Metrics calculated on all active studies in year

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by Design

Type
Interventional Observational Combined
Recruited (INY) | e dian ReT | Median RerT | Recrited NV | o dian ReT | Median gerr | Recruited , ,
during x during (INY) during | Median RtT (36)* |Median RtTT (%)
24-25 (%) %) 24-25 %) ) 24-25
17 117.09%|100.83% 97 98.90% 114 117.09% 100.42%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment
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Median First Participant, First Visit Windows (days) and Proportion of Studies

Achieving < 30 days target (%) *

Commercial(0) Non-Commercial(11) Combined(11)
Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
29.0 63.64% 29.0 63.64%

* FPFV Metrics calculated on Active Sites with Recruitment only

Achieving < 30 days target (%) *

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

Interventional(7)

Observational(4)

Combined(11)

Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
30.0 57.14% 12.5 75.00% 29.0 63.64%

* FPFV Metrics calculated on Active Sites with Recruitment only

Dashboard(Orthopaedics and TraumaORTAT T 06 A Q

Clinical Specialty Group Data by HSC Trust

3 Recruitment . No. of . . Median Recto| Median ALL .
List of HSC (INY) during Proportion Recruitment Proportion [Median Rec to Time & Target|| FpFy==** Proportion
Trusts® e Share (%) Sites Share (%) Target (%)** (%) {days] (%) < 30 days
BHSCT 114 100.00% 12 92.31% 116.00% | 100.00% 295 60.00%
NHSCT 0 0.00% 0 0.00%

SEHSCT 0 0.00% 0 0.00%

SHSCT 0 0.00% 1 7.69% 133.33% | 133.33% 10.0 100.00%
WHSCT 0 0.00% 0 0.00%

Totals: 114 100.00% 13 100.00% | 117.09% | 100.42% 29.0 63.64%

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

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

*** Median RtTT Metrics calculated on all active studies in year
£ FPFV Metrics calculated on Active Sites with Recruitment only
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Primary Care (PCR)
Clinical Leads, Active Pls and CMG Members

Primary Care Lead: CMG Members (Full list)

Nigel Hart In the process of being festablished
Federation Lead:
Laura McQuillan PPl Representatives
Lead Nurse Manager: Not yet established
Patricia Quinn

Research Nursing team:
Kirsten Ross

Marian Chindedza

+ 1 other starting October 2025

Recruitment inprocess:
1 1 *Project Manager
f 2 * Research Pharmacists

1 4 *Clinical Leads, 1 aach Federation
Support Unit

Group Background/Summary

The Primary Care group of the NICRN is on the journey to beiegtablished witin the
Eastern Federation Support Unit (eFSU). There are 17 GP Federations in Northern Ireland;
these are voluntary collaboratives of GP Practicesocated within a geographical area,
initially established on a national average 100k patient population ffthulation of NI has
howevergrown since 2015). The 17 Federations are supported administratively by Federation
Support Units of which there are 4 across the regjd&ast, West, North & South. The Eastern
Federation Support Unit is the largest of thepgviding support for 8 GP Feederations.

Over the last 18 months, since the retirements of the PC Nursing Team, we have embarked
upon reestablishing the PC Network in the Eastern Federation Support Unit (eFSU) but with
a regional focus. Patricia Quinn was appointedanuary 202as our lead nurse manager .
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Completing the utilisation of the core R&D Capital Resource Levy funds for the PC group of
NICRN we have appointed two further Band 6 Nurses, one currently in post and the second
commencingn the very near future.

Being in receipt of a timémited (4 years) capacHyuilding investment fund for commercial

NBEaSI NOK RS@St2LIVYSyid> LINPOARSR o0& GKS ! a3az

Voluntary Scheme for Branded Medicines (VPAG) Scheme and adminidteredht the
Commercial Research Delivery Centre initiative of PHA R&D we will shortly be interviewing
for 2 additional nurses, pharmacists, localitggsed clinical leads and a project manager.

In year we have adopted two studies and have ambitions to adopt many more; this however
depends on a viable pipeline of suitable studies coming to Northern Ireland.

Key Achievements

1. 1ID3 Study, Observational study for Infectious intestinal disease, University of Oxford.

1 Two primary practicebave beerrecruitedand patient recruitment will commence
in the summer of 2025

2. ECRAIDObservational study for acute respiratory infection in the community, University
of Oxford

Recruitment to this study will commence in 2025

Relevant Publications

Evans P, Tonner E, Willamson JD, Dolman M, Chambers E, Crawshaw SE, Yu LM.
The PANORAMIC study of COWDtreatments in primary care: a review and learning
exercise. NIHR Open Research 2024 Aug 8.

doi: 10.3310/nihropenres.1115237.1

PANORAMIC Trial Team.

Costutility analysis of molnupiravir plus usual care versus usual care alone as early
treatment for communitybased adults with COWAD® and increased risk of adverse
outcomes in the UK PANORAMIC tialJ Gen Prac2024 Jan 16;BJGP.2023.0444.
doi: 10.3399/BJGP.2023.0444

PANORAMIC Trial Team.

Virological impact of molnupiravir on SAR8\V2 viral load and immune response: interim
findings from a UK communiyased randomized trial. Forthcoming 2025.

Preprint available vVilRPANORAMIC Trial Results
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Awards/Good New Stories

As the result of ctaborative work involving NICRN, HSC R&D and the team in Primary care
the Primary Care group of the NICR& been reestablished witin the Eastern Federation
Support Unit (eFSU).

FigurelO: Primary Care Eastern Federation team: Kirsten Ross, Patricia Quin, Erin Collins,
Nigel Hart and Marion Chindedza.
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Dashboard(Primary Carg PCR)

Studies and Sites Data

HSC Trusts

Mao. of Active

Mo. of Active

MNo. of

Recruitment

No. of Sites
with

(INY)

Recruitment

No. of New

during 24-25

24-25

No. of Studies
closed during

Screening and Recruitment In Year and also
Cumulative Totals for Active Studies During
24-25

- z Recruited - = Recruited (TOT)**
{INY*) during | during (INY*) | (TOT)*= as at asat3
24-75 24-75 31/03/2025 1/03/2025
0 0 813 813

*INY = Activity reported over reporting period (01/04/2024 - 31/03/2025)
**TOT =Total activity reported up to and including 31/03/2025

Portfolio Sponsorship, Randemisation and Design Mix for Active Studies During 24-25|

Commercial Nen - . Randomised | Non-Randomised | Interventional | Observational
Commercial
No. of Active
Studies 0 2 2 0 2 0
P’°‘[’;r]ti°“ 0.00% [100.00%|100.00% | 0.00% | 100.00% | 0.00%

Sponsorship Type

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Commercial

Mon-Commercial Combined
Recruited | o dian RtT | Median RerT | FECUtEd INYY | fian ReT | Median Rerp | Recruited , Median RETT
(INY) during during (INY) during | Median RET (%)*
(%6)* (26)** (se)* (se)** (26)*=*
24-25 24-25 24-25
0 0 115.00%| 50.00% 0 115.00% 50.00%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
** Median RETT Metrics calculated on all active studies in year

Design Type

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Interventional

Observational

Combined

Recruited | e dian RtT | Median rerr | RerUited (N | ian ReT | Median err | ReEcruited , ,
(INY) during = during (INY) during | Median RtT (%)* [Median RtTT (%)
24-25 %) ) 24-25 ) ) 24-25
0 115.00% | 50.00% 0 0 115.00% 50.00%

* Median RET Metrics calculated on Active Studies which have closed to recruitment
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Median First Participant, First Visit Windows (days) and Proportion of Studies

Achieving < 30 days target (%) *

Commercial{0) Non-Commercial(9) Combined(9)
Median FPFV Median FPFV Median FPFV
edian % < 30 days edian % < 30 days edian % < 30 days
(days) (days) (days)
7.0 88.89% 7.0 88.89%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

Achieving < 30 days target (%) *

Interventional (9) Observational(0) Combined(9)
Median FPFV Median FPFV Median FPFV
edian % < 30 days edian % < 30 days edian % < 30 days
(days) (days) (days)
7.0 88.89% 7.0 88.89%

* FPFV Metrics calculated on Active Sites with Recruitment only

Dashboard(Primary Carg PCRAT 1)06 A

Clinical Specialty Group Data by HSC Trust

. Recruitment i No. of . . Median Recto| Median ALL .
List of HSC (INY) during Proportion Recruitment Proportion  |Median Recto Time & Target| FPEV*==* Proportion
CGs* 2n 35 Share (%) Sites Share (%) Target (%)** (%5 (days) (%) < 30 days
BCG 0 3 33.33% 115.00% | 115.00% 3.0 100.00%
NCG 0 6 66.67% 41.67% 7.5 83.33%
SECG 0 0 0.00%
SCG 0 0 0.00%
WCG 0 0 0.00%
Totals: 0 0.00% 9 100.00% | 115.00% 50.00% 7.0 88.89%

* Commissioning Group names highlighted in purple indicates which CGs are active in the CSG portfolio

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

*** Median RtTT Metrics calculated on all active studies in year
*#*** FPFV Metrics calculated on Active Sites with Recruitment only
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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
SEHSCTAlastair Woodman

Chief and Principainvestigators(Cls & Pls) 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

The CMG met on8September 2024, Z1January 2025 and $May 2025. We adopted the
following new studies on to the portfolio in 202025:

1 EASKIDNEY a trial of Vicadrostat (an aldosterone synthase inhibitor) in persons with
chronic kidney disease.

1 IMPEDEPKD¢ an NIHR funded trial of metformin in patients with polycystic kidney
disease.

1 PAVE2 ¢ an NIHR trial investigating the effects of Paclitaxel or Sirolimus coated
balloons in arteriovenous fistulae used for haemodialy#is site selection)

1 POSIBLG a trial of Clazakizumab in haemodialysis patients.

1 RAINIER a trial of Povetacicept in patients with IgA Nephropathy.

Key Achievements

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

Ly GKS ftlFad @8SINE 6S KIFIGS YIRS aA3IYyAFAOLY
activities even further In doing so, we have adopted studies which recruited persons at every
stage of the kidney disease journey from chronic kidney disease, through to dialysis and
transplantation.
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1 Successful recruitment across three Trusts (Belfast, Southern and South Eastern) to
the ACHIEVE trial investigating the impact of low dose Spironolactone on
cardiovascular outcomes in persons on dialysis. This trial was presented (with
simultaneous publiation) at the European Renal Association meeting in Vienna in
2025.

1 Successful recruitment to target and completion of FR&ILan investigateded study
exploring the impact of frailty on kidney transplant outcomes.

1 All Trusts participating in two large multinational clinical trials (EKASNEY and
IMPEDEPKD).

1 Inclusion of a trial investigating a radiological procedure which is of great relevance to
persons requiring haemodialysis (PARJE

1 Participation inthe trial of a new weight losdrugwhich specifically includes persons
with chronic kidney disease. This trial is a joint collaboration between the Renal and
Endocrine CMGs.

Relevant Publications
EMPAKIDNEY

The EMPAIDNECollaborative Group. Effects of empagliflozin on progression of chronic
kidney disease: a prespecified secondary analysis from the ENMPEY trial. Lancet
Diabetes Endocrinol. 2024 Jan;12(1)580

The EMPAIDNEYCollaborative Group.Impact of primary kidney disease on the effects of
empagliflozin in patients with chronic kidney disease: secondary analyses of the- EMPA
KIDNEY trial. Lancet Diabetes Endocrinol. 2024 Jan;126D).51

Zhou et al. Effects of empagliflozin on quality of life and healthcare use and costs in chronic
kidney disease: a health economic analysis of the EKIPAIEY trial. eClinicalMedicine
85;103338.

The EMPAIDNEYCollaborative Group.LongTerm Effects of Empagliflozin in Patients with
Chronic Kidney Disease. N Engl J Med 2025;39Z37.7

Fergie et al. Duke activity status index is not predictive of outcomes after kidney
transplantation: a retrospective observational study. BMC Nephrol. 2025 Jul 4;26(1):349.

Carswell et al. A qualitative exploration of cAregiver experienCes Of conseRvatively maNaged
kidney failure: the ACORN study. BMC Nephrol. 2025 Jul 1;26(1):303.

Awards/Good New Stories

Renal NICRN nurses teamed up with the rest of our renal colleagues for World Kidney Day. To
promote kidney health, kidney donation, kidney research and generally educating the public
about all things Renal March 2025
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Figurell: World Kidney Day NICRN Renal Stand with CRN Rieakleyand HughMurtagh.
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Studies a

nd Sites Data

No. of Active
HSC Trusts

No. of Active

18

No. of

Sites

Recruitment

39

with

(INY)

Mo. of Sites

Recruitment

11

with

(ToT)

Mo. of Sites

Recruitment

31

No. of New

during 24-25

24-25

No. of Studies
closed during

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

24-25
Screened | Recruited s 4 | Recruited (TOT)**
(INY=) during | during (INY®) | (TOT)** as at
2425 2425 31/03/2025 | 25 °t31/03/2025
276 159 1,668 835

* INY = Activity reported over reporting period (01/04/2024 - 31/03/2025)
**TOT =Total activity reported up to and including 31/03/2025

Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25

Commercial [I=n= . Randomised | Non-Randomised | Interventional | Observational
Commercial
No. of Active
studies 4 14 11 Fi 12 6
Pr”‘{’;’]t"’“ 22.22% | 77.78% | 61.11% | 38.89% | 66.67% | 33.33%

Sponsorship Type

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Commercial Non-Commercial Combined
Recruited Median RET | Median RETT Recruited (INY) Median RtT | Median RETT Recruited Median RETT
(INY) during = ;:'1 = ;:'1* during & ;:'1 = ;:'1* {INY) during | Median RtT (%)* & ;:'lx
24-25 e} el 24-25 ) ) 24-25 )
1 0.00% 158 76.56% | 94.73% 159 76.56% 80.00%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
** Median RITT Metrics calculated on all active studies in year

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Design Type
Interventional Observational Combined
Recruited |\ tian RET | Median rerr | RECTUREd ONY) | 0 fian RET | Median Rerp | Recruited , ,
(INY) during during {INY) during | Median RiT (%)* |Median RtTT (%)
24-25 (2* ) 24-25 %) %) 24-25
31 78.13% | 66.67% 128 65.00% | 125.00% 159 76.56% 80.00%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment
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Median First Participant, First Visit Windows (days) and Proportion of Studies
Achieving < 30 days target (%) *

Commercial(1) Non-Commercial{30) Combined(31)
Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
43.0 0.00% 78.5 36.67% 65.0 35.48%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

Interventional(15)

Observational(16)

Combined(31)

Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
113.0 20.00% 34.0 50.00% 65.0 35.48%

* FPFV Metrics calculated on Active Sites with Recruitment only

Clinical Specialty Group Data by HSC Trust

. Recruitment i MNo. of . . Median Recto| Median ALL .
List of HSC (INY) during Proportion Recruitment Proportion |Median Recto Time & Target| Fpry=*=s Proportion
Trusts™® - Share (%) Sites Share (%) Target (%)** 5y {days] (%) < 30 days
BHSCT 95 59.75% 11 28.21% 82.00% 78.13% 103.0 28.57%
NHSCT 3 1.89% 7 17.95% 50.31% 60.00% 210.0 40.00%
SEHSCT 19 11.95% 7 17.95% 90.83% 106.67% 27.0 66.67%
SHSCT 41 25.79% 9 23.08% 75.73% 100.00% 186.5 25.00%
WHSCT 1 0.63% 5 12.82% 21.88% 166.67% 43.0 20.00%
Totals: 159 100.00% 39 100.00% 76.56% 80.00% 65.0 35.48%

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

** Median RIT Metrics calculated on Active Studies which have closed to recruitment in year

*** Median RtTT Metrics calculated on all active studies in year

**EEEFPFV Metrics calculated on Active Sites with Recruitment only

72| Page




Respiratory Health(RES)

Clinical Leads, Active Pls and CMG Members

Judy Bradley BHSCT & QUB

Judy Bradlegy BHSCT & QUB

Liam Heaneyg BHSCT & QUB

Dermot Linderg BHSCT & QUB
Jane McDowelt BHSCT & QUB
/| SOAf A EBHSCQNRIQUEB
John Lindsag BHSCT

Claire Butleg BHSCT

Steven CaskeyBHSCT

David McCrackenBHSCT
Emmett Major¢ BHSCT
Timothy Shaw, BHSCT

Paul Minnisc NHSCT

Rory Converg SHSCT

Conor Hagag SHSCT

Martin Kelly- WHSCT

Nazia Chaudhug WHSCT/UU

Respiratory Health Group Clinical Leads

Lorcan McGarveg BHSCT & QUB

Chief and Principal Investigators

Lorcan McGarveg BHSCT & QUB

Damien Downey, BHSCT & QUB

CMG Members

BHSCT Judy Bradley, Lorcan McGarvey, Liam
Heaney, Damian Downey, John Lind<aaire Butler,
Steven Caskefpermot Linden/ SOAf Al h Q
Emmett Major Timothy Shaw

NHSCT Paul Minnis

SEHSCT

SHSCT Rory Convery, Conor Hagan
WHSCMartin Kelly, Naa Chaudhuri

PPl Representatives

Position Vacant

Group Background/Summary
Respiratory Health Clinical Specialty Group (RES) 20246ummary Report

Overview

The Respiratory Health Clinical Specialty Group (RES) has deliverggidlighresearch aligned with HS(
R&D priorities for patient benefit and system impact. In this year there was significant collaboration wit

NICRF both in terms of NICRF leadtegpiratory studies and also sharing studies
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Total inyear recruitment fell from 165 to 100 participants and this is reflective of slow study start up times

rather than an inability to recruit patients to our portfolio. Despite lowety@ar accrual, performance
indicators show strong operational akh and readiness for continued growth. Recruitment and delivery

depend on a small, skilled workforce especially in some TeugtSHSCT and SHSCT. With six study closures

and three new openings, strengthening industry and academic engagement wil e keintaining future

portfolio momentum. We need targeted action on recruitment balance, workforce capacity, and pip¢line
development, but the Group is well positioned to build on its success and deliver even greater researc

impact in 202§26.

Key Achievements
¢ Portfolio Growth:

Active studies increased from 22 to 32 (+45%), with recruiting sites rising from 30 to 49. All five HSQ Tru
are now engaged in respiratory research, extending reach and equity of access. A number of these [studi

are shared with or led by the NICRF &nid collaboration increases our capacity to deliver a wide range of
studies.

1 Improved Efficiency:

Median First Participant First Visit (FPFV) reduced from 38 days to 21 days since last year, and over hal
all studies (54%) now open within 30 days. This was a particular target of the groups as an effort t

counteract slow set up times with a focustéakget to recruit patients as soon as possible afte& ©
obtained.

1 Regional Collaboration

The Southern HSC Trust (SHSCT) was the leading recruiting site, contributing 6géanéacrual. Other
Trusts did focus on earlier phase higher intensity studies that tend to have lower target recruitments.

Relevant Publications

I K2 t{tZ . ANNIWBGafvéyIet ah The REUSCAUGH ChroXic Cough Registry: a protocol

for a panEuropean observational study. ERJ Open Res. 2025 Sep 22;11(5202389

Coley K, John C, Ghouse J, Shepherd DJ, Shrine N, Izquierdo AG, Kanoni S, Magavern BcBackey R,

Let al. Genomics of chronic dry cough unravels neurological pathways. Eur Respir J. 2025; 66(3):240234

Kum E, Guyatt GH, Abdulgawi R, Dicpinigaitis P, Dupont L, Field SK, French CL, Gibson PG, Irwin R, Jo
F,McGarvey let al. The McMaster Cough Severity Questionnaire (MCSQ): a cough severity instrument fc

patients with refractory chronic cough. Eur Respir J. 2025;65(2):2401565.

Jones M, Cahn Ahaudhuri N Clark AB, Forrest I, Hammond M, Jones S, Maher TM, Parfrey H, Raghu (
Simpson AJ, Smith JA, Spencer LG, Thickett D, Vale L, Wahed S, Ward C, Wilson AM. The effectivenes

risks of Treating people with Idiopathic Pulmonary fibrosis with the Additidransoprazole (TIPAL): study
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protocol for a randomised placebmntrolled multicentre clinical trial. BMJ Open. 2025 F
5;15(2):e088604. doi: 10.1136/bmjop&®24088604. PMID: 39909521; PMCID: PMC11800218.

Awards/Good New Stories

f CANRBRG 'Y &AGS G2 NB ONB#d{PladeBo Cortrolled] TR Study 6
Evaluate the Efficacy, Safety, Tolerability and Pharmacokinetics of a Repeat Dose of Inhaled
AY tS2LXS gAGK /2aidAO CAONRAAAE

T ¢62 2F 2dzNJ wSALIANI G2NE wSaSINOK bdzZNESQa | {4

1 Five members of our team attended the Delivering Clinical Trials. From Protocol to Patient

Dr Jane McDowell started a joint clinical academic appointment at Queen's university and as an ho
respiratory consultant in the Belfast Trust in August 2024. Her disease area is asthma where she
interest in the mechanism of asthma exacerbatphurden of corticosteroid comorbidity in severe asthn
and the contribution of noreosinophilic immunopathology in severe asthma.

Over the course of this year she has been awarded her first investigator grant from asthma lung
started supervising 2 PhD students and one MPhil student. She contributes nationally on the British T
Society Scientific Advisory Board for astran the editorial board for Therapeutic Advances in Respirat
Diseases and as a member of the UK severe asthma registry network. Jane has an eagerness for pati
inclusion and has established an asthma patient engagement group in Belfast s3rgdyaed working along
side the Clinical research network and University Floor staff to deliver industry and academic clinical t
Northern Ireland in the knowledge that research is crucial for delivery of best patient care and is 3
investmentfor healthcare institutions.

Jane McDowell Abstracts and Contributions at conferences

2024:* (Washington): American College of Rheumatology (ACR) Convergence conference
t 230SN) W210deAISRA SN AN YYS F2N) dzaAy3d aGdSNBARA ¢
2024: (Belfast): Clinical Academics in Training, Academy of Medical Sciences Conference*

t 2a0SNJ LINBaSyidal A2y W[ 2y3IAGdzZRAYLFf aasSaavySyld
2024 (Vienna): European Respiratory Conference, ERS*

hNFf LINSaASYydlFrdAz2y W{Llzidzy LINRGS2YA0a aK2ga |

Q¢

Jane McDowell invited speaker

Speaker 7th Respiratory tract infections conference: Asthma, immunology and infection (February 20
Key speaker at annual Cancer Focus NI event, Respiratory health: Asthma and Vaping (Dunsilly,
December 2024

British Thoracic Society Symposium Chair November 2024 (London)

LNAEAK C¢CK2NIOAO {20ASGey Fff LNBfFYyR NBIAAGNI N
the rest

AZ: Asthma precision medicine November NI (Belfast)

Limbic: ERS through a UK lens webinar (September 2024)

GSK summer NEXUS London (July 2024)

Asthma UK Centre for Applied Research (AUKAR) webinar (July 2024)
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Dr Dermot Linden

"The NICRN's successful delivery of the RedX RXCO007 phase 2 clinical trial ofidethspdthic pulmonary
fibrosis (IPF) represents an important milestone for ILD research in Northern Ireland. This achieveme
demonstrates the growing capacity of our clinical trials infrastructure to deliver complexgbaghy studies
with excellentrecruitment. Importantly, this also establishes a strong foundation for our patients to be able
to access novel ILD therapies and the continued expansion of the respiratory clinical trials portfolio acros
Northern Ireland".

Research and Development would like to convey their congratulations to both Kathryn Ferguson (NICF
Study CeOrdinator) and Hazel Thompson (NICRN Study Support Officer) in completing the ARTP Spifome
Certification. This certification is the only natially recognised certification in the performance and
interpretation of spirometry, and consequentliathryn & Hazehre the only two entrants onto the
Spirometry National Register within WHSCT, which is supported by the Care Quality Commission

Both Kathryn and Hazel are currently actively involved in respiratory research involving CTIME§|M&s,
and other investigatofed studies within commercial, academic and public sectors.

Figurel2: Congratulationso KathrynFerguson and Hazel Thompson completing the ARTP Spirometry
Certification
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Screening and Recruitment In Year and also
Studies and Sites Data Cumulative Totals for Active Studies During
24-25
No. of Active S“.EE"E“_ "_E“"m. S“E.E'.'Ed Recruited (TOT)**
HSC Trusts 5 (INY*) during | during (INY*} | (TOT)** asat | .
2435 2435 31/03/2025 TS/ 0
Mo. of Active
studi 32 4197 100 8,428 1,946
No. of * INY = Activity reported over reporting period (01/04/2024 - 31,/03,/2025)
TR 19 ** TOT = Total activity reported up to and including 31/03/2025
Sites
MNo. of Sites
Re:::-'tt::rent 12 Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25
(INY)
MNo. of Sites
Recn“:tt::lent 37 Commercial Conr::l:;dal Randomised | Non-Randomised | Interventional | Observational
(ToT)
No. of New .
MNo. of Active
Studies 3 studies 9 23 19 13 21 11
during 24-25
No. of Studies -
. Proportion o o o o o o
closed during 6 %) 28.13% | 71.88% | 59.38% 40.63% 65.63% 34.38%
24-25

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

Commercial Mon-Commercial Combined
Recruited Median RET | Median RETT Recruited [INY) Median RET | Median RETT Recruited Median REFT
(INY) during EI‘:;’I’ E:;:;l” during E:;:;l EI;:;L (INY) during | Median RtT (%)* E:;:;l*
24-25 24-25 24-25

14 120.00% | 75.00% 86 87.06% | 86.53% 100 100.00% 86.53%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
** pedian RITT Metrics calculated on all active studies in year

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by Design

Type
Interventional Observational Combined
Recruited | 1 dian RET | Median rerT | ReCruited INY)| o fian RET | Median ey | RECTuited , ,
{INY) during during {INY) during | Median RtT (%)* |Median RtTT (%)
(%6)* (36) (%8) (35)
24-25 24-25 24-25
27 100.00% | 93.75% 73 80.53% | 74.00% 100 100.00% 86.53%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment
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Median First Participant, First Visit Windows (days) and Proportion of Studies
Achieving < 30 days target (%) *

Commercial{9) Non-Commercial{28) Combined(37)
Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
57.0 44.44% 19.5 57.14% 21.0 54.05%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

Interventional(29)

Observational(8)

Combined(37)

Median FPFV
(days)

% < 30 days

Median FPFV
(days)

% < 30 days

Median FPFV

(days)

% < 30 days

28.0

51.72%

15.5

62.50%

21.0

54.05%

* FPFV Metrics calculated on Active Sites with Recruitment only

~

06 A

Clinical Specialty Group Data by HSC Trust

. Recruitment ) No. of . ) Median Recto| Median ALL .

List of HSC (INY) during Proportion Recruitment Proportion |Median Recto Time & Target| FpRy=e=s Proportion
Trusts® - Share (%) Sites Share (%) Target (%)** (5) =+ (days] (%) < 30 days
BHSCT 16 16.00% 23 46.94% 80.53% 64.00% 20.0 70.59%
NHSCT 11 11.00% 9 18.37% 80.00% 97.03% 88.0 20.00%
SEHSCT 0 0.00% 2 4.08% 10.00% 10.00% 88.0 0.00%

SHSCT 68 68.00% 6 12.24% 140.83% | 121.26% 7.0 83.33%
WHSCT 5 5.00% 9 18.37% 120.00% | 115.11% 59.0 25.00%
Totals: 100 100.00% 49 100.00% | 100.00% 86.53% 21.0 54.05%

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

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

*** Median RtTT Metrics calculated on all active studies in year
**=E£% FPFV Metrics calculated on Active Sites with Recruitment only
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Stroke (STR)
Clinical Leads, Active Pls and CMG Members

Stroke Group Clinical Leads CMG Members:
Jim Mcllmoyle BHSCT BHSCTEJim Mclimoyle Carolee McLaughlin
Carolee McLaughlinBHSCT NHSCTEMurudappa Bhattad

SEHSCgMark Bowman
SHSCT Michael McCormick
WHSCT Roisin Healy, Breffni Keegan

Principallnvestigators(Cls & PIs)
Cathy Patterson BHSCT

Ivan Wiggam BHSCT

Patricia Gordon BHSCT Northern Ireland Stroke Improvement Network-

Paul Burns BHSCT Fiona Quigg

Gerallt Roberts BHSCT

Carolee McLaughligBHSCT PPl Representatives
A.Sc CLASP trial

Jim Mclimoyle BHSCT
Djamil VahidassiNHSCT
Murudappa Bhattad NHSCT
Mark Bowmarg SEHSCT
Michael McCormickSHSCT
Breffni Keegan WHSCT
Roisin HealyWHSCT

Group Background/Summary

The Stroke Specialty Group continued to demonstrate strong levels of research activity across
the five Trusts during 2022025. CMG meetings were held quarterly and were well attended

by representatives from all five Trusts, including Research Nursesdi@ators and Principal
Investigators (PIs). Notably, each Trust now has an identified PI, representing an improvement
on the previous year.

Over the course of the year, the group supportadhtactive studie in setup(Pheast and
LACI 3) and 6 which weopen or infollow up TICH3, MAPS&, ESCAPHEeVQ SMART, CHAT
Phase ZindENRICH ARhe majority of which were multicentréOf those two new studies
SMART and LAGi were adopted. Recruitment performance was highly successful, with
targets achieved and in some cases exceeded, across open studies including, MAEHS,
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andENRICH AFFhe Southern Trust also received recognition, winning a prize at the UK Stroke
Forum 2024 for being the highest recruiting site in the OPTIMAS study in N. Indlamber
of studies closed waa(CHATS an@NRICIAR

The group maintained strong engagement with other Research Coordinators, including
participation in national and local initiatives to raise awareness of stroke research.

Key Achievements

Regular Collaboration: Quarterly CMG meetings and strengthened connections across all five
Trusts, fostering collaboration between Research Coordinators and PlIs.

Regional and National Links: Enhanced engagement between Northern Ireland and UK
research networks, supporting identification of potential new studies.

Study Development: Significant progress in the PHEAST study, which is now close to initiation.
Regionally setip is in progress for LAG] SMART with 5 other studies having expressions of
interest submitted.

International Collaboration: Success of the ESE@M&O study from Calgary, with the RVH
(P.1. Dr Paul Burns) being the only UK site selected. The trial was stoppeasdhdglanned
interim analysis suggested lack of clinical benefit.

Recruitment Success: Targets achieved or exceeded across multiple studies. Recognition off
the Southern Trust as the highest regional recruiting site for the OPTIMAS study (P.l. Dr
Michael McCormick) at the UK Stroke Forum. M2RSUHD (P.I. Dr Mark Bovam) rapidly
reached target which was then doubled. They are well on their way to meeting their revised
target.

Recruitment Success: Targets achieved or exceeded across multiple studies, including
recognition of the Southern Trust as the highest recruiting site for the OPTIMUS study at the
UK Stroke Forum.

New Opportunities: eight EOI / potential new studies identified for the upcoming year,
strengthening the research pipeline.

Workforce Development: In the Belfast Trust we welcomed Kate Velkadly who was
successfully recruited to a research -aalinator post, supporting the delivery and
sustainability of stroke research at RVH.

Relevant Publications

Endovascular Treatment of Stroke due to Medium Vessel Occlusion. NEnglJMed, Goyal et. Al,
¢ pg. £26, DOI: 10.1056/NEJM0a2411668 Sité*Rul BurnsviB BCh FRCR

Contributors:Sharon Nelson BSc, Erin Collins MSc, Kerry Courtney@ftiogo Okechukwu
MSc,Eileen Fox BS&nda Kerr MBChPBatricia GordorMB BCh BaQyan WiggamMB BCh

BaO, FRCEathy PattersorMB BCh BaO, FRCP, lan Rennie MB BCh BaO, Peter Flynn MB BCI
BaO FRCR, Sean O'Reilly MB, BCh BAO, FRCRakRIdIFearon MBBCh BAO, Christine
O'Connor MBChB5erallt RobertsMBChB DCSM FRCP, Graham Smyth MB BCh BaO FRCR
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Karen McGuire(Adams) MBChB MRIR MclimoyleMB BCh BaO, Louise Alexander MB BCh
BaO

Tenecteplase versus alteplase for acute stroke within 4.5 h of onset (AZT:EES&ndomised,
parallel group, opetiabel trial, Muir et. allvan WigganX ® g g ¢ dG KSt I y OS i @0
Neurol 2024; 23: 10&P6.

Kelly et al. Longerm colchicine for the prevention of vascular recurrent events in-non
cardioembolic stroke (CONVINCE): a randomised controlled trial. The Lancet. July 2024 (404
Pg 125133. DOIhttps://doi.org/10.1016/S01465736(24)00964L. PI:Dr. Patricia Gordon.

Optimal timing of anticoagulation after acute ischaemic stroke with atrial fibrillation
(OPTIMAS): a multicentre, blindeddpoint, phase 4, randomised controlled trial, Werring
et. al, Lancet 2024; 404: 17&41. Michael McCormick, Michael Magee, Grainne Tallon
Denise McFarland, Denise Cosgrove, Jim Mcllmoyle, Patricia Fearon, Kerry Caurtney

CHATS phase 3X4rolee McLaughlin disseminated regionally at NI Stroke research
conference Sept 2024 and to DOH and PHA as a solution to meet intensity of therapy for
aphasic patients (RCP stroke guidelines).

Awards/Good New Stories

The Research Coordinators and Nurses have been active throughowZ2224 contributing
to both research delivery and the wider visibility of stroke research across Northern Ireland.
Key achievements include:

Carolee McLaughlitias been part of the MAPS register of use of Pharyngeal Electrical
Stimulation in patients with acute/sulicute PosiStroke Dysphagia since 2014. This study
evaluates its clinical utility in a multicentre registry. Gwenllian Wilkinson, BMédSairolee
McLaughlin, MSgHabib Rehman, MD, FREBhaheen Hamdy, MIPhD? Philip M BathDSc
FMedSct?
1 Red4Research Day (Sept 2024): Nurses promoted visibility and engagement in stroke
research at a regional level.

1 Belfast Marathon (May 2024): Our research staff (Carolee McLaughlin, Erin Collins and
WAY aOAftyYyz2efSoO NIy |a LINI 2F o GSFyvya

G8FY o0S8SFd ; NAY YR WAYQa G(SHY o6& fop &8¢

research and equipment within the stroke unit.

1 Stroke Prevention Awareness Stand (January 2025): Research nurses engaged with the
public in the foyer of RVH, raising the profile of the Clinical Research Network within
the community.

T UK Stroke Forum (Dec 2024): Research Nurses / Coordinators from each Trust
attended in Liverpool, networking nationally and regionally, and exploring
opportunities for upcoming studies in 2025.
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T Northern Ireland Multidisciplinary Association of Stroke Teams (September 2024):
Research activity was showcased, highlighting the breadth of stroke research taking
place regionally.

Collaborative Working: Monthly meetings between research nurses and research
coordinators supported relationshipuilding across the Trusts, strengthened learning, and
promoted study delivery to expand the research portfolio.

Figurel3a NI Clinical Research  Figure Bb: Red4Research Day Sept 2025

Network Stroke Team recruit the
1500" Patient to the MAPS2
Clinical Trial in BHSCT.
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Dashboard(Stroke- STR)

Studies and Sites Data

No. of Active
HSC Trusts

No. of Active

No. of
Recruitment
Sites

24

Mo. of Sites
with
Recruitment
(INY)

10

No. of Sites
with
Recruitment

13

No. of New

during 24-25

closed during
24-25

Mo. of Studies

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

24-25
Screened | Recruf s | Recruited (TOT)**
(INY*) during | during (INY*) | (TOT)** as at
2435 2435 31/03/2005 | 25 2131/03/2025
309 81 4437 158

* INY = Activity reported over reporting period (01/04/2024 - 31/03/2025)
**T0OT =Total activity reported up to and including 31/03/2025

Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25

Commercial Co:::;;dal Randomised | Non-Randomised | Interventional | Observational
No. of Active
Studies 1 7 7 1 6 2
Pr“‘[’;r]“"“ 12.50% | 87.50% | 87.50% | 12.50% | 75.00% | 25.00%

Sponsorship Type

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Commercial Non-Commercial Combined
Recruited Median RET | Median RETT Recruited (INY) Median RET | Median RET Recruited Median RETT
(INY) during E:;:;l EI:;:L* during El;:;l El‘:;l* (INY) during | Median RET (%)* EI;:;L’
24-25 24-25 24-25
0 83.33% | 83.33% 81 70.00% |106.27% 81 79.17% 100.00%

* Median RIT Metrics calculated on Active Studies which have closed to recruitment in year
** Median RETT Metrics calculated on all active studies in year

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by

Design Type
Interventional Observational Combined
Recruited | 1 fian RET | Median rerr | RETUted INY)| o fian RET | Median Rery | RECTuited , ,
{INY) during . during (INY) during | Median RtT (3)* |Median RtTT (%)
(%) (%) (%) (%)
24-25 24-25 24-25
81 70.00% | 125.16% 0 83.33% | 75.00% 81 79.17% 100.00%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment
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Achieving < 30 days target (%) *

Median First Participant, First Visit Windows {days) and Proportion of Studies

Commercial(3) Non-Commercial(10) Combined(13)
Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
20.0 66.67% 1335 10.00% 121.0 23.08%

* FPFV Metrics calculated on Active Sites with Recruitment only

Achieving < 30 days target (%) *

Median First Participant, First Visit Windows {days) and Proportion of Studies

Interventional{10)

Observational(3)

Combined(13)

Median FPFV Median FPFV Median FPFV
(days) % < 30 days (days) % < 30 days (days) % < 30 days
1335 10.00% 20.0 66.67% 121.0 23.08%

* FPFV Metrics calculated on Active Sites with Recruitment only

Clinical Specialty Group Data by HSC Trust
. Recruitment ) No. of . ) Median Recto| Median ALL .
List of HSC (INY) during Proportion Recruitment Proportion ||Median Recto Time & Target| FPEv===* Proportion
Trusts® - Share (%) Sites Share (%) Target (%)** {52+ (days) (%) < 30 days
BHSCT 24 29.63% 6 25.00% 80.83% 102.10% 595 25.00%
NHSCT 10 12.35% 5 20.83% 75.00% 87.50% 163.0 0.00%
SEHSCT 20 24.69% 2 8.33% 137.78% 14.0 100.00%
SHSCT 24 29.63% 5 20.83% 83.33% 112.91% 35.0 33.33%
WHSCT 3 3.70% 6 25.00% 83.33% 76.31% 358.0 0.00%
Totals: 81 100.00% 24 100.00% 79.17% 100.00% 121.0 23.08%

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

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

*** Median RtTT Metrics calculated on all active studies in year
=+ FPFV Metrics calculated on Active Sites with Recruitment anly
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Vision (VIS)

Clinical Leads, Active Pls and CMG Members

Vision Group Clinical Leads
Jonathan JacksoBHSCT
Julie SilvestiBHSCT & QUB

Chief and Principal Investigato(€ls & Pls
Augusto Azuarilanco¢ BHSCT & QUB
Colin Willoughby BHSCT, WHSCT & UU
Jonathan JacksanBHSCT

Julie Silvestg BHSCT & QUB

Katheryn SaundersUuU

Michael Williamsg; BHSCT & QUB

Noemi Loig; BHSCT & QUB

Padraig Mulholland UU

Roger Andersog UU

Ruth Hogg; QUB

Tanya Moutray BHSCT

Tunde Peta; BHSCT & QUB

Karen Gillvrag BHSCT

CMG Members:
BHSCT Jonathan JacksoiKaren Gillvray

BHSCT &QUB - Augusto Azuardlanco, Julie
SilvestriMichael WilliamsNoemi Lois, Tunde Pet

UU- Padraig MulhollandRoger Anderson

PPl Representatives:

(Position Vacant)

Group Background/Summary

Visio a +25ipertfolio consisted o015 studies including 1 new study, which was open in
year. Of studies currently open, 5 were commercial and 10-oommercial. Due to the
nature of studies carried out in year both screening and recruitment were reduced with 117

screened to recruit 75 participitants.

Our medianFPFV metridor our combined studiesvas 71.0days with 27.% of studies
recruiting first patients within 30 days of opening
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Key Achievements

Staff within the Vsion group have had a very busy year. Although recruitment and study
numbers are down on last year this has been the result of a number of staffing and
governance issues. The Group are however very happy to report on the following
achievements.

- Having completed a successful MHRA GCP inspection for the TIGER study.
- Results of the DIAMONDS and EMERALD studies lead by Prof Noemi Lois as Cl have
been incorporated into NICE draft guidance for Managing and Monitoring Diabetic
Retinopathylittps://www.nice.org.uk/guidance/ng242/documents/economic
report)
- Prof Noemi Lois was awarded two large NIHR grants, each in excess of £2 million.
1 DAMEhttps://www.funding awards.nihr.ac.uk/award/NIHR157427
1 COMBATNttps://www.fundingawards.nihr.ac.uk/award/NIHR161891
- Belfast was the highest recruiting site for Augusto Azuafal y 02 Q& !/ 9 G NR I
- Faricimab received NICE approval for the treatment of macular oedema secondary to
branch and central retinal vein occlusion following the results of the 2 commercial
trials COMINO and BALATON studies which were led in the BHS(ArdiyMGthael
Williams.

Relevant Publications

King, A.J., Hudson, AzuaraBlanco, Aet al., (2024) Evaluating primary treatment for people
with advanced glaucoma: fiwgear results of the Treatment of Advanced Glaucoma Study.
Ophthalmology131(7), p759770.

Stewart C, Wu H, AlagappanAruaraBlanco A King AJ, Tatham Asl,al. (2024 Feasibility
of in-home monitoring for people with glaucoma: thd RAC mixethethods studyHealth
Technol Assegz8(44).https://doi.org/10.3310/GTWD6802

Shabaninejadd,HomerT,KernoharA. AzuaraBlanco, A et al. (2024) Is primary
trabeculectomy coseffective for patients with advanced primary open angle glaucoma?
Results from the Treatment of Advanced Glaucoma Study economic matish Journal of
Ophthalmology108:1210-1215.

2dz 1 2 | SNYt vy R $tuaraBanch, et al.(2028)tPatienKpreferences for ocular
hypertension monitoring: a discrete choice experimerBMJ Open Ophthalmology,
9:e001639https://doi.org/10.1136/bmjophth2024001639

Douglas SM, Kitchin RBéckson A .  NNBGdG . ¢ [AGGES W S6HnAaHNO
[ £ aaAFAOLIGAR2Y {@2aGSY Ay tIFINF¥ !'fLAYS {1AAY3
Physical Activity Quarterly,41(3) Pg 4010 https://doi.org/10.1123/apaq.2023076
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Breen H, McLoone Hackson 2024)a / | &S wSLE2 NI 2F | [/ KAt R gAll

Nancel 2NF Y {@8YRNRBYSéd ! dzAGAY W2dzNYyIFf 2F /Ay

Cushley LN, Leonatdawkhead BJackson AL, S12 ¢ OoHnuHpO® aDf 20l €
LYLI ANYSY(d wSIAAGNASEAY | a02LAyYyAS. B PBASge @
10.1111/a0s.16763

Cushley LN, Mo M, TundeJackson Ab H nHn 5SSO0 @ & ¢-kK9%n gedplewid i 2 7
I @AadzZ £ AYLIANNYSYO Ay bLY ! {Syaz2NE { dzLlLJ
Pg 1701 doi: 10.3390/ijerph21121701

Moore N, Cushley L, Wright D, McCanmMButray T, Peto T, AzuarBlanco A, Jackson AJ,
OHNHPLOD G! 3a20AFGA2ya 0SU6SSY OSNIAFAOLIG
deprivation: a study using data from the regional Northern Ireland sight impairment
OSNIAFTAOLFIGAZ2Y RIGFOFASeEDd . aW hLISYy RDMGKI §
001868

Ridgeway AR,.G Silvestriet al. (2024). Novel Spligdtering Variants in the CHM and
CACNALF Genes Causative-binked Choroideremia and Cone Dystrophy. Genes (Basel)
16(1):25. doi: 10.3390/genes16010025

MONARCH Study

. dzNI 2 2 3.3X w Xet af (R@4).¢Acceptability of Home Monitoring for Neovascular
AgeRelated Macular Degeneration Reactivation: A Qualitative Study. Stud Health Technol
Inform 315: 425429. doi: 10.3233/SHTI240182

| 233 wXebal.$2022). Homenonitoring Vision Tests to Detect Active Neovascular
AgeRelated Macular Degeneration. JAMA Ophthalmol 142(6)31® doi:
10.1001/jamaophthalmol.2024.0918.

| 233 w9 Xalg2024). lomenonitoring for neovascular agelated macular
degeneration in older adults within the UK: the MONARCH diagnostic accuracy study. Health
Technol Assess 28(32)1tB6. doi: 10.3310/CYRA9912

RHINE Study

| 32 & (i RefoTet &.X2024). Faricimab for neovascular -agkated macular
degeneration and diabetic macular edema: from preclinical studies to phase 3 outcomes.
Graefes Arch Clin Exp Ophthalmol 262(11):338%1. doi: 10.1007/s0041024-065319

FASTBAT Study

DI f SPetwfTeXal. (2024). Improved Structure and Function in EBeyected Second
Eye Neovascular Adgeelated Macular Degeneration: FASTBAT/Early Detection of
Neovascular AgRelated Macular Degeneration Report 1. Ophthalmol Retina 8(65525
doi: 10.1016/j.0ret2023.12.012
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document upon request)

- Cushley LN, McCann R, Moutraysilvestri GPeto T, Jackson A2025). Trends in
Adult Visual Impairment Certification in Northern Ireland: AYEar Analysis.
Ophthalmic Epidemiol 28:8. doi: 10.1080/09286586.2025.2483697

- Daka Q, Neziri B, LindnerAzuara Blanco A(2024). Metformin in Glaucoma
Treatment. J Glaucoma 33(6): 3893. doi: 10.1097/13G.0000000000002387

- . 2dz2NY S Amard. X P 02 | X P atdif (2024). The YKRclinicaleye
research strategy: refreshing research priorities for clinical eye research in the UK.
Eye (Lond) 38(10): 194B57. doi: 10.1038/s4143324-030496.

- Hui BTK, Yeong Reto T, Willoughby CE2024). Glucagclike Peptide 1 Receptor
Agonist use and the effect on diabetic retinopathy: An uncertain relationship.
Peptides 178:171240. doi: 10.1016/j.peptides.2024.171240

- McConnell EX ®aunders Kat al. (2025). InteExaminer and Intemstrument
Agreement of the Myopia Master with the IOL Master 700 and NVisionK 5001 in
Myopic Children. Children (Basel) 12(2):121. doi: 10.3390/children12020121

- NaderiMeshkin HLois Net al. (2024). Unveiling impaired vascular function and
cellular heterogeneity in diabetic donalerived vascular organoids. Stem Cells
42(9):791808. doi: 10.1093/stmcls/sxae043

- WA y RPJtMulhoMandet al. (2024). An evaluation of optometric advanced skills
within a tertiary based setting. Eye (Lond) 38(7):22282. doi: 10.1038/s41433
023-028807.

- Anderson R&t al. (2025). Expert CONsensus on Visual Evaluation in Retinal disease
management: the CONVERGE study. Br J Ophthalmol 109(23828

- CIl NJ &Hegh Re{aK (2024). Genetic Risk of Reticular Pseudodrusen in Age
Related Macular Degeneration: HTRA1/IncRNA BX842242.1 dominates, with no
evidence for Complement Cascade involvement. medRxiv 28: 2024.09.26.24314339.
doi: 10.1101/2024.09.26.24314388 O a Peybo Tdt &l.X2024).

- Stereotactic radiotherapy for neovascular agdated macular degeneration (STAR):
a pivotal, randomised, doublmasked, shantontrolled device trial. Lancet
404(10447):444. doi: 10.1016/S0146736(24)006871

Key Conferences, at which members of the CMG have presented data from NICRN Studies
at National or International Conferences.

- Results from the REVAMP study (led by Ulster University) was presented at the
Association for Research in Vision and Ophthalmology international conference in
Seattle, USA and the Imaging and Perimetry Scoiety Conference in Cardiff, UK.

Awards/Good New Stories

- ProfessorJdulie Silvestri (ctead for NICRN Vision) received the Commander of the
Order of the British Empir€CBEnedal for services to Ophthalmology and Eyecare
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in Northern Ireland which was awarded at Windsor Ca$tigure 14a)

(https://nicrn.hschi.net/professomiulianasilvestrireceivesche-medalat-windsor
castle))

Figure 14a: Professor Juile Silvestri receives CBE

At the Royal College of Ophthalmologists Annual Congress in May 2024, Professor Lois

was awarded the Royal College of Surgeons of Edinburgh King James IV Professorship|

Up to five academics are presented with the Professorship annually, the most senior
academic award made by the College that recognises a substantial body of work by an
AYRAGARdzZE f @ ¢KAA K2y2dzNJ NBEO23IyAaSa t N
specificdly celebrates the advancements she made as Chief Investigator of
DIAMONDS clinical &ali (ttps://europe.ophthalmologytimes.com/view/professer
noemtlois-awardededinburghkingjamesiv-professorshigretina-royalcollegeof-

surgeon$

Drs Shelley Black, Lesley Doyle and Emma McConnell successfully completed their
Independent Prescribing for Optometrists qualification awarded by the College of
Optometrists(Figure 14h)

anical [
Sear N
Networe! | Has

Northarn reland's
largest rosearch delhvery plates

Figurel4b: Dr Shelley Black preseimg at the annual NICRN Staff event
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Dashboard(Vision- VIS)

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

Median First Participant, Screening and Recruitment In Year and also
First Visit Windows Cumulative Totals for Active Studies During
(days) and Proportion of 24-25
Screenad Recruited Screenad
MNo. of Acti Recruited [TOT
mcm.uze 2 (INY*}during | during(INY*) | [TOTFasar | o 032005
24-25 24-25 31/03/2025
Ma. of Active
Studies 15 117 75 1,612 306
Mo. of = INY = Activity reported over reporting period (01/04/2024 - 31/03/2025)
Recruitment 16 ** TOT = Total activity reported up to and including 31,/03/2025
Sites
Mo. of Sites
with Portfolic Sponsorship, Randomisation and Design Mix for Active Studies During 24-
Recruitment 7 25
(INY)
[ Wedian First
Participant,
First Visit Randomised | Mon-Randomised | Interventional | Observational
Windows
fdawe) and
Ma. of New .
N MNo. of Active
Studies during 1 Studies 5 10 3 12 5 10
24-25
Hn.ofsmc!'es Proportion
closed during 3 " 33.33% | 66.67% | 20.00% 80.00% 33.33% 66.67%
2425 (%)
Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by
Sponsorship Type
Commercial Non-Commercial Combined
Recruited , , Recruited (INY) , , Recruited ,
(INY) during Mm;:”‘m Mm;:"_fm during Mm;:”‘m M'“j;:"_fm (INY) during | Median RET (%)* M'“j;:"_fm
24-25 (%) %) 24.25 (%) %) 24-25 %)
6 85.71% | 84.25% 69 145.24%| 97.33% 75 123.81% 90.19%
* Median RiT Metrics calculated on Active Studies which have closed to recruitment in year
** Median RtTT Metrics calculated on all active studies in year
Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (%)** by
Design Type
Interventional Observational Combined
Recruited , , Recruited (INY) , , Recruited ,
(INY) during Med;:n‘RtT Medﬁ;z RITT during ME{II;I‘I RiT Medle;: RITT (INY) during | Median RET (%)* Medle;: RITT
24-25 (%) %) 24-25 (%) %) 24-25 %)
7 123.81% | 82.78% 68 141.19% | 94.66% 75 123.81% 90.19%
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Maedian First Participant, First Visit Windows (days) and Proportion of Studies
Achieving < 30 days target (%) *

Commercial(3) Non-Commercial(8) Combined(11)
Median FPFV %<30d Median FPFV % <30d Median FPFV 9% <30d
(days] W (days) W (days) e
71.0 33.33% 55.0 25.00% 71.0 27.27%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

Interventional(4) Observational(7) Combined(11)

Median FPFV %<30d Median FPFV 9% <30d Median FPFV % <30d
(days) W (days) W (days) we
86.5 0.00% 36.0 42.86% 71.0 27.27%

* FPFV Metrics calculated on Active Sites with Recruitment only

Clinical Specialty Group Data by HSC Trust
List of HSC Rli]c‘frrui;[mfam Proportion ] ch of : Proportion  |Median Rec to rEdi?:Eﬂ: N;EE{?:;:';L Proportion (%)
Trusts* (INY) during Share (%) Emfl men Share (%) Target (%)** ime & 1arge < 30 days
24-25 Sites (98] *** (days)
BHSCT 75 100.00% 15 93.75% 123.81% 85.71% 53.5 30.00%
NHSCT 0 0.00% 1 6.25% 128.57% 92.0 0.00%
SHSCT 0 0.00% 0 0.00%
WHSCT 0 0.00% 0 0.00%
Totals: 75 100.00% 16 100.00% 123.81% 90.19% 71.0 27.27%

* HSC Trust names highlighted in purple indicates which Trusts are active in the C5G portfolio
** Median RT Metrics calculated on Active Studies which have closed to recruitment in year
% Median RtTT Metrics calculated on all active studies in year

**EE PRV Metrics calculated on Active Sites with Recruitment only
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NICTN: CANCER

Clinical Leads, Active Pls and CMG Members

Leads & Active Pls
NICTN Clinical Director: Stuart Mclntosh

NICTN Operational Director: Melanie Morris

NICTN Executive Committee

NICTN Clinical Director (Cdair)

NICTN Operational Director (Cinair)

Clinical Oncology Lead

Haematology Oncology Lead

Experimental Cancer Medicine Centre Lead
CRUK Senior Research Nurse

NICTN Manager/Lead Nurse

PPI representative

BELFAST EXPERIMENTAL CANCER CENTER STEERING GROUP

Stuart MclIntosh

Melanie Morris

W2S hQ{dzZ t AQlIYy
Oonagh Sheehy

Victoria Coyle

Ruth Boyd

Eileen Dillon

Aidan McCormick

ECMC Clinical Lead:

ECMC Deputy Clinical Lead:

ECMC Scientific Lead:

ECMC Deputy Scientific Lead

ECMC Business Lead:

ECMC CRUK Senior Research Nurse:
ECMC PPI Rep:

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
considered for adoption. There are currently over 60 PPI repreteesanow registered with
NICRCF. Further detail on the work of the NICRCF is detailed iRetisenal and Publi
Involvement (PPI) and Engagemesection of the NICTN report.

Vicky Coyle
Stuart McIntosh
Kiernan Savage
Dan Longley
Melanie Morris
Ruth Boyd

Tim Kerr
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Active Pls in 20225

(PIs with studies actively recruiting or in follow up only)

Pl Name Job Title Trust Affiliation | Area

Prof Stuart McIntosh Consultant Surgeon BHSCT QuUB Breast

Dr Jane Hurwitz Consultant Oncologist BHSCT N/A Breast

Dr Jackie Clarke Consultant Oncologist BHSCT N/A Breast

Dr Rosalie Douglas Consultant Oncologist BHSCT N/A Breast

INHSCT

Mr Gareth Irwin Consultant Surgeon BHSCT N/A Breast

Dr Nora Scally Consultant Oncologist SHSCT N/A Breast

Mr Stephen Kirk Consultant Surgeon SEHSCT N/A Breast

Mr Brendan McFall Consultant Surgeon NHSCT N/A Breast

Dr Audrey Fenton Consultant Oncologist SHSCT N/A Breast

Dr Therese McCartney Consultant Oncologist SHSCT N/A Breast

Dr GoudarMazdai Consultant Oncologist WHSCT N/A Breast

5NJ / 2y 2NJ h Qb §| Consultant Oncologist WHSCT N/A Breast

Dr Linda McLaughlin Consultant Oncologist WHSCT N/A Breast

Dr Paul Farry Consultant Surgeon WHSCT N/A Breast

Mr Michael Harron Consultant Surgeon WHSCT N/A Breast

Dr Helen Mathers Consultant Surgeon SHSCT N/A Breast

Dr Hossam Abdulkhalek Consultant Oncologist WHSCT N/A Breast

Mr Brendan Skelly Consultant Surgeon WHSCT N/A Breast

Prof Vicky Coyle Professor in Oncology BHSCT QUB Early Phase

Dr Catherine Davidson Consultant Oncologist BHSCT N/A Early Phase

Prof Suneil Jain Professor in Oncology BHSCT QUB GU

t NE¥ W2S h Q{ df Professorin Oncology BHSCT QUB GU

Dr Darren Mitchell Consultant Oncologist BHSCT N/A GU

Dr Aidan Cole Consultant Oncologist BHSCT QUB GU

Dr Caroline Forde Consultant Oncologist BHSCT N/A GU

Dr Jacqui Harney Consultant Oncologist SHSCT N/A GU

Dr Jonathan McAleese Consultant Oncologist NHSCT N/A GU

Dr Judith Carser Consultant Oncologist SHSCT N/A GU

Dr Conor McGarry Radiotherapy Physics BHSCT N/A Radiotherapy

Mr lan Harley Consultant Surgeon BHSCT N/A Gynae

Dr Joanne Millar Consultant Oncologist BHSCT N/A Gynae

Dr Anne Drake Consultant Oncologist BHSCT N/A Gynae

Dr Oonagh Sheehy Consultant Haematologist BHSCT N/A Lymphoma &
myeloma

Prof MF McMullin Consultant Haematology BHSCT QUB Leukaemia &
MPN
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Dr Claire Arnold Consultant Haematologist BHSCT N/A Leukaemia &
MPN

Dr David Donaldson Consultant Haematologist BHSCT N/A Lymphoma &
myeloma

Dr Nick Cunningham Consultant Haematologist BHSCT N/A Leukaemia &
MPN

Dr Sarah Lawless Consultant Haematologist BHSCT N/A Lymphoma &
myeloma

Dr Christina Bradford Consultant Haematologist SHSCT N/A Lymphoma &
myeloma

Dr Patrick Elder Consultant Haematologist WHSCT N/A Lymphoma &
myeloma

Dr Allister Foy Consultant Haematologist SHSCT N/A Leukaemia &
MPN

Dr Rachel McCormick Consultant Haematologist SEHSCT N/A Lymphoma &
myeloma

Dr Fearghal McNicholl Consultant Haematologist WHSCT N/A Lymphoma &
myeloma

Dr Bridgin Merron Consultant Haematologist NHSCT N/A Leukaemia &
MPN

Dr Keith Rooney Consultant Oncologist BHSCT N/A Head & Neck

Dr Kirsty Taylor Consultant Oncologist BHSCT N/A Head & Neck

Dr Lynn Campbell Consultant Oncologist BHSCT N/A Lung

Prof Jackie James Molecular Pathologist BHSCT QUB Lung

Dr Raafat Malek Consultant Oncologist WHSCT N/A Lung

Dr Bode Oladipo Consultant Oncologist BHSCT N/A Melanoma

Dr Bethany Mitchell Consultant Haematologist BHSCT N/A Paediatric

Dr Anthony McCarthy Consultant Oncologist BHSCT N/A Paediatric

Dr Robert Johnston Consultant Oncologist BHSCT N/A Paediatric

Dr Christine McCartney Consultant Haematologist BHSCT N/A Paediatric

Dr Heather McCarty Consultant Oncologist BHSCT N/A Paediatric

Dr Paul Henry Consultant Oncologist BHSCT N/A Thyroid

Dr Martin Eatock Consultant Oncologist BHSCT N/A Upper Gl

Prof Richard Turkington Consultant Oncologist BHSCT QUB Upper Gl

Dr Claire Harrison Consultant Clinical Oncologist | BHSCT N/A Upper Gl

Group Background/Summary

Over the past year, a portfolio of 62 cancer clinical trials and other adopted clinical research
studies were available to cancer patients in Northern Ireland (NI). Belfast HSC Trust offered a
portfolio of 56 studies with the other four Trusts offeringd&tudies. 75.8% (n: 4of the
portfolio was made up of interventional trials and accounted for 52% of overall recruitment
(76 participants)which demonstrates a significant shift back to interventional trials being the
main focus of NICTN activity. Inasng interventional trial participation has been a
strategically important objective for NICTN. It is this access to interventgindies, which
allows patients across NI acceégmnovel treatments, and consequently helps to drive up the
standard of care for cancer patients across the region.

In total, 247 participants were approached about participating in a research study, with 153
consenting patients actively screened for potential trial participation. Subsequently, 146
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patients were recruited to the regional trials portfolio, with 76 patients participating in an
interventional trial. A further 707 participants remained on folloyy at the end of this
reporting period, which amounts to a significant and oftemrecognizedvorkload for both
the clinical and administrative teams.

As in previous years, the mainstay of regional activity was delivered in Belfast with 68.5% of
overall network recruitment being reported by Belfast HSC Trust. This again reflects the higher
staffing levels available to support trial agb and delivery,te available HSC service support

for research, as well as the geographioahtralisationof many cancer services.

The increasing complexity of many interventional trials means that it is not possible to deliver
SOSNE OGONRIE | ONRraa |ff OSYGNBa Ay bL® Lyal
LRSYGATFTAOIGAZ2Y [ SYGUNBaAZIQ dtdlBelidstifok the/apgicallel y
Trust) for potential trial participation. This mechanism allows us to offer patients from across
NI the opportunity to access cancer trials no matter where they live. However, where capacity
allows us to spport the safe deVery of appropriate trials in the Trusts out with Belfast, these
trials are opened locallyA summary of portfolio activitis available on request.

Study adoption and setip

During the past year, 29 new cancer trials were considered for adoption following review at
the multi-professional NI Cancer Clinical Trials Coordinating Comn{iigeire15a). The
adopted trials spanned a number of different disease sites with 24 of the trials adopted being
interventional in nature, again reflecting our emphasis on trials that offer patient access to
new treatment options.

Early Phase

Lung

Breast

Skin

Colorectal

Leukaemia & MPN

Lymphoma, Myeloma, CLL

Paediatrics

Gastro-Oesophageal  p—
Urclogy  —
Head and neck

Hepatabiliary & pancreatic

o

1 2 3 a4
B Number of cancer studies

Figurel5a Number of studies adopted per disease site

It is recognised that the volume of studies that can be safely adopted and supported by the
NICTN is dependent on a number of interlinked parameters. These include the intensity and
complexity of the active trials portfolio (including studies that are openecruitment and,
importantly, also those that are in followp, which have a significant associated workload for
the team), staff capacity to run multiple trials, availability of a local Pl and lastly HSC service
support. More recently, however, delays obtaining approval to open trials have been
particularly challenging. Over this reporting period, we opened 19 new studies with 20 studies
closing to recruitment during the same period.
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Recruitment Activity per Disease Site 2028

Recruitment to cancer clinical trials is dependent not only on having the right portfolio
available at the right time, but importantly the portfolio needs to be equally attractive to both
the patient and clinical team. Disease sHgecific recruitment islictated by whether a trial

is available, whether clinics and the relevant services can support a clinical trial and whether
suitable patients are willing to participate.

| Approached ® Screened ® Recruited

No. of Participants Recruited

Figurel5h: Recruitment per disease site for 2022b

Over the course of 20245, delays in opening new trials had a major impact on overall
recruitment and unfortunately, for some disease sites there were no trials to offer our
patients. That said, when disease sites had trials available they performikdFigurel5b).

Of note, both the breast anldukemiatrials portfolio recruited steadily to both interventional
and noninterventional trials and our early phase portfolio recruited to available trial slots
when eligible patients were identified.

This year the paediatric team benefited from the opening of a number of new trials, which
was reflected in an increase in recruitment activity. It is anticipated that activity will further
increase as the portfolio expands with further studies set to opeon.

Activity in areas of unmet need continues to be addressed. The melanoma portfolio has
several new trials in saip and we were delighted to open the first personalised cancer
vaccine study in Northern Ireland in pancreatic cancer under the leadership BfaRin

Eatock, who is also the UK Chief Investigator for this study. We are also exploring how we can
support more brain tumour trials and are currently in discussion about a number of
glioblastoma trials that we would like to run here in Belfast. Lasty areexcitedto be
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working with the Trauma and Orthopaedic Team on a numbsuggical sarcoma trials, which
will undoubtedly benefit patients from across the region.

Key Achievements

1 With the development of cancer vaccines being a highiliplicised and exciting
development in the battle against cancer, NICTN is delighted to tyaeeeda number of
cancer vaccine studies this year:

o IMCODEOO3This Roche sponsored study will evaluate auto gene cevumeran, an RNA
based cancer vaccine, in combination with atezolizumab and mFOLFIRINOX as
adjuvant therapy in patients with resected pancreatic cancer. Dr Martin Eatock is UK
Chief Investigator. Our rfit patient has been recruited and manufacture of a
personalised vaccine successful.

o0 ModiFY(Scancell Ltd) is evaluating the use of a DNA cancer vaccine in a variety of solid
tumours and has recruited steadily in Belfast since opening in December 2024, under
the leadership of Prof Vicky Coyle as local PI.

o AHEABMERITb L/ ¢b Q& FANBRG . A2b0GSOK dNRIE A&
combination with pembrolizumab for patients with a form of head and neck cancer. It
was initially delayed in opening due to the impact of the EU IVDR (Regulation (EU)
2017/746), buts now scheduled to open locally ri2@25, following the approval of
a clinical performance study application. [Over the past year, NICTN has worked
closely with HSC R&D and colleagues in MHRA to provide guidance on the new
regulatory requiremets ¢ a worthwhile activity that will undoubtedly benefit the
wider research community].

NICTN hopes to attract more cancer vaccine studies to NI in the near future. Dr Melanie
Morris (NICTN Operational Director) is an active member of both the UK Cancer Vaccine
Delivery Group and the UK Cancer Vaccine Research Forum, where upcoming séudies ar
reviewed and operational issues discussed, including the implementation of the Vaccine
Innovation Pathway, which is being explored as a potential delivery pathway here in NI.

1 Over the past year, NICTN has continued to support investigatioclinical trials. This
W2 Ny Ay . St Tl appréachih&Reeda@numb8rbfEtlidiesindbve from concept
to execution. Of noteCVv61686t N2 ¥ + [/ 2&f S0sx |y SEOAGAY3
dUTPase inhibitor CVB58 developed by a local spim company, Cé Therapeutics (NI)
Ltd. opened in August 2024, and continues to recruit on time and on target.

1 NICTN has received commendation for their performance across many studies. Some
examples are as follows:
0 SARONGProf R Turkingtog Gl)- highest UK recruiter March 2025
UKP3BE (Dr Oladipe GCT} joint 2"9 highest UK recruiter in 2024
MITHRIDATEProf MF McMullin Haem)g 3 highest UK recruiter January 2025
SMALL(Prof S Mcintoslq Breast)g 4" highest UK recruiter since opening

O O O

9 NICTN hosted a very successful Sponsor audit of the SABRE stRdys@&iember, 2024.
¢CKS | dZRAG2NE a0tk GSR GKIF{ 146SS a2rBdehicRdverer) 0§
\Yracious hosts and very accommodath@ ¢ KSNE 6SNB 2yteé I FSg
which highlighted the fantastic work of our QA Manager, Dr Rebecca Gallagher and our
Clinical Research Radiographer Team.
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1 On 17 June 2024, NICTN were delighted to show case their work to both the Chair of the
Belfast HSC Trust, Mr Ciaran Mulgréwgure 15¢) and the NorExecutive Director,
Professor Catherine Rofsigurel5d). A number oPls presented their trial activity and
NICTN staff had an opportunity to discuss their research directly with Mr Mulgrew and
Professor Ross during a poster session at what was a very successful and well received

event.

' NICTN PI, Pre$sorSuneilWl Ay YSG YAy3a [/ KFENISa LLL
Research Centre in Coleraine during a visit in March 2025. In attendance were NICRCH
members, Ann McBrien and Tim Kerr, who shared their own experience of cancer with
His Majesty. Another researchea highlighted during the visit was that of Sonotarg
Ltd, who are actively working with NICTN on a proof of principle study, due to open
next year.

1 NICTN contributed to many local, regional and national initiatives. Just some
examples are as follows:

(0]

(0]

/| fTAYAOLE wSaSFkNOK wlkRA2ANI LIKSNI {{F O

Figure 15c Figure 15d

NICTN staff, Melanie Morris ariRuth Boyd attended the HSC R&D Division
Strategy Review Workshop, Clayton Hotel, Belfast, 12 September 2024

Jane Cousins and Oonagh Stewart presented at the Prostate Center of
Excellence Event in October 2024, providing an update on NICTN radiotherapy
clinical trial activity.

Ruth Boyd, Michael HannRgebecca Gallagher attended the Al Project event
at Riddell Hall, 21 November 2024. Ruth was a bmdkround table Q&A
session cdacilitator at this event

Research Radiographers Grace Totten and Lynn McCourt represented NICTN
at a Head and Neck awareness day at Dunadry Hotel, 19 November 2024.
NICTN Operational Director (Dr Melanie Morris) and the Clinical Research
Radiographer Team met Dr Matt Hobbs (Prostate Cancer UK Director), 6
February 2025, to discuss prostate cancer trial activity in Belfast.
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o The NW Cancer Centre and WHSCT R{
supported by NICTN and NICRCF, hosted a p
event to showcasé€Fig 15e}he cancer research
activity happening in the Western Trust (1
October 2024)

o Dr Melanie Morris (accompanied by Prof Ia
Young and Dr Anthony McCartney)) met with
Minister for Health, Mr Mike Nesbitt and a loca
cancer charity to discuss paediatric cancer tria
with a particular focus on the challenge
encountered and the poteral solutions that
could facilitate the delivery of more trials locall
(22 November 2024).

Western Health o
and Social Care Tust  C-TRIC

You are invited to join us at the

k North West

Cancer Centre

Research
Showcase
2024 9/
n the 15 ober, 2024 at 7pm-9pm
is '

You are invited to join the NWCC and WHSCT Research and
Development at our free event in partnership with the NI
Cancer Research Consumer Forum and the Northern Ireland
Cancer Trials Network.

To find out more about the research we do and patient and
public involvement, please register to attend.

Register by emailing:
Ronanm.boyle@westerntrust.hscni.net
or call/text 07769302358 ] 2

Your contribution matters in cancer research

Figure 15e

1 NICTN staff are members of many national groups contributing to various works
steams, including for example: National Costing Value Review, Specialist Interest

Groups (e.g. Research Radiographers UK), ECMC Nursing Steering Group, ECMC Center

Business LeadBorum and ECMC Early Phase Nurses and Haematology Groups.
Throughout the year Melanie Morris alongside Ruth Boyd and Paul Biagioni
represented NI on the UK Sustainable and Supported Research Workforce Group, co
ordinated by DHSC.

1 NICTN and NICRCF worked closely with Cancer Trials Ireland and the All Island Cance
wSaSkNOK LyadMbadd S RXY g2NgS NUIGINBWIYiat Ay Of o
FYR OFYOSN) NBaSIkNOK fFyRaOILIS Fylfteaaa
Knowsb 2 . 2NRSNEQZ v! .3 !'LINAf HAHpPO®

Relevant Publications

Molecular, clinical, and therapeutic determinants of outcome in NFPMiated AML.

Jad Othman?3 Nicola  Pottet, Adam Ivey, Yanis TaZjEli  Papaemmanti)Jelena
Jovanovié, Sylvie D Freemd&nAmanda Gilke§ Rosemary GafeTanya Rapez
D'Silv&, Manohursingh  Rungldf, Michelle Kleemaf, Pawan Dhanfilan Thoma$’, Sean
Johnsort®, Joanna Canhatfi Jamie Cavenadh Panagiotis Kottaridi€, Claire Arnold? Hans Beier
Omment4, Ulrik  Malthe Overgaartf, Mike Dennis® Alan  Burnett’, Charlotte ~ Wilhelm

Benartzi®, Brian Huntly®, Nigel H RusséllRichard DilloA?Blood .2024 Aug 15;144(7):71A28. doi:

10.1182/blood.2024024310. PMIBB691678

Postinduction molecular MRD identifies patients with NPM1 AML who benefit from allogeneic
transplant _in _ first remission. Jad Othmanh?3 Nicola Pottet, Adam Ivey, Jelena
Jovanovi¢, Manohursingh Rungldlf, Sylvie D FreemanAmanda Gilkeslan Thomas Sean
Johnsori, Joanna CanhamJamie CavenadhPanagiotis Kottaridi$ Claire Arnold? Hans Beier
Omment!, Ulrik  Malthe Overgaartf, Mike Dennis? Alan  Burnett’, Charlotte ~ Wilhelm
Benartzf, Richard DilloA? Nigel H Russéll Blood.2024 May 9;143(19):1931936. doi:
10.1182/blood.2023023096. PMIB8364112
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Impact of BCR::ABL1 single nucleotide variants on asciminib efflazdnew J Inne&'?, Chloe
Hayderi3, Victoria  Orovboni, Simone Claudiaff, Fiona Fernandt®, Afzal Khaf®, David
Rees$, Jennifer Byrné Paolo Gallipofi Sebastian FrancisMhairi Copland®, Gillian Horné®, Manoj
Raghavart, Claire Arnold?, Angela Collin®, Tanya Cranfielf, Nicholas Cunninghati Akila
Danga?®, Peter Forsyth®, Rebecca Frewit, Paula Garlant?, Guy Hannaf’, Daniele
Avenosd®, Sandra Hass&f Brian J P Huntf}, Jissan Husafd, Sudhakaran Makkuft, Kate
RothwelP4 Jamshid Khorashdd®, Jane F Apperléy, Dragana Milojkovit> Leukemia2024
Nov;38(11):2442455. doi: 10.1038/s4137624-024117. Epub 2024 Sep 17. PMIER300220

A phase la study of the MEK1/2 inhibitor-BB25901 with the éMET inhibitor crizotinib in patients
with advanced solid cancer@allagher P, Rolfo C, Elez E, Taieb J, Houlden J, Collins L, Roberts C, André
T, Lawler M, Di Nicolantonio F, GraysonBdyd R,Popovici V, Bardelli A, Carson R, Khawaja H,
LaurentPuig P, Saltdellez M, Hennessy BT, Maughan TS, Tabernero J, Adams R, Jones R, Peeters M
Middleton MR,Wilson RH, Van Schaeybroeck MMErCuRIC Trial Consortium.BJC Rep. 2025 Mar
26;3(1):17. doi: 10.1038/s442725-001336.PMID:40140597

Stereotactic Body Radiation Therapy for Oligoprogressive Disease in Andogeressed Prostate
Cancer: Primary Endpoint Analysis of the TRAP. Riaglanka Paté| Sabine Dreib& Gerhardt
Attard®, Aidan Cold, Patricia Die%, John FreW, Jeane GuevarfaDaniel Leviné Fiona
McDonald, Vinod  Mullasser§, Julia  Murray, Chris  Parket, Nachi  PalaniappahAngela
Pathmanathari, Alison Reid, YaeEun SuR, Isabel Syndikus, Angelie Tirond Amina Tran, Nina
Tunariu’, Nicholas J van Aslames Wyli&!, Alison C TreélInt J Radiat Oncol Biol Ph2625 Mar
9:503668016(25)00224L. doi:10.1016/].ijrobp.2025.02.04@®nline ahead of prineMID 4006877

Plasma AR Alterations and Timing of Intensified Hormone Treatment for Prostate Cancer: the
STAMPEDE Phase 3 Randomized Clinical €&dak G, Orlando F, Dutdjagni P, Vainauskas O, Grist

E, Ciani Y, Lall S, Thakali S, Wingate A, Wetterskog D, Sachdeva A, Sydes MR, McPhail N, Sreeniva
T,O'Sullivan JM Clarke NW, Parmar MKB, Brown LC, James ND, Demichelis F, Attard G; STAMPED
collaborators.JAMA Oncol. 2025 Feb 27;11(4)x92@loi: 10.1001/jamaoncol.2024.7051. Online
ahead of print. PMID40014335

Fedratinib combined with ropeginterferon aiZb in patients with myelofibrosis (FEDORA): study
protocol for a multicentre, opettabel, Bayesian phase Il tribMclliroy G, Gaskell C, Jackson A, Yafai E,
Tasker R, Thomas C, Fox S, Boucher R, Ghebretinsea F, Harrison C, Mektulid,MFBMC
Cancer. 2025 Jan 10;25(1):56. doi: 10.1186/s12886133833.PMID:39789479

Pelvis Or Involved Node Treatment: Eradicating Recurrence in Prostate Cancer (FRINFEERY

protocol paper for a phase Ill multicentre, opkrbel randomised controlled triaBlevin F, Alexander

S, Brown SR, Carter M, Choudhury A, Clipson A, Din O, Dive C, Gilbert A, Girvan S, Hidgorehi M,
Khoo V, Lilley J, Murray LJ, Naismith O, Noutch S, Oliveira P, Pagett CJH, Smith A, Talbot J, Webster
Henry AM.BMJ Open. 2024 Dec 26;14(12):e095560. doi: 10.1136/braif)izh
095560.PMID39725427

Tranexamic acid versus placebo to prevent bleeding in patients with haematological malignancies and
severe thrombocytopenia (TREATT): a randomised, delinlé, parallel, phase 3 superiority trial.
TREATT Trial Investigatoksincet Haematol. 2025 Jan;12(1):e2P. doi: 10.1016/S2352
3026(24)0031%. Epub 2024 Dec 3.PME®642900

Phase 3 Trial of Stereotactic Body Radiotherapy in Localized Prostate @ancks.N, Griffi€, Tree
A, Patel J, Ostler P, van der Voet H, Loblaw A, Chu W, Ford D, DalarS&amilleri P, Kancherla K,

Frew J, Chan A, Naismith O, Armstrong J, Staffurth J, Martin A, Dayes |, Wells P, Price D, Williamson E

Pugh J, Manning G, Brown S, Burnett S, Hall E.N Engl J Med. 2024 Oct 17;391{14623.4dGi:
10.1056/NEJM0a2403365.PMIBR413377
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Induction chemotherapy followed by standard chemoradiotherapy versus standard
chemoradiotherapy alone in patients with locally advanced cercaater(GCIG INTERLACE): an
international, multicentre, randomised phase 3 trislcCormack M, Eminowicz G, Gallardo D, Diez P,
Farrelly L, Kent C, Hudson E, Panades M, Mathew T, Anand A, Persic M, Forrest J, Bhana R, Reed
Drake A, Adusumalli M, Mukhopadhyay A, King M, Whitmarsh K, McGrane J, Colombo N, Mak C,
Mandal R, Chowdhury RRlamillaGarcia G, Chavddanco A, Stobart H, Feeney A, Vaja S, Hacker AM,
Hackshaw A, Ledermann JNTERLACE investigatotsancet. 2024 Oct 19;404(10462):15P%35.

doi: 10.1016/S014®736(24)0143& . Epub 2024 Oct 14.PMIBB419054

Immune _microenvironment _modulation following neoadjuvant therapy for oesophageal
adenocarcinoma: a translational analysis of the DEBIOC clinicabtgallon E, Lavery A, Albraikat M,
Stevenson L, Kennedy C, Byrne R, Walker A, Mdtang B, McManus DT, Virdee PS, Elhussein L,
Turbitt J, Collinson D, Miedzybrodzka Z, Van Schaeybroeck S, McQuaid S, James JA, Craig SG, Blay
JK, Petty RD, Harkin DenKedy RDEatock MM Middleton MR, Thomas Aurkington RCESMO

Open. 2024 Nov;9(11):103930. doi: 10.1016/j.esmo0p.2024.103930. Epub 2024 Oct
11.PMID39395265

Treatment of the blood cancer polycythemiara with ruxolitinib in the MAJIEV study: a plain
language summaryHarrison CN, Fox S, BoucheiMRMullin MF, Mead AJ.Future Oncol. 2024
Dec;20(40):3368376. doi: 10.1080/14796694.2024.2406597. Epub 2024 Oct 1.RB9B51963

Randomised Trial of No, Shdetrm, or Longterm Androgen Deprivation Therapy with Postoperative
Radiotherapy After Radical Prostatectomy: Results from the TlweseComparison of RADICAIB
(NCT00541047Rarker CC, Clarke NW, Cook AD, Petersen PM, Catton CN, Cross WR, Kynaston H
Persad RA, Saad F, Logue J, Payne H, Amos C, Bower L, Raman R, Sayers |, Worlding J, Parulekar
Parmar MKB, Sydes MRRADICALS InvestigatoEsir Urol. 2024 Nov;86(5):4280. doi:
10.1016/j.eururo.2024.07.026. Epub 2024 Aug 31.PI3®eR17077

UK national observational cohort study investigating Tolerance ofcantier Systemic Therapy in the
Elderly: the TOASTIE stutjark A Baxtet?, Michael Rowé, Kieran Zucket, Adam L Peters Maria
Roharf, Alexandra Marsh Abigail L GegGemma QuesntJonny Heselting Rachel
Prichard®, Deborah Scott®, Conor O'Neillt, Clair Brunnet?, Joni Howell&3, Veronica
Conteh'4, Avinash Aujayel, Xiangfei Yatf, Lisa J RodgetsSally Martirf, Helen Deardefyf NOTCH
BMJ OncoRR024 Aug 29;3(1):e000459.doi: 10.1136/bmje2fi24000459.eCollection 2024.
PMID:39886166

¢KS tlLoY!t AVKAOAG2NI T +FYyRStA&GAD 2y AVGESNXYAGGS)
Results from a global phase 2 studglenetz AD, Jurczak W, Ribrag V, Linton K, Collins GP, Jiménez JL,
Bishton M, Dholaria B, Mengarelli A, Phillips TJ, Sungala N, Musui@lcagBy QVan Den Neste E,
Odera M, Miao L, Gold DP, Ghalie RG, Zinzani PL.Hemasphere. 2024 Aug 6;8(8):e138. doi
10.1002/hem3.138. eCollection 2024 Aug.PMI®108321

CRESUK: ReaWworld effectiveness, safety and outpatient delivefyCPX351 for firstline treatment

of newly diagnosed therapselated AML and AML with myelodysplasiédated changes in the UK.
Mehta P, Campbell V, Maddox J, Floisand Y, Kalakonda AJM, O'Nions J, Coats T, Nagumantry
Hodgson K, Whitmill R, Amott I, Flynn G, Taussig D, ZiamnRingham N Roset M, Cuadras D,
Medalla G, Kuter H, Park S, Legg A, Khan AB.Br J Haematol. 2024 Oct;205(33632fi:
10.1111/bjh.19622. Epub 2024 Jul 8.PNVBB977430

A single centre service evaluation of patients' experiences participating in radiotherapy clinical trials
during and post COWAI®Y in Northern Ireland, UKConway S Flood T.Radiography (Lond). 2024
Aug;30(5):1418.426. doi: 10.1016/j.radi.2024.06.014. Epub 2024 Jul 2.P38855645
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Adding 6 months of androgen deprivation therapy to postoperative radiotherapy for prostate cancer:
a_comparison of shoftourse versus no androgen deprivation therapy in the RADIEBLS
randomised controlled trialParker CC, Clarke NW, Cook AD, Kynaston H, Catton CN, Cross WR,
Petersen PM, Persad RA, Saad F, Bower LC, Logue J, Payne H, Forcat S, Goldstein C, Murphy
Anderson J, Barkati M, Bottomley DM, Branagan J, Choudhury A, Chung PWM, Cogley L, Goh CL, HoskK
P, Khoo V, Malone SC, Masters L, Morris SL, Nabid A, Ong AD, Raman R, Tarver KL, Tree AC, World
J, Wylie JP, Zarkar AM, Parulekar WR, Parmar MKB, SydBAMIALS investigatoksncet. 2024
Jun  1;403(10442):24e5415. doi: 10.1016/S0148736(24)00548. Epub 2024 May
16.PMID38763154

Duration of androgen deprivation therapy with postoperative radiotherapy for prostate cancer: a
comparison of longourse versus showtourse androgen deprivation therapy in the RADIGADS
randomised trial Parker CC, Kynaston H, Cook AD, Clarke NW, Catton CN, Cross WR, Petersen PM
Persad RA, Pugh CA, Saad F, Logue J, Payne H, Bower LC, Brawley C, Rauchenberger M, Barkati
Bottomley DM, Brasso K, Chung HT, Chung PWM, Conroy R, Falconer A, Ford VHEath Cl,
James ND, Ki8ing C, Kodavatiganti R, Malone SC, Morris SL, Nabid A, Ong AD, Raman R, Rodda §
Wells P, Worlding J, Parulekar WR, Parmar MKB, SyddRAIRCALS investigatoksncet. 2024 Jun
1;403(10442):241:2425. doi: 10.1016/S0146736(24)0054%K. Epub 2024 May 16.PMIBB763153

Stratifying risk of disease in haematuria patients using machine learning technigues to improve
diagnostics5s NE O Rd ! ¥ 5dz33aly .3 wdzZRR20] a23 wSAR /bZ
P, O'Rourke D, Curry DEvans MBoyd R Sousa J.Front Oncol. 2024 May 8;14:1401071. doi:
10.3389/fonc.2024.1401071. eCollection 2024.PN\BI&Y.79086

Capivasertib in_ combination with enzalutamide for metastatic castration resistant prostate cancer
after docetaxel and abiraterone: Results from the randomized phd®EAKTtrial. Rescigno P, Porta

N, Finneran L, Riisnaes R, Figueiredo I, Carreira S, Flohr P, Miranda S, Bertan C, Ferreira A, Crespo
Rodrigues DN, Gurel B, Nobes J, Crabb S, Malik Z, Ralph C, McGovern U, Hoskin P, Jones RJ, Birtl¢
Gale J, Sankey Pain $ McLaren D, Chadwick E, Espinasse A, Hall E, de Bono J.Eur J Cancer. 2024
Jul;205:114103. doi: 10.1016/j.ejca.2024.114103. Epub 2024 May 8.B8MEZ8054

A phase | opetabel, doseescalation study of NUB373, a targeted thymidylate synthase inhibitor,

in patients with advanced cancer (NuTide:3@piliopoulou P, Kazmi F, Aroldi F, Holmes T, Thompson
D, Griffiths L, Qi C, Parkes M, Lord S, Veal GJ, Harrissoy[@lyM Graham J, Jeffry Evans TR, Blagden
SP.J Exp Clin Cancer Res. 2024 Apr 2;43(1):100. doi: 10.1186/823026101.PMID:38566164

Use of radiotherapy in patients with oesophageal, stomach, colon, rectal, liver, pancreatic, lung, and
ovarian cancer: an International Cancer Benchmarking Partnership (ICBP) popodesioh study.
McPhail S, Barclay ME, Swann R, Johnson SA, Alvi R, Barisic A, Bucher O, Creighton N, Denny CA, De
RA,Donnelly DW Dowden JJ, Downie L, Finn@4&vin AT Habbous S, Huws DW, Kumar SE, May L,
McClure CA, Morrison DS, Mgller B, Musto G, Nilssen Y;J8aiuies N, Sarker S, Shack L, Tian X,
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Thomas RJ, Wang H, Woods RR, You H, Zhang B, Lyratzopoulos G; ICBP Module 9 Radiotherapy

Group.Lancet  Oncol. 2024  M2§(3):352365. doi: 10.1016/S1472045(24)00032
9.PMID:38423049

Use of chemotherapy in patients with oesophageal, stomach, colon, rectal, liver, pancreatic, lung, and
ovarian cancer: an International Cancer Benchmarking Partnership (ICBP) popodes@ohstudy.

McPhail S, Barclay ME, Johnson SA, Swann R, Alvi R, Barisic A, Bucher O, Creighton N, Denny CA, De
RA,Donnelly DW Dowden JJ, Downie L, FinnGdyvin AT Habbous S, Huws DW, May L, McClure CA,
Mgller B, Musto G, Nilssen Y, Salatques N, Sarker S, Shack L, Tian X, Thomas RJS, Thomson CS
Wang H, Woods RR, You H, Lyratzopoulos G; ICBP Module 9 Chemotherapy Group.Lancet Oncol. 202
Mar;25(3):338351. doi:10.1016/S1472045(24)000317.PMID:38423048
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Early switch from intravenous to oral antibiotic therapy in patients with cancer who haweidkw
neutropenic sepsis: the EASWITCH RCT.

Coyle V, Forde C, Adams R, Agus A, Barnes R, Chau I, Clarke M, Doran A, Grayson M, McAuley [D,

McDowell C, Phair G, Plummer R, Storey D, Thomas A, Wilson R, McMullan R.Health Technol Asses
2024 Mar;28(14):4101. doi: 10.3310/RGTP7112.PMBB512064

Appendix 1
Other Key publications: High impact trials that NI@Taiks recruited 1, are availablén anadditional
supplement documenavailable on request

Appendix 2
Information on papers, posters and key presentatiaheational/international conferences/meetings
can be seen ithe additional supplement documeiatvailable on request

Awards/Good New Stories
T CNASYRa 2F GKS /IyOSNI/SyiNB W/ StSoNIXdGS D
beyond for their patients. NICTN St&ftith Boyd(CRUK Senior Research Nur&dlgen
Dillon (NICTN Manager) ardi McAllister(Clinical Trial Practitioner) were just some of the

recipients from across the NI Cancer Centre who received this award in 2024/25.

1 BHSCT Certificates of Recognition were awarded across all sections of the NICTN team
throughout the year.

1 In October 2024, the NICTN Clinical Research Radiogra
Team, alongside our radiotherapy colleagues in the NI Ca
Centre, celebrated success at the Advancing Healthg
Awards hosted at Stormont Hotel in October, for their work
developing a specdiresearch clinic (FAST) to support prosta
OA2LJae YR AYaSNIA2Y 2F TFAGL
gl a | gl SIRER/ Wt  yR2 WY aA 2ovaal
L1 2 Xy y Snred5f) fontkeir ADVOCATE project
ADVancing radiOtherapy tehniques as A TEdm

Figure 15f

This year NICTN continued to fundraise for the many charities that support the team deliver
cancer trials:

1 In May 2024, Jill Orr (NICTN Data Manager) raised £915 for CRUK Race for Life at Stormont
(Figurel5f).

1 On 19th September, NICTN staff supported Cure Leukaemia by running alongside CEO
WFEYSa alO[ 2dAKfAY 2y KAa WYWwdzy GKS blaAzya
miles(Figure 15h). The tour started in Belfast, with NICTN Manager Eileen Dillon
completing the entire 14 mile run!
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Figure 1% Figure 1% Figure 1%
1 An NICTN sponsored static cycle on 20th August 2024 raised just over £3000 for
Friends the Cancer Centre, the main charity funding nine NICTNFKtaife i)

Personal and Public Involvement (PPI) and Engagement

202425 was another year of effective involvement and engagement for NICTN/Belfast ECMC.
A particularobjective this year was to increase outreach and inclusion in alignment with the
wider objectives of théJniversity of Oxford Centre for Research Equity Northern Ireland
Partnership Manifest§2024).

The NI Cancer Research Consumer Forum (NICRCF) grew in number with the addition of eigh
new members(Fgure 15j). Four scheduled meetings of the NICRCF were held and five
additional meetings of the, now established, NICRCF Head and Neck Cancer (HNC) subgroug
took place. Each group held one-lime meeting per year, to reduce travel/aid regional
access. There werseveral emailed PPI opportunities and ad hoc meetings as research
project needs arose.

The Head and Neck Cancer Subgroup was delighted to be featuredhih @encer Network
News CNS Special Edition, March 2025

The Personal and Public Involvement in
cancer research
‘ — ’,

The input of patients and members
of the public with lived experience
makes research for CNSs more

relevant and can ensure it addresses
the things that matter most to
people.

PPl also makes research more
accessible and improves the quality
of the research being conducted.

Furthermore, as much research is publicly funded there is a need to ensure
transparency on how the work is conducted. With this in mind, the Head and Neck
Cancer sub-group of the Northern Ireland Cancer Research Consumers Forum was
formed in October 2023.

The group has since met with several researchers and provided PPI input to various
projects in related fields. Sub-group members have spoken at public events, including
the Cancer Focus Day for Head and Neck Cancer patients and their relatives.
Members of the Head and Neck PPI group have also facilitated patient experience
sessions for CNSs and dietitians through the HSC Clinical Education Centre.

Co-Chair David Rodgers commented, "Being part of the group has been stimulating
and encouraging as we are involved in shaping and communicating with a network of
researchers whose exciting work will ultimately improve the care of individuals who
will, unfortunately, suffer the same conditions as we have. The feedback we have

received from has been o ingly positive, demonstrating an
appreciation for the group's contributions and validating the initiative taken in setting
up the group.”

Figure 15 |
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Figure 15 k

NICRCF meeting June 2024

NICTN and Belfast ECNHgure 15Kontinue to work with patient advocate partners,
embedding their PPI role within NICTN/ECMC research management processes:
1 NICTN Executive Committee membership

f .NBFrad /FyOSNE | SYFG2t238 |yR /| KAf RNE
membership
1 Belfast ECMC Steering Committee and Operational Group membership

1 NICTN/Belfast ECMC study portfolio adoption meeting review/attendance

With the support of an HSC R&D PPI Small Grant, some members of the NICRCF were enable
to join with counterparts working with Cancer Trials Ireland in a productivedswoeducation

and networking event held at the Royal College of Surgeons in IrelaradinD@5/26
September 2024. Once again, the benefits of peer connection was evident. As a result of
networking, the following month, there was gqwesentation of the allsland study PréACT:
Patientled Research On sexual experience After prostate Cahmmtment at the Belfast

QUB ProEx conference.

A A s

C2tft26Ay3a 1 ad &S/ IINDEAS NI deOONSES (B REFICIR QENB & a1 Q

FAFAY FLILXASR F2NJ I al OYAf f | yClosa\te €&hceiiCae NI yf
|.

DI LIQ® CKAA LINRPLRalt KIFIR Ydz GALX S StSYSyida

1 Training for NICRCF members in Health Inequaltietelivered online by the
Community Development and Health Network"Becember 2024.

91 Education session on equality in research for NICRCF members and NICTN/Belfast
ECMC staff, delivered by Dr Karen Beattlead of the Office of Research Ethics
Committees Northern Irelan(ORECNIL6January 2025.

1 Outreach activity with Adolescents and Young Adgl®esearch session as part of
0KS W[ AFTS-2IHISNIKS yOOSINIAQ 22NJ] aK2L) S@Sy
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Young Lives vs Cangcethe MAC, 19 January 208gure 15). A report on this
session was produceshd cedeveloped pieces of art have been created for display.

1 Figure 15 Eollowing a successful connection with the Chinese Welfare Association,
initiated by Tim Kerr, Belfast ECMC PPI representative, a PGJCCR lab tour with
interpreter was organised and was well evaluated, 20 January 2025.

9 Public Workshog Your Cancer Care & Cancer Reseafelayton Hotel, 20 February
2025. This was undertaken in collaboration with NICIBE&inne Murphy Belfast
Trust Community Involvement PPI team and Arts Care Belfast Trust Artist in
Residence, Beth McComish. Table facilitation was led by NICRCF members and
representatives from HSC R&D. Data is collated for a report and an art work inspired
by the event utilising tablecloths used for notaking during the event has been
produced for display (see beldwThis work has led to other future collaborative
initiatives as an effective approach in outreach.
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Figure 15M

Other public engagement over this reporting period included the NICTN/North West Cancer
Centre Showcase at Altnagelvin Hospital, 15 October, 2024. After many events in Belfast our
objective is to commence a programme to widen awareness of clinical resa@adPP| within
NI(Figire 15M). This was a successful event and useful collaboration, again, positively
evaluated.

This year no activity was undertaken for International Clinical Trials Day due to the guidance
issued by NIHR/HSC R&D regarding dates coinciding withféreted Blood Inquiry Report

Prof Vicky Coyle delivered the Belfast Trust Health Lecture for Feile an Phobail, Belfast 6
August 2024.

Members of the NICRCF HNC Subgroup worked with researchers on a Science Festival activit
Fd t DWAONEO Ya |y B5.0220 Awdithywaalso linked with a schools
education activity.

NICRCF members supported PPI education for PhD students in QUB, UU and MSc Psycholog
students at QUB. NICRCF members who were involved in the Precision Medicine Centre of
Excellence and Sonrai Al in cancer pathology project, were heavily involved ingshap

O2Yy NROGdzGAY 3T (2 GKS LlzoftAO S@Syd WL I yRK

November24Figire 15N)

107| Page

y



Figure 15N

NICRCF members were also involved in planning and sessions/posters for the Irish Association
of Cancer Research annual conference, early career researcher day, held this year at the
Europa Hotel, Belfast, 05 March2025.

bL/ ¢b Ffaz O2yiAydzSazid RA § azlIwSMIS I, Nsokre RPb Bl WS N

training for NICRCF members. This year Ruth Boyd, NICTN CRUK Senior Research Nurse 3
PPI Professional Lead is also a member oNh€RRG PPI and Priority Setting-Grdup

Supported by an HSC R&D PPI Small Grant, two members of the NICRCF were facilitated tq
attend the VOICHScience for Patient AdvocatesVision On Information, Confidence and
Engagement) a-BIF & O2dzNBS |4 {dd . I NIQaAX [2YR2Yy>

nd

o

{
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had atterded.

NICRCF have continued to work with the Department of Health in regards to the NI Cancer
Research Strategy, participating in a hybrid meeting with DoH representatives 4 December
2024 and individual written comments were also submitted.

We remain indebted to the PPI volunteers for their enthusiasm and dedication. Special

mention also to Mr Aidan McCormick, NICRCF Chair, and Dr David Rodgers, HNC Subgroup

CoChair, for their support, commitment and leadership.

This report is unable to fully reflect the extent of involvement of individual NICRCF members
and the impact they have on cancer research in NI. Fuller evidence will be reported in a PPI
specific report.
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Dashboard (NICTN; Cancer)

Studies and Sites Data

Ho. of Active

HSC Trusts 5
No. of Active
MNo. of Recruitment
e 73

MNo. of Sites with 39
Recruitment [INY}

No. of Sites with 59
Recruitment [TOT}
Ma. of New Studies 19

during 24-25
closed during 24-25

Screening and Recruitment In Year and also Cumulative Totals for Active

Studies During

24-25
Sereened (INY") n ited duri Screened Recruited
during e[';l:l';:_‘;z 4_‘2’5‘“9 (TOTY " as at (TOT)" as at
24-25 IN032025 IN0312025
213 146 1,166 845

*|NY = Activity reported over reporting period (01

** 70T = Total activity reperted upto and including 31/03/2025

/2024 -31/03/2025)

Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25

- - Hon - Cor N Observational

No. of Active 18 44 36 26 47 15
Studies

Prm‘:;l;lion 20.03% 70.97% 58.06% 41.94% 75.81% 24.19%

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

Commercial Non-Commercial Combined
Recruited {INY} ) ] Recruited [INY) Recruited [INY}
during ME?;;Z ReT ME:;;TW during Median RtT{36)* | Median RETT [3J5+ during Medizn RtT[%FF | Madian RETT {5+
24-25 24-25 24-25
23 40.00% | 29.61% 123 80.00% 67.56% 146 66.33% 63.83%

* Median RtT Metrics calculated on Active Studies which have closed to recruitment inyear
**Median RtTT Metrics calculated on all active studies in year

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

Interventional

Observational

Combined

Recruited (INY)

Recruited [INY)

Recruited [INY)

during ME?;;Z R ME:;;ZF T during Median ReT 56/ | Median RETT [se** during MediznReT (5] | Madian ReTT [sef**
24-25 24-25 24-25
113 66.67% | 62.07% 33 60.00% 65.59% 146 66.33% 63.83%

* Median RtT Metrics calculated en Active Studies which have closed to recruitment inyear
**Median RtTT Metrics calculated on zll active studies in year

Clinical Specialty Group Data by HSC Trust

R Recruitment| B No. of R R Median Rec to R R
List of HSC _ | Propertion B Proportion Share| Median Rec to B Median ALL Proportion (%) <
({INY) during| Recruitment Time & Target

Trusts?* e Share (%) Sites (%) Target (%)** jag) s+ FPFV**** (days) 30 days
BHSCT 100 68.49% 56 76.71% 66.00% 66.00% 57.0 35.42%
NHSCT 17 11.64% 3 4.11% 20.00% 20.00% 37.0 50.00%
SEHSCT 0 0.00% 2 2.74% 75.00% 75.00% 29.0 50.00%
SHSCT 13 2.90% 3 4.11% 120.00% 10.00% 210.5 0.00%
WHSCT 16 10.96% & 12.33% 100.00% 55.42% 233.0 0.00%
Totals: 146 100.00% 73 100.00% 66.33% 63.83% 63.0 32.20%

* HSC Trust names highlighted in purple indicates which Trusts are active in the CSG portfolio
** Median RET Metrics calculated on Active Studies which have closed to recruitment in year
*** Median RETT Metrics calculated on all active studies in year
**%% FPRY Metrics calculated on Active Sites with Recruitment only




Dashboard (NICTN; CancerA |

Achieving < 30 days (%) *

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

Commercial(13) Non-Commercial{46) Combined(59)
Median FPFV Median FPFV Median FPFV
% < 30 days % < 30 days 2% < 30 days
(days) (days) (days)
38.0 30.77% 64.5 32.61% 63.0 32.20%

* FPFV Metrics calculated on Active Sites with Recruitment only

Achieving < 30 days (%) *

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

Interventional{48) Observational{11) Combined(59)
Median FPFV Median FPFV Median FPFV
% < 30 days % < 30 days %< 30 days
(days) (days) (days)
73.0 27.08% 29.0 54.55% 63.0 32.20%

* FPFV Metrics calculated on Active Sites with Recruitment only

Clinical Specialty Group Data by Multi Disciplinary Team
R Recruitment B MNo. of R ~ Median Rec to| Median ALL B
List of MDT ~ Proportion B Proportion |[Median Rec to| _ Proportion
(INY) during Recruitment Time & Target| FPFV****
5Gs* Share (%) ) Share (34) Target (3)** (%) < 30 days
4-25 Sites ] (davsl
Breast 30 20.55% 18 24.66% 75.00% 60.86% 89.0 23.08%
R 4 2.74% 1 1.37% N/A 47.88% 5.0 100.00%
Early Phase 18 12.33% 10 13.70% 66.67% 46.59% 78.0 14.29%
Gynae: 0 0.00% 1 1.37% N/A N/A 95.0 0.00%
R 0 0.00% 1 1.37% N/A N/A 126.0 0.00%
S 0 0.00% 2 2.74% | 80.00% | 72.79% | 62.0 0.00%
Leukaemia 44 30.14% 10 13.70% 83.00% 78.23% 157.0 10.00%
Lung 3 2.05% 3 4.11% 20.00% 20.00% 87.5 50.00%
Lymphoma 0 0.00% 5 6.85% 28.33% 0.00% 8.0 100.00%
Notallocated 0 0.00% 1 1.37% N/A 80.22% 89.0 0.00%
Oesophago-gastric 7 4.79% 3 4.11% N/A 76.00% 12.0 66.67%
Paediatric 24 16.44% 9 12.33% 100.00% | 98.23% 29.0 57.14%
Uralogy 16 10.96% 9 12.33% 78.00% 78.39% 34.0 37.50%
Totals: 146 100.00% 73 100.00% | 66.33% 63.83% 63.0 32.20%

* MDT names highlighted in purple indicates which MDTs are active in the C5G portfolio

** Median RT Metrics calculated on Active Studies which have closed to recruitment in year

=== Median RETT Metrics calculated on all active studies in year

**+++ FPFY Metrics calculated on Active Sites with Recruitment only
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NI Health and Social Care Trust Research and
Development Directors Reviews

In this the Regionadection the activity by each Clinical Specialty Group across the 5 Health
and Social Care Trusts has been outlined in a format identical to that used in the Clinical
Specialty Sectiong&achTrusthasdeveloped its own areas of specialist research expertise
and, with limitedresourcesmay not have been able gupportall 14 clinical specialty grogp

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 very grateful torabtSRED
Directorsfor having taken time to report on the Trust specific activity in this section avid lo
forward to expanding on this in years to come.

w Belfast Health and
/J Social Care Trust

m Norther_n Health m South Eastern Health
/J and Social Care Trust /J and Social Care Trust

") glinical o | mere
3 esearc f’, “i or
Network | fesmnens
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, Chief and Principal Investigators

ResearciDeputyDirector:

Mark Cross

(Trusts Deputy Medical Director wi
responsibility for Risk and Governance

Research Manager:
Alison Murphy

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
Chris Nutt
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 McNamee
Jane McDowell

Jim Mclimoyle

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

Lorcan McGarvey

h Q5 2 y y Bdrk 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

The Deputy Medical Director for Risk and Governabeéark Crosscontinues to provide
valuablesupportfor NICRN, and we as a team are indebted to him for including NICRN as an
integral component of the R&D service. This will be particularly important as Dr Cross seeks
to increase the visibility of clinical research across the BHSCT.

During this reporting time periotNICRN staff employed in the BHSCT participated in 204
active studies, opened 32 new studies and successfully cldsees2arch studies. Activity
was recorded in 13 CSGs and across 97 sites.

In total 3776research participantsvere screenedand 901 recruited to active studie$his
represents a 9% reduction in screening activity and a 35% reduction in recruitment. A finding
that, as indicated previously, resulted from a number of challenges linked to the introduction
of a Trust wide electronic clinical records system (Encompassomplexssues associated

with research governance workload. It is reassuring to note that with investment currently
being made to staffing in the research office these challenges will be addressed in the
incomingyear.Of particular importance has been the appointment of Karen Johnston-as Co
Director for Medical Workforce, Education, Research and Developnidat. appointment

will strengthen the position of Research and Development within the Trust and ensure that
this work is central to core Trust busine¥githin the Belfast Trust RtT and RtTT figures are
really very good at 80% and 76% respectively. In similar fashion the median FPFV figure (36
days) is best in region as is the percentage of first patients itedrwithin 30 days of study
opening (44%).

Looking ahead

The close relationshiplevelopedover time with members of the NICRN team has been
invaluable duringhe course of this challenging year as we introduced Encompass to the Trust
and achieved integration of Encompass and EDGE in the research environment. This
integration will bear fruit, not only in the BHSCT but regionally, in subsequent ydaas.
BHSCT welcomes the contribution and leadership from the NICRN to deliver effectively clinical
trials for our patients in a safe and well governed approach.
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Dashboard ¢ BHSCT

Screening and Recruitment In Year and also Cumulative Totals for Active

Studies and Sites Data Studies During
24-25
HNo. of Active 9 o .J .n i .J 8 .- d L e =]
CSGs 13 (INY") during |during (INY") 241 ([TOT)™" as at (TOT)" as at
24-25 25 30312025 FN032025
Mo sfems | 204 3,776 901 16,689 4,822
tudies
Ho. of TNV = Activity reported over reporting period (OW0HZ024 - SU03Z025)
Becruitment 212 “° TOT = Total activity reported up to and including 3032025
Sites
HNo. of Sites
oin 97 Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25
Recruitment
(INY)
HNo. of Sites
with _ Non - ey Non- _ . . - .
Recruitment 160 Ecmmercaal Commercial y Randomised =
(TOT)
HNo. of New .
MNo. of Act
Studies during| 32 o0 e 39 165 120 84 138 66
24-75 Studies
No. of Studies Propartion
closed during 28 %) 19.12% 80.88% 58.82% 41.18% 67.65% 32.35%
24-25

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

Commercial Non-Commercial Combined
Recruited ) ) Recruited _ Recruited (INY) -
(INY) during ""d['_j']'_“” m’:‘;dl'j']' (INY) during |Median RtT (2)° ""d[';']'_f"" during Median BT () ""d[';']'_f""
24-25 - - 24-25 - 24-25 -
33 66.67% | 28.13% 868 82.00% 83.56% 901 80.00% 76.00%

® Median FtT Metrics caloulated on Active Studies which have clazed to recruitment in wear
" Median Rt TT Metrics calculated on all active studies in year

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

Interventional Observational Combined
Recruited ) ) Recruited ) Recruited (INY) -
(INY) during ""d['_j']'_n‘T R'ﬁdl'j']' (INY) during | Median RtT (32)° "e"[';']'_f"n during Median ReT (3)° "e"[';']'_f"n
24-25 - t= 24-25 : 24-25 :
384 77.63% | 73.14% 517 87.06% 85.41% 901 80.00% 76.00%
® Median FtT Metrics caloulated on Active Studies which have clazed to recruitment in wear
" Median RtTT Metrics caloulated on all active studies in year
Clinical Specialty Group Data by HSC Trust
List of HSC BEEI'.LI'ItITI_Ent Proportion ND_' of Proportion Median Recto M_ed'lan Recto Median ALL  [Proportion (%) <
Trusts* UNY) during | oo o (o) [ RECTUTIMENE | o) o) Target (zeyee | MEETAEE oot ays) 30 days
24-25 Sites [Ba)==>
BHSCT 901 100.00% 212 100.00% 80.00% 76.00% 36.0 44.38%
NHSCT 0 0.00%
SEHSCT 0 0.00%
SHsSCT 0 0.00%
WHSCT 0 0.00%
Totals: 901 100.00% 212 100.00% 80.00% 76.00% 36.0 44.38%

* HSC Trust names highlighted in purple indicates which Trusts are active in the C5G portfolio
** Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
*** Median RtTT Metrics calculated on all active studies in year

**** FPFV Metrics calculated on Active Sites with Recruitment only
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days target (%) *

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

Commercial(26) MNon-Commercial(134) Combined{160)
. Median FPFV Median FPFV
Median FPFV [days) % < 30 days (days) % < 30 days (days) % < 30 days
34.0 46.15% 37.0 44.03% 36.0 44.38%

* FPFV Metrics calculated on Active Sites with Recruitment only

days target (%) *

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

Interventional{112) Observational(48) Combined{160)
. Median FPFV Median FPFV
Median FPFV [days) % < 30 days (days) % < 30 days (days) % < 30 days
445 41.07% 29.5 52.08% 36.0 44.38%

* FPFV Metrics calculated on Active Sites with Recruitment only

HSC Trust Data by Clinical Specialty Group
Recruitment - No. of . Median Rec | Median Rec || Median ALL .

R . ) N Proportion N Proportion N Proportion

List of C5Gs (INY) during <h . Recruitment . to Target toTime & FRFV==== |

are (%) R Share (%) . . . (%) < 30 days
24-25 Sites [Fa)=* Target (%)== (days)

Cancer 100 11.10% 56 26.42% 66.00% 66.00% 57.0 35.42%
Cardiovascular 40 4.44% 18 8.49% 76.67% 73.33% 6.5 57.14%
Child Health 83 9.21% 19 8.96% 81.00% 50.00% 53.5 35.71%
Critical Care 175 19.42% 27 12.74% 95.09% 98.14% 20.0 55.00%
Diabetes 74 8.21% 12 5.66% 22.00% 89.17% 28.5 62.50%
Gastroenterology 1 0.11% 5 2.36% 0.00% 0.00% 125.5 0.00%
Mental Health 0 0.00% 1 0.47% 25.00% 25.00% 92.0 0.00%
Neurodegenerative 104 11.54% 7 3.30% 83.80% 39.0 20.00%
Orthopaedics 114 12.65% 12 5.66% 116.00% | 100.00% 29.5 60.00%
Renal 95 10.54% 11 5.19% 82.00% 78.13% 103.0 28.57%
Respiratory Health 16 1.78% 23 10.85% 80.53% 64.00% 20.0 70.59%
Stroke 24 2.66% 6 2.83% 80.83% 102.10% 59.5 25.00%
Vision 75 8.32% 15 7.08% 123.81% 85.71% 53.5 30.00%
Totals: 901 100.00% 212 100.00% 80.00% 76.00% 36.0 44.38%

* MDT names highlighted in purple indicates which MDTs are active in the C3G portfolio
** Median RtT Metrics calculated on Active Studies which have closed to recruitment in year

*** Median RtTT Metrics calculated on all active studies in year
**** FPFV Metrics calculated on Active Sites with Recruitment only
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Northern Health and Social Care TrusR&D
Directors review

Director, Chief and Principal Investigators

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

Paul Johnston
Research Manager:

Frances Johnston Anna Strzelecka
Kok Diong

Richard Howard
StephanieBolton
Paul Minnis
Maire Drain
M Bahattad

Director of IMPACT research centre: IMPACT Centre
Ciaran Shannon

Ciaran Mullholland
Kevin Dyer

Suzanne Barrett

Group Background/ Summary

At present we have a large portfolio of triaR8 in total covering Renal, Diabetes, Intensive
Care, Gastroenterology, Stroke, Respiratory Medicine and Mental Health. There are an
additional 7 trials opening in the immediate future. Established research areas including
Renal, Diabetes and Respiratory Made continue to recruit exceptionally well and are
overachievingnitial targets.

Stroke and ICU trial recruitment 8henefited from local reinvestment of closed trial income
to support Pl research activity.

The Gl team have performed exceptional well, initially under suppoeed are continuing
to develop research interest with participation in an inpatient Inflammatory Bowel Disease
trial.

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

Key achievements include the exceptional recruitment figures in the established research
areas of Diabetes, Renal and Respiratory medicine in face of limited resource.
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Intensive Care Medicine have successfully recovered followshgnanturn in activity after

the SAR&0V2 pandemic through reorganisation of network resources and investment in Pl
research activity. Thehave recruited the first patient in NI to the M8ORI and continue to
support an expanding portfolio of studies.

Respiratory Medicine continues to grow covering sub specialities of Pulmonary Infection,
COPD and Interstitial Lung Disease. Dr Minnis has received a highly competitive funding award
for Research time from the Northern Ireland Clinical Research Resiiaddgrowth Scheme.

We have had the opportunity to enrol and support 2 trainee doctors in the associate PI
Scheme. This provides practical experience for health and care professionals starting their
researchcareer andassists in further embedding a cultuoéresearch.

Within Mental Health there have been multiple publications and Dr Barret is a visiting scholar
in CPH and QUB.

A message from the R&D Director

It is a pleasure to report on excellent research activity within the Northern idp@rtnership

with NICRN achieved in the face of limited resources and challenging circumstances.
Proactive engagement in Research activity improves local patient care, tests new treatments,
understands local health needs, and informs service delivery and pGhcylucting resaah
ensures findings are relevant to the community, which can lead to earlier diagnoses, better
treatments, and a more efficient use of resourcééthin the Northern HSC Trust we aim to
ensure that high quality research is acceksiéind available to aland aspire to embed
research into routine clinical careFunding from additional sources including local
reinvestment, the NResearch Resilience and Growth group and VPAG has halpeol
prime new research areas and support ongoing activity in established grédMpslook
forward to continuing the highly productive partnership with NICRN with the aims of doing
more, better and faster.

Figure 14 and Figure 17bR&D Director Dr Paul Minnis NHSCT and NHSCT Research and
Governance Manager Frances Johnston
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DashboardC NHSCT

Studies and Sites Data

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

24-25
i 5 d Recruited 5 d Recruited
No- E'SE':"“ 9 (NY") during | during (INY") 28] (TOT)~ asat | (TOT)" asat
24-25 25 3110312025 3110312025
No. of Active 38 179 101 1,747 573
Studies
No. of ° I = Activity reported over reparting period (010412024 - 3103/2025)
Becruitment 38 " TOT = Total activity reported up to and including 310032025
Sites
No. of Sites
with 12 Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25
Recruitment
[INY)
No. of Sites
with " Non - _ HNon— 1 -
Reoruitment 26 Ermmerek] Commeroial | Dondomised | oo cmised | o [
(TOT)
No. of New .
Studies during 7 flo. ot perve 8 30 22 16 23 15
24-25 udies
No. of Studies .
Proporti
closed during 7 ”’:’;’6] on 21.05% 78.95% 57.89% 42.11% 60.53% 39.47%
24-25

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

Commercial MNon-Commercial Combined
Recruited ] ] Recruited ] Recruited (INY) ]
(INY) during "e"['_j’l'_“” R':‘;d['j']' (INY) during | Median RtT () ""d[';']'_f"n during Median RtT () ""d[';']'_f"”
24-25 ‘ vt 24-25 g 24-25 ‘
29 112.50% |[112.50% 72 40.63% 60.54% 101 67.50% 90.00%

" Median RtT Metrics calculated on
" Median FtTT Metrics calculated on all active studies inyear

ctive Studies which have closed to recruitment in year

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

Interventional

Observational Combined
Recruited ) ) Recruited ) Recruited [INY] "
(INY) during "e"['_j’l'_“” R";‘;"['j']' (INY) during |Median RtT () "e"[';']'_f"" during Median RtT ()" "e"[';']'_f""
24-25 - = 24-25 g 24-25 -
55 48.88% | 61.09% 46 82.50% 95.00% 101 67.50% 90.00%
® Median RtT Metrics caloulated on Active Studies which have closed ta recruitment in wear
°" Median RtTT Metrics calculated on all active studies inyear
Clinical Specialty Group Data by H5C Trust
Listof HsC [ ReCTUltment | omion| M- of Proportion || Median Recto | MEdIANReCto | ian AL |Proportion (%) <
Trusts® (INV) during | o (o [ RECTUItmENT | o) o e 15y Target (3)es | DMEBTARED oot e 30 days
24-35 Sites (===
BHSCT 0 0.00%
NHSCT 101 100.00% 38 100.00% 67.50% 90.00% 49.5 34.62%
SEHSCT 0 0.00%
SHSCT 0 0.00%
WHSCT 0 0.00%
Totals: 101 100.00% 38 100.00% 67.50% 90.00% 49.5 34.62%

* HSC Trust names highlighted in purple indicates which Trusts are active in the C5G portfolio
** Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
=== Median RtTT Metrics calculated on all active studies in year

**=* FPFV Metrics calculated on Active Sites with Recruitment only
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Median First Participant, First Visit Windows [days) and Proportion of Studies Achieving < 30
days target (%) *

Commercial{6) Non-C ial(20) Ci 26)

" Median FPFV Median FPFV
Median FPFV (days) % < 30 days (days) % < 30 days (days) % < 30 days
325 50.00% 58.0 30.00% 49.5 34.62%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

Interventional(15) Observational(11) Combined(26)
" Median FPFV Median FPFV
Median FPFV (days) % < 30 days (days) % < 30 days (days) % < 30 days
88.0 26.67% 48.0 45.45% 49.5 34.62%

* FPFV Metrics calculated on Active Sites with Recruitment only

R

HSC Trust Data by Clinical Specialty Group
Recruitment - MNo. of . Median Rec | Median Rec || Median ALL -
R . - Proportion N Proportion N Proportion
List of C5Gs {INY) during Sh Recruitment B to Target to Time & FPRW==== |
are (%) B Share (%) ) . (%) < 30 days
24-25 Sites [Fa)=* Target (%)%= (days)
Cancer 17 16.83% 3 7.89% 20.00% 20.00% 37.0 50.00%
Cardiovascular
Child Health
Critical Care 18 17.82% 5 13.16% 120.00% | 120.00% 7.0 66.67%
Diabetes 33 32.67% 6 15.79% 112.50% | 110.42% 32.5 50.00%
Gastroenterology o 0.00% 1 2.63% 0.00%
Mental Health 9 8.91% 1 2.63% 57.14% 57.14% 93.0 0.00%
Neurodegenerative
Ornthopaedics
Renal 3 2.97% 7 18.42% 50.31% 60.00% 210.0 40.00%
Respiratory Health 11 10.89% 9 23.68% 10.00% 44.06% 88.0 20.00%
Stroke 10 9.90% 5 13.16% 75.00% 87.50% 163.0 0.00%
Wision o 0.00% 1 2.63% 128.57% 92.0 0.00%
Totals: 101 100.00% 38 100.00% 67.50% 90.00% 49.5 34.62%

* CSG names highlighted in purple indicates which MDTs are active in the C5G portfolio

** Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
*** Median RtTT Metrics calculated on 2ll active studies in year

**=* FPFV Metrics calculated on Active Sites with Recruitment only

Please note Gastroenterology Recruitment (INY) should read 3 participants recruited (GONDOMAR Study) in reporting year (July 2024 [2], August 2024

[4]), but this was not recorded in EDGE before data cut.
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South Eastern 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: Paul Agnew

Stephanie Kelly Michael Magowan
Ciara Mulligan
Patrick Allen

Jennifer Elder
Frederick McElwaine
Mark Bowman

Chris Murray

Alison McKenna
Tony Tham
Bernardas Valecka

Alastair Woodman

Group Background/ Summary

We have placed our emphasis on building resilience within our workforce and improving our
research offer. Through our improving research awareness sessions we were delighted to see
through attendance and conversation that there was great interest in tgsargin research
within our organisation. This has translated into greater active engagement in clinical
research activity. This support translated into the adoption 8f\BCRN research studies.
Studies came frorfl of the networks speciality groups pootfo. 13 clinical investigators were
NBalLlRyairoftS F2NJ GKS &aSé dzJ FyR RSt AQGSNE 27
for our patients and clinical servicek381 patients took partin NICRN studies open and in
follow up.
With the support of our Trust, NICRN and PHA R&D Division, we have been working towards
the delivery of theOur People, Place, Process & Pipgliostion paper. A recurrent theme
from our stakeholders was to identify a dedicated space for clinical trials delivery. This would
allow us to build research capacity within our organisation. The Research Oversight Group
made this a priority and with thesupport we have secured a dedicated site within the Ulster
Hospital. We hope to secure funding from the VPAGstment fund to help deliver this
centre and open it to patients and researchers next year.
We have invested in our staff. Our research nurse workforce has expanded, and we have
introduced new job roles. These new staff members and the simultaneous improvement in
our research processes have enhanced our capability and research productivityid@ur w
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research family has grown with over 75 staff members now recognised as a Principal or Chief
Investigator up from 47 in our last annual report. These researchers are reflective of our
broader multidisciplinary clinical team with 49 physicians and a furBt@estaff from our
nursing and allied health disciplines which we believe is a great strength to our research offer.
We hope this increase in staff actively participating in research will translate into greater
engagement with the opportunities that the NRGI portfolio could offer them.

Another strategic priority for the group is to improve dissemination of our research findings.
110 research publicationgresentations, review articles and poster presentations were
returned to us this year.

Important Publications this year

- Intravenous iron for heart failure, iron deficiency definitions, and clinical response: the
Ironman trial. European Heart Journal

- Efficacy of IV ferric derimaltose in hospitalised and outpatient settings: insights from
ironman trial. BMJ

- Effect of correcting iron deficiency on the risk of serious infection in heart failure: Insights
from the IRONMAN trial. European Journal Of Heart Failure

- Assessing disease control in inflammatory bowel disease: a real worlesexsmal study

in the UK (PODCASD). Taylor & Francis Online

- In patients with stable chest pain, does computed tomography (CT) provide comparable
longterm healthrelated quality of life (QOL) benefits and chest pain reduction compared
with invasive coronary angiography (ICA)?. JAMA Cardiology

- Vericiguat in patients with chronic heart failure and reduced ejection fraction (VICTOR): a
double-blind, placebo controlled, randomised, phase 3 trial. LANCET

- The UK ROX study. Conservative Oxygen Therapy in Mechanically Ventilated Ciritically Il
Adult Patients. JAMA

- CABIN. The feasibility of delivering cardiac brief intervention to patients following ST
elevation myocardial infarction: Protocol for a pilot randomised controlled trial. Pubmed

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

Our Gastroenterologyeam led by Dr Patrick Allen and Dr Tony Tham have exceeded their
expected recruitment on both Galocean and Gondomar studies. They were lauded for having
the highest enrollment in the UK. GALOCEAN was a prospectivénteorentional mult
country cohortstudy of the effectiveness and safety of filgotinib in adult patients with
moderately to severely active ulcerative colitis. The team have also received excellent
feedback from the monitoring team for Abivax on the quality and acgucdcheir site files

and data entry.

The Nephrology team led by Dr Alastair Woodman recruited the first patient in NI to the Easi
Kidney study which is running across all 5 HSC Trusts supported by NICRN. They have beg
commended for their data entry and query resolution. The team worked ljloggh BSO and

the EasiKidney team to resolve emerging integration IT issues with ENCOMPASS ensuring
other sites in NI did not encounter the same challenges when they came online. The team
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successfullyecruited to time and target for the Achieve study and they recently published
their results which have demonstrated that the use of sprinolactone did not significantly
reduce the risk of CV death or Héspitalisationn patients undergoing dialysis.

Dr Jennifer Elder from the Respiratory te&@m the process of opening a new study Preside
which is tackling the very challenging issue of antimicrobial resistance in patients with chronic
lung disease. This is particularly important for our patients many of whom have high co
morbidity andresultscould directly influence their care. This will also be the first dedicated
respiratory trial to be launched in SET.

Dr Mark Bowman who leads our Stroke team continues to recruit wehedVIAR-2 study.

He is hopeful that this study will prevent death and pneumonia in patients who present with
acute stroke. Stroke is the second most common cause of death worldwide and the foremost
cause of complex disability the UK. Dr Bowman is currently expanding his Stroke portfolio
with the support of the network with numerous studies due to come online next year.

Our ICU team, led by Dr Chris Murray & Research Nurse Sam Hagan have continued to exce
in their recruitment forthe Genomicc study which is studying the DNA of critically ill patients

to help find new treatments for covid, sepsis, influenza and other critical iliness. The team are
a top recruiter to this study and are also delivering 6 other clinical trials. Thidyisan ICU

group effort where the clinical team help our staff to identdlgible participants deliver
interventions and collect data, vich allows ICU research studies to run 24/7. This is a
remarkable achievement and we wish to highlight their dedication, and commitment to
advancing patient care at a time when their clinical service is stretched.

A similar theme of growth and collaboration hascurredwithin Women & Child Health, a
relatively new research area within the Trust. Despite being a new team, they are already
involved in 4 studies with their landmark study ObsUK recruiting 297 participants to date. This
study aims to improve the managementexcessive bleeding during and after childbirth. Dr
Magowan is also leading on the Sarf study. This was a first for our siehis is a study in
preterm babies where their lung development is ontplete at the time of deliveryThis
affects their chances of survivalhe team are hoping thateduced complications and
increasedsurvival in this vulnerablgroupmay improve by giving them surfactant which can
make breathing easier. These studies heaguiredthe engagement of the wider team not
least because they are an example of how research can become a core clinical activity.

The Cardiology team led by Dr Patrick Donnelly and Dr Bernardas Valecka have achieved &
significant milestone by surpassing their recruitment target in the PREVAIL study. They were
also asked by the Prevail team to become a superuitment site to help asure that global
recruitment could be completed as planned. The EMpsire study team commended the
research team for recruitment and data entry and again askedr site could superecruit

due to challenges in achieving their broader UK recruitmeralgy The Queens University
study team were delighted when SET reached their recruitment target in half the time
expected for the CABIN study. This is an important study with positive feedback from patients
one patient took the time to contact to SET mageaent regarding the NICRN cardiac
research nurse describing her 858 2 O NAYy 3 | yR O2YLI daArz2yl b4
feeling and what was concerning me. She went above and beyond to try and find a resolution
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¢L OFyQil GKI y1l QB NanSyampleToKtheT@didtian Kffoudr staff but also
the impact that research has on our patients

The research nurse team at SEHSCT supported all 4 Trusts with the research ENCOMPAS
integration. They received positive feedback from the wider NICRN teams for their training
days. This was invaluable for our NI teams and made the transition onto thesystem
easier.

A message from the R&D Director

Thanks to our collaboration with NICRN we have been able to increase our research offer,
with almost 3500 patients screened and recruiting just under 50%. Our community are
engaged, and we have greater interest from our clinical teams. Working with the Trust, PHA
RD Division and the NICRN we hope to be successful in attracting funds that will allow us to
complete our new clinical trials centre which will provide research visibility and a dedicated
space where more NICRN portfolio trials could be delivered.

. Soutn Eastern Mealth & Social Care
Trust
18h-@

Incredible milestone reached by our Stroke
Research Team

The stroke research team led by Dr Mark Bowman

ted the milestone 600th patient in the
groundbreaking MAPS-2'trial, aiming to prevent
pneumonia post-stroke.

READ MORE
SEHSCT Gastro Research Team - Highest hitps-//bis ly/3SRFOC

= t%- Recruiter to the GALOCEAN Trisl

The EDGE 3 Clinical Data Conference 2024

m South Eastern Health
// and Social Care Trust

Figure 18 SHSCimagecollage of several researdeams Cardiology, Gastro, StroRevith
several staff showing theitbe part of research messagés
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Dashboardz SEHSCT

Screening and Recruitment In Year and also Cumulative Totals for Active
studies and Sites Data Studies During
24-25
No. of Active Screened [INYT) Recruited Screened Recruited
-CSG 10 during during (INY") 244 [TOT]™" as at [TOT)™" as at
= 24-25 25 IN0F2025 IN032025
No. of Active . 4
Studies 38 1,371 208 3,384 1,381
Mo. of ® MY = Activity reported over reporting period (00042024 - 3103/2025)
Becruitment a4 " TOT = Tatal activity reported up to and including 3103/2025
Sites
No. of Sites
".th 21 Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25
Recruitment
(INY)
No. of Sites
Hec::itt':nenl 37 Commercial Co:::lr;l::ial Randomised Han’;?):l_ised Interventional | Observational
(TOT)
Mo. of New .
Ma. of Ay
Studies 8 o 7 31 20 18 22 16
during 24-25 tudies
Ho. of
Swudies Proportion
closed during 7 [ 18.42% 81.58% 52.63% 47.37% 57.89% 42.11%
24-25

Recruitment, Median Recruitment to Target (%)* and Median Recruitment to Time & Target (26)** by Sponsorship Type

Commercial Mon-Commercial Combined
j - Recruited .
“':m':'“?d Median RiT | 2920 | i) | Median RT | Median RAT | Reorited | e i BT | Median RATT
uring e BT ) o o ymm [INY'] during —m —ynm
24-95 =) e during ) ) 24-25 ) )
- 24-25
23 75.00% | 50.00% 785 75.00% 94.44% 208 75.00% 88.89%

® Median RtT Metrics caloulated on Active Studies which have closed ta recruitment in vear
°* Median BtTT Metrics caloulated on all active studies invear

Recruitment, Median Recruitment to Target (3)* and Median Recruitment to Time & Target (%)** by Design Type

Interventional Observational Combined
. - Recruited .
“':m':'“?d Median RiT | 2920 | i) | Median RT | Median RAT | Reorited | e i BT | Median RATT
uring e BT ) o o ymm [INY'] during —m —ynm
24-95 ) e during () ) 24-25 ) )
" 24-25
117 87.50% 73.03% 691 74.00% 100.00% 208 75.00% 88.89%
* Median FtT Metrics calculated on Active Studies which have closed to recruitment in vear
** Median FtTT Metrics calculated on all active studies invear
Clinical Specialty Group Data by HSC Trust
List of HSC RIEJ\:,L::W_E“ Proportion R ND.' of Proportion Share|| MedianRecto [:TEdia;TREEtD Median ALL Proportion (%)<
Trusts* [N during | o e (sg) || RECrUTEment (58] Target 38)** ime & Target | copjesss (gays) I0days
24.25 Sites [3)***
BHSCT 0 0.00%
NHSCT 0 0.00%
SEHSCT 808 100.00% 44 100.00% 75.00% 88.89% 42.0 40.54%
SHSCT 0 0.00%
WHSCT 0 0.00%
Totals: 808 100.00% 44 100.00% 75.00% 88.89% 42.0 40.54%

* HSCTrust names highlighted in purple indicates which Trusts are active in the C5G portfolio
**Median RtT Metrics calculated on Active Studies which have closed to recruitment inyear
***Median RtTT Metrics calculated on all active studies in year

**#** FPFV Metrics calculated on Active Sites with Recruitment only
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AT 1 O6

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

target (%) *
Commercial(7) Non-Commercial{30) Combined{37)
Median FPFV {days) % < 30 days MET;:::JPW %< 30 days ME?;LEPFV %o < 30 days
32.0 42.86% 47.5 40.00% 42.0 40.54%

* FPFW Metrics calculated on Active Sites with Recruitment only

target (%) *

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

Interventional(21) Observational{16) Combined{37)
. , Median FPFV . Median FPFV .
Median FPFV (days) % < 30 days (days) %< 30 days (days] %o < 30 days
33.0 38.10% 31.5 43.75% 42.0 40.54%

* FPFW Metrics calculated on Active Sites with Recruitment only

A

HSC Trust Data by Clinical Specialty Group
Recruitment X No. of . " Median Rec to | Median ALL .
List of C3Gs* (INY) during P;:p"m;” Recruitment P;:F"’”"’” “;‘Ed'a: ';,e‘_‘f Time & Target |  FPRV***+ P"jl,”;[;t;’” ™
2425 are: (¥a) Sites are (%) arget (32 a1+ idavs] < ays
Cancer 0 0.00% 2 4.65% 75.00% 75.00% 25.0 50.00%
Cardicvascular 43 5.32% 10 23.26% 87.00% 100.00% 43.0 44.44%
child Health 4 0.50% 1 2.33% 125.00% 125.00% 86.0 0.00%
Critical Care 690 85.40% 2 20.93% 231.67% 118.70% 51.0 37.50%
Diabetes 8 0.99% 2 4.65% 50.27% 121.0 50.00%
Gastroenterclogy 12 1.49% 5 11.63% 95.00% 100.00% 37.0 25.00%
Mental Health 12 1.49% 4 9.30% 36.71% 36.71% 123.0 0.00%
Neurodegenerative
Orthopaedics
Renal 15 2.35% 7 16.28% 90.83% 106.67% 27.0 66.67%
Respiratory Health 0 0.00% 1 2.33% 10.00% 10.00% 88.0 0.00%
Stroke 20 2.48% 2 4.65% 137.78% 14.0 100.00%
Wision
Totals: 808 100.00% 43 100.00% 75.00% 88.89% 42.0 40.54%

* C5G names highlighted in purple indicates which MOTs are active in the CSG portfolio

** Median RtT Metrics calculated on Active Studies which have dlosed to recruitment in year
*** Median RtTT Metrics calculated on all active studies in year
**** FPFV Metrics calculated on Active Sites with Recruitment only
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Southern Health and Social Care TrusR&D

Directors review
Director, Chief and Principal Investigators

Research Director: Chief & Principal Investigators, withir
Patricia Campbell Trust, currently active on NICRN adopts
studies

Research Manager:

Neal A. Morgan
Rachelle Moore

Judi Graham

Claire Shevlin

Rob Charnock
Shiva Arava
Sarinda Millar
Alison Vernor
Michael McCormick
Rory Convery

lan Menown

Paul Magill

Group Background/ Summary

We have a total o#4 active studies incorporatinglmostall clinical specialties. Most active is
renal with9 studies, howevercardiovascular has €yitical careand perioperative medicine

have 6, respiratory medicin@lso has 6and paediatricand stroke have Burrently open. We

are also expanding and growing with research in new areas such as Orthopaedics. Our activity
demonstrates considerable success in the Trust in recruiting to all clinical specialties that we
engage in. Recruitment to time artdrget was > 96%. The Teams set realistic targets of
recruitment on all studies. We are proud of our performance on all NICRN adopted studies
and will continue to seek to expand and grow in the coming year. Seven new studies have
been adopted within this efined period in respiratory, renal, stroke and paediatrics which is
Fy AYONBIFaS 2F 20SNI mnmx: FTNRY flFad &SI NRa
at SHSCT we envisage an upward trajectory in activity going forward. The opening of the new
Commercial Research Delivery Centre is planned for 2026.
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Key Achievements, including relevant awards, good
news stories etc.

We have several key achievements during the year. In cardiovascular the eUltra 10K trial Dr
lan Menown was named in the top 3 recruiters within 1st month of opening and again in April
2024. Ongoing participation in the GenOMICC stuihe largest study oits kind anywhere

in the world, to date has identified 49 genetic variants underlying critical GO8/IDhis study

has now extended its inclusion criteria to neonatal and should be open within 2025/2026.
Furthermore, SHSCT were the most successful sitessa HSC on recruitment to RECOVERY
trial, Respiratory. They were also the 3rd highest recruiters in the UK to the Clear study and
recently published outcomes the New England Journal of Medicine. In renal medicine
medication was licensed and introduced into standard of care resulting in kidney function
preservation for several years. Our Trust has consistently been a top recruiter into numerous
trials over manyears. We strive to continue with this success going forward. These successes
are celebratedthrough Trust mediums. We continue to grow and perform well. We are
committed to investing staff and resource to NICRN trials in all areas.

A message from the R&D Director

2025 sees a new era for R&D across the entirety of the region, and fdrwsirin particular,

as | take up the role as new medical director for R&D. It is with great enthusiasm | look forward
to everimproving the collaborative work that we undertake with the NICRN, where we can
all share learning and progress together, ensunve deliver effectively on the new R&D
delivery model across the NI infrastructure.

NICRN studies remain central to the research portfolio of our trust across many key clinical
areas, particularly critical cargerioperative medicineand respiratory, followed by
cardiovascular and renal. Our clinical experts in each of the arenas remain committed to
network studies, and appreciate the central planning, resourcing ardrdimation of the
NICRN required to allow us to achieve succaessetwork trials, and ultimately results in
improved access and care for the patients of dwrst locality Working collaboratively with

the NICRN has strengthened key partnerships within our trust and beyond to allow for our
growth and expansion.

Future priorities for our group include increasing the visibility of us as an R&D centre of

excellence, expansion of our networking outreach, and of our working together across the

territory. While we are proud of our recruitme#to-target metrics, it is lear that we have

work to do on our times to FPFWe continue to enquire agtwvhether thisisa capacity issue

2NJ Iy FTRYAYAAGNI 0AQGS AaadzS sAGK R20dzyYSy il
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definitive presence of eacfirust clinical speciality R&D lead on the clinical management
group meetings, and to ensure that resource allocation across the region mirrors activity.

May our continued working in collaboration create increased capability and growth of our
R&D reputations.

Figure 19 Patricia Campbell neResearch andevelopment director for SHSCT
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Dashboad ¢ SHSCT

Screening and Recruitment In Year and also Cumulative Totals for Active
Studies and Sites Data Studies During
24-25
i 5, d B ited 5, d B ited
No- E'SAG':""E 10 (NY") during |during (INY") 24{ (TOT)™" asat | (TOT)™" as at
24-25 25 310312025 310312025
No. of Acti
o 0 fetie 44 795 329 3,887 1,522
Studies
Mo. of "IN = Activity repaorted over reparting period (01042024 - 3103/2025)
Recruitment a4 " TOT = Tetal activity reported up te and inchuding F1032025
Sites
HNo. of Sites
'i_‘h 22 Portfolio Sponsorship, Randomisation and Design Mix for Active Studies During 24-25
Recruitment
(NY)
HNo. of Sites
with _ Hon - _ Non- .
Recruitment 38 Ermmee] e IS fondomized | ot [
(TOT)
No. of New .
Mao. of Active
Studies during 6 Studi 6 38 28 16 29 15
24-25 udies
No. of Studies Proportion
closed during 13 %) 13.64% 86.36% 63.64% 36.36% 65.91% 34.09%
24-25

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

Commercial Non-Commercial Combined
Recruited _ _ Recruited . Recruited (INY) -
(INY) during ""d['_j']'_n‘T R"hd['j']' (INY) during | Median RtT (32)° "e"[';']'_f"n duri Median ReT ()" MEd[';']'_F‘TT
24-25 - til= 24-25 - 24-25 -
71 90.00% | 8b6.59% 258 105.00% 101.05% 329 96.25% 96.25%

" Median RtT Metrics calculated on
" Median RtTT Metrics calculated on all active studies in vear

betive Studies which have closed ta recruitment in year

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

Interventional Observational Combined
Recruited ) ) Recruited ) Recruited (INY) -
(IN) during ""d['_j']'_n‘T R"hd['j']' (INY) during | Median RtT (32)° "e"[';']'_f"n during Median RiT () MEd[';']'_F‘TT
24-25 - t= 24-25 - 24-25 -
139 102.50% | 90.00% 150 58.10% 115.85% 329 96.25% 96.25%
® Median FtT Metrics calculated on Active Studies which have closed to recruitment in wear
°" Median RtTT Metrics calculated on all active studies in vear
Clinical Specialty Group Data by HSC Trust
List of HSC I.Recr.u'ltmtznt Proportion ND_' of Proportion Median Recto M_ed'lan Recto Median ALL [Proportion (%) <
Trusts® (INY) during | oo o (g [| RECUITmENT | o e 3) Target ()= | S ETAEE lpapyees (g 30 days
24-25 Sites (3)===
BHSCT 0 0.00%
NHSCT 0 0.00%
SEHSCT 0 0.00%
SHSCT 329 100.00% 44 100.00% 96.25% 96.25% 56.5 36.84%
WHSCT 0 0.00%
Totals: 329 100.00% 44 100.00% 96.25% 96.25% 56.5 36.84%

* HSC Trust names highlighted in purple indicates which Trusts are active in the C5G portfolio
** Median RtT Metrics calculated on Active Studies which have closed to recruitment in year

Median RtTT Metrics calculated on all active studies in year

**** FPFV Metrics calculated on Active Sites with Recruitment only
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Median First Participant, First Visit Windows (days) and Proportion of Studies Achieving < 30

days target (%) *

Commercial(6) MNon-Commercial{32) Combined(38)
. Median FPFV Median FPFV
Median FPFV [days) % < 30 days (days) % < 30 days (days) % < 30 days
32.5 50.00% 57.0 34.38% 56.5 36.84%

* FPFV Metrics calculated on Active Sites with Recruitment only

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

days target (%) *

Interventional{25) Observational(13) Combined(38)
. Median FPFV Median FPFV
Median FPFV [days) % < 30 days (days) % < 30 days (days) % < 30 days
57.0 28.00% 29.0 53.85% 56.5 36.84%

* FPFV Metrics calculated on Active Sites with Recruitment only

HSC Trust Data by Clinical Specialty Group
Recruitment - No. of . Median Rec | Median Rec || Median ALL .
R . ) N Proportion N Proportion N Proportion
List of C5Gs (INY) during Sh . Recruitment . to Target toTime & FRFV==== |
are (%) R Share (%) . . . (%) < 30 days
24-25 Sites %)== Target (%)== (days)
Cancer 13 3.95% 3 6.82% 120.00% 10.00% 210.5 0.00%
Cardiovascular 70 21.28% 7 15.91% 97.50% 97.50% 41.5 33.33%
Child Health 19 5.78% 5 11.36% | 135.00% | 50.00% 126.0 0.00%
Critical Care 52 15.81% 6 13.64% 69.58% 87.55% 42.5 50.00%
Diabetes 40 12.16% 1 2.27% 111.11% 158.0 0.00%
Gastroenterology
Mental Health 2 0.61% 1 2.27% 60.00% 60.00% 57.0 0.00%
Neurodegenerative
Orthopaedics 0 0.00% 1 2.27% 133.33% | 133.33% 10.0 100.00%
Renal 41 12.46% 9 20.45% 75.73% 100.00% 186.5 25.00%
Respiratory Health 68 20.67% 6 13.64% 140.83% | 121.26% 7.0 83.33%
Stroke 24 7.29% 5 11.36% 83.33% | 112.91% 35.0 33.33%
Vision
Totals: 329 100.00% 44 100.00% 96.25% 96.25% 56.5 36.84%

* C5G names highlighted in purple indicates which MDTs are active in the C3G portfolio

** Median RtT Metrics calculated on Active Studies which have closed to recruitment in year
*** Median RITT Metrics calculated on all active studies in year
**** FPFV Metrics calculated on Active Sites with Recruitment only
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Western Health and Social Care TrusR&D

Directors review

Director, Chief and Principal Investigators

Research Director:
Aaron Peace

Research Manager:
Diane Mackey

Chief & Principal Investigators, withit
Trust, currently active on NICRN adopts
studies.

Aaron Peace

Jack Andrews

Adam Canning

Paul Farry

Micheal Harron
Gerges Demian
Conor O'Neill
Goudarz Mazdai
Ahmed Bedair
Raafat Malek
Patrick Elder
Hossam Abdulkhalek
Adrian Donnelly
Neal McAlister
Alexander Webber
Lisa Clarke

Sinead O'Kane
Rachael McGlinchey
Alex Miras

Nazia Chaudhuri
Martin Kelly

Kathryn Ferguson
Clionagh McElhinney
Frank McCarroll
Conor Moran
Oonagh McCloskey

BrefanniKeegan
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Good News Stories &ey Achievements

The ENRICH AF Trial is being led at SWAH by Principal Investigator Drkigegiam along
with Donal Concannon (Stroke Clinical Research Nurse) and Sheila Grimes (Stroke Specialig
Nurse). ENRICH AF target was 3 patients to be recruited onto the Trial. The team have
recruited 4 patients in 2024 with recruitment still @ong. Impessive recruitment by WHSCT
research stroke team for a global cutting edge acknowledged in ENRICH AF newsletter.

In June 2024 Western Health and Social Care Trust Research and Development Department
opened their first obesity trial in th@rust led by Principal Investigator Professor Miras
whereby patients were screened and recruited at our dedicated obesity clinic room based at
GTRIC with all the necessary equipment for obesity studies.

WHSCT R & D plan to run a showcasing Cancer Clinical trials event in September 2025 at G
TRIC. This will involve PPI speakers, guest speakers from Cancer Charities, NICTN and Princiy
Investigators within WHSCT.

A message from the R&D Director

WHSCT have faced challenges within 2P2@25 with staffing sickeave, retirement and
maternity leave coversand have undergone recruitment of research nurses and study
support officers. This ultimately took time and effort by all our research staff to train new
staff to the level which is required for them to take part in WHSCT portfolio commercial and
non-commerciakesearch studies.

There hae alsdbeen many challenges with IRMER delayed sign off which still exists,
alongside pharmacy capacity and additional services capacities which we have addressed
throughout 2024/2025

Figure 20 WHSCT teams spreading the awarenegssesearch on Clinical trials day.
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