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Agenda Information Session KCE Trials Call 2025 - 5th June 2025

Subject Presenter (all KCE) Time

Please connect to meeting 5 min in advance

Welcome France Vrijens 10 min
Head of KCE Trials

What is the scope of the KCE Trials Programme? Which | Frank Hulstaert 15 min

trials do we fund? Criteria of the 2025 investigator-led Senior Researcher

call

What are pragmatic Trials? Leen Verleye 25 min

What are patient-centred outcomes? KCE expert physician

Practical information on submission and selection Lisa Marynen 20 min

procedure Call coordinator

Q&A session All 50 min




Practicalities

- No recording
- Please mute yourself

- Slides available next week (in
your mail)

Questions ?

- No content question in chat
- On content ? 5 min after each session
- On individual projects ? at the end

- Please raise your virtual hand and say
who you are

- No time or not willing to share your
question? Please first contact your CTC
(and then us)




Who is attending?

CHU Liege
- Allmost all academic hospitals & universities ITG
- Non academic hospitals Jan Yperman
- Clinical Trials Centers (CTCs) Jessa ZH
- Public Research Institute KU Leuven

Other
- Other _
Sciensano

U Gent

U Hasselt
UCL

UZ Brussel
UZ Gent
UZ Leuven
UZA

VUB

ZAS




KCE Fenhéam fooviedoe o ke KCE TRIALS IN A NUTSHELL

independent research centre that provides

TR' ALS scientific advice on topics related to health care.
KCE Trials selects and funds non-commercial
sl voor de Gezendheidstony — |arge multicentre pragmatic randomised

e e e nte = controlled clinical trials (RCTs).

—Specificities Quality support—, ~ Calls for research proposals
v/ Pragmatic & practice oriented Sponsor capacity ﬂﬂ 3 calls in 2024 }
L, assessed for all trials 24%
v/ Comparative effectiveness S 47
B e e = T for i N
i g&,‘m gs) pe A8 Trials Centres national call BeNeFIT
v/ Non-commercial Coaching of funded teams @ with ZonMw (NL)
v/ Potential for return on investment S
W QExtemal audits of ongoing trials Investigator-led calls  Commissioned calls ‘
Data sharing \ Bottom up Top down
+ Funding of Belgian participation to international studies
A Funded Trials
r.Fundmg budget _ Impact
Ongoing

ila
10 million € L
annual budget 41 / Hospitals

+ 30 000

S edia e por Ui Completed EoIpanIE tacrultes ™~ A WA
Ao Primary care & Wﬁf

« Milestone-based budget ry ‘Real World Data

* Use of template to budget - v Real World D:
RORSOMENICA esamtch u] (heck the realtime receuitment in our dynamic doshboords J

’x trials@kce.fgov.be A susscrise [0 our newsletter
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DOMINO - SPONSOR UZ LEUVEN - PRIMARY CARE

Irritable bowel syndrome

©®

OPEN ACCESS

Original research

Diet or medication in primary care patients with IBS:
the DOMINO study - a randomised trial supported by
the Belgian Health Care Knowledge Centre (KCE Trials
Programme) and the Rome Foundation

Research Institute

Florencia Carbone, " Karen Van den Houte,” Linde Besard,' Céline Tack,' Joris Arts,
Philip Caenepeel,"* Hubert Piessevaux,” Alain Vandenberghe,” Christophe Matthys,®
Jessica Biesiekierski,” Luc Capiau,” Steven Ceulemans,® Olivier Gernay,® Lydia Jones,”
Sophie Maes,® Christian Peetermans,” Willem Raat,” Jeroen Stubbe,”

Rudy Van Boxstael,® Olivia Vandeput,® Sophie Van Steenbergen,”

Lukas Van Qudenhove,” Tim Vanuytsel,"* Michael Jones,' Jan Tack @ ,"*'""?
DOMINO Study Collaborators"




BLING-IIIl STUDY - Belgian Coordinating Centre : UZ GENT

JAMA | Original Investigation | CARING FOR THE CRITICALLY ILL PATIENT

Continuous vs Intermittent B-Lactam Antibiotic Infusions
in Critically lll Patients With Sepsis
The BLING Il Randomized Clinical Trial

Joel M. Dulwrity, MD. PhD:; Stephen 1. Bratt, MD; Jan J. De Wasle. MD, PhD:
Dorrityn Rajbhandari, PEDip( Clinical Mursing); Laurent Billot, MRes; Menino 0. Catta, PhD;

Joshua 5. Davis. MO, PhDD; Simon Firfer, MD; Maomi E. Hammand, RN, PhD: Serena Knowies, RN, PhD;

¥iaogiu Liu, PhD: Shay McGuinness, MD: Jayanthi Mysore, MS; David L. Paterson, MD, PhD:

Sandra Peake, MD. PhD; Andrew Rhodes, MD, MIXRes); Jason A. Roberts, BPharm, PhiD; Claire Roger, MD. PhD;
Charudatt Shirwadkar, MD; Therese Starr, BN: Colman Taylor, PhD; John A. Myburgh, MD, PhD;

Jeffrey Lipman, MD, DMed{Res); for the BLING I Study Investigators

Visual Abstract
IMPORTARCE Whether B-lactam antiblotics administered by continuous compared with Editorial
Intermittent infusion reduces the risk of death In patients with sepsis k uncertain. —

-|- LI Ia
OBJECTIVE To evaluate whather continuous vs Intermittent Infusion of a B-lactam antiblotic B slsted arti]
[piperacilin-tazobactam or menspenam) results In decreased all-cause mortality at 20 days In article

critically Il patients with sepsis. Supplemental content




PRECISE STUDY - BCC ZOL

Articles I

Effect of high versus standard protein provision on T*®
functional recovery in people with critical illness (PRECISe):
an investigator-initiated, double-blinded, multicentre,
parallel-group, randomised controlled trial in Belgium and

the Netherlands

Julia L M Bels, Steven Thiessen, Rob | | van Gassel, Albertus Beishuizen, Ashley De Bie Dekker, Vincent Fraipont, Stoffel Lamote, Didier Ledoux,
Clarissa Scheeren, Elisabeth De Waele, Arthur R H van Zanten, Laura Bormans-Russell, Bas C T van Bussel, Marlies M | Dictus, Tom Fivez,
Ingeborg Harks, lwan C C van der Horst, Joop Jonckheer, Hugues Marechal, Paul B Massion, Ingnid Meex, Michelle C Paulus, Martin Rinket,
Susanne van Santen, Katrien Tartaglio, Adam M Deane, Frieda Demuydt, Zudin Puthucheary, Lilian C M Vioet, Peter | M Weijs,

Sander M J van Kuijk, Marcel C G van de Poll*, Dieter Mesatten®, on behalf of the PRECISe study team

Summary

Background Increased protein provision might ameliorate muscle wasting and improve long-term outcomes in Lancet 2024; 404: 659-69
critically ill patients. The aim of the PRECISe trial was to assess whether higher enteral protein provision (ie, 2-0 g/kg  see comment page 630
per day) would improve health-related quality of life and functional outcomes in critically ill patients who were  “joint seror authors and
mechanically ventilated compared with standard enteral protein provision (ie, 1-3 g/kg per day). cantributed equally




ADVOR STUDY - SPONSOR ZOL

The NEW ENGLAND JOURNMNAL ot MEDICINE

ORIGINAL ARTICLE

Acetazolamide in Acute Decompensated
Heart Failure with Volume Overload

W. Mullens, |. Dauw, P. Martens, F.H. Verbrugge, P. Nijst, E. Meekers,
K. Tartaglia, F. Chenot, 5. Moubayed, R. Dierckx, P. Blouard, P. Troisfontaines,
D. Derthoo, W. Smolders, L. Bruckers, W. Droogne, |.M. Ter Maaten,

K. Damman, ). Lassus, A. Mebazaa, G. Filippatos, F. Ruschitzka, and M. Dupont,
for the ADVOR Study Group®

ABSTRACT




Gonoscreen study - SPONSOR ITM

i The Lancet HIV H
v Volume 11, Issue 4, April 2024, Pages e233-e244 9

Articles

Effect of screening for Neisseria gonorrhoeae
and Chlamydia trachomatis on incidence of
these infections in men who have sex with
men and transgender women taking HIV
pre-exposure prophylaxis (the Gonoscreen
study): results from a randomised,
multicentre, controlled trial

Thibaut Vanbaelen PhD @ & &, Achilleas Tsoumanis PhD @, Eric Florence PhD ° ¢,
Christophe Van Dijck PhD °, Diana Huis in 't Veld PhD 9, Anne-Sophie Sauvage MD ,
Natacha Herssens MSc @, Irith De Baetselier PhD ®, Anke Rotsaert MSc ®,

Prof Veronique Verhoeven PhD "', Sophie Henrard MD ', Yven Van Herrewege PhD ©,

Dorien Van den Bossche PhD ©, Prof Jean-Christophe Goffard PhD |, Elizaveta Padalko PhD ®,
Thijs Reyniers PhD B Bea Vuylsteke PhD B Charlotte Michel MD ¥, Marie-Pierre Hayette PhD &,
Agnes Libois MD ! T._Prof Chris Kenyon PhD ©

Show more 7

10




Dynamic dashboards

= trials.kce.be/dashboard/
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RCTs Funded

66

RCTs ongoing

44

Open

Study Setting

Other 6%

OHospli 79%

Recruiting Organisations
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15%
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: - Last update (usually every Friday)
Go To Filters Go To Publications ate eure

Friday, May 16, 2025 8:03:22 AM

Studies' Status Sponsor’s country

Swedzenz Australia 5%
Metherlands 21% .

Stopped Open to Stopped Closed to Closed to Completed
before FP Recruitment beforeend of recruitment,  recruitment,

recruitment  in follow-up  follow-up ... Belgium &7%

Disease Area Participant's Age

cpases 3%
Skin 5% All diseases 3%

Respiralory 2%
Paedialrics 2%
Other 8% \

Cancer 15% Paediatric 12%

Mainly 0.

9%
Cardiovaseular 5% Any
. sl tina ¥
Oral and Gaslmmla&llg;ﬁ Eye 2% 2%

Obstretics & gynaecology
o

%
Neurslogical 5%

. Infection 24%
Musculoskeletal B%

Adulls 77%

Injuries and accidents 3%

Recruiting GPs Participants Recruited

31531

644



https://trials.kce.be/dashboard/

Dynamic dashboards

= trials.kce.be/dashboard/
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KCE Trials Dynamic Dashboard

Recruiting Sites Participants Recruited Target Sample Size

9 370 5623

Filter by Study status

Closed to recruitment, follow-up completed
Closed to recruitment, in follow-up
Completed

B Open to Recruitment

Stopped before end of recruitment

Filter by Study short title

AlLTogether - risk-based treatment optimisation in acute lymphocoytic leukemia

BELGICA - Limiting the glioblastoma dinical target velume

BE-QUILT Comparison of 'quilting sutures’ with “conventional’ sutures and drain placement” after maste.
BEST CORMEA, - Comparing DSAEK versus DMEK for Corneal Endothelial Disease

BOMNAMNZA - Brain Oxygen Neuromonitaring after traumatic brain injury

CASES - Chrotid Stenting during endovascular thrombectomiy for Stroke

COGEMIUS trial - Radiofreguency treatment for patients with chronic knee pain

COLBePCl - Colchicine after PCI

DRAGON - combined Portal and Hepatic Vein Embelization in patients with primary liver cancer
HELIOS - Proactive TDM versus standard use of biologics in psoriasis

HYFOIL - Additional tubal flushing with oil-based contrast after Hysterosalpingo-foam scnography
10DA, - Surgical repair or conservative treatment of an anterior cruciate ligament injury

PERSuaDER - PERi-operative Selective Digestive Decontamination in Esophageal

PRIMALUNG- prophylactic cerebral irradiation or brain MRI surveillance in small-cell lung cancer patienty
PRIORI - Synbiotics in patients at risk for preterm birth

PULSE: Maintenance Pembrolizumakr at Usual or Low doSE in non-squamous lung cancer: a non-inferio.
RECOVER@HOME pilot - feasibility of home-based rehabilitation for older people

REPAIR - Rebuilding Parent young Adult Interpersonal Relationships
SAUMA - Continuing Somatostatin Analogues Upon progression in Neuroendodaine tumour pAtients
SHAPERS - Efficacy and safety of short-course radiotherapy (SCRT) versus total necadjuvant therapy in ...

5 . Last update (usually every Friday)
Go To Filters Go To Publications D e

26 May 2025 08:01:35

First Participant Recruited [ Last Participant Recruited

22/07/2021 § 21/05/2025

Total Participants Recruited by

ZOL Genk
UZ Leuven - Gasthuisberg
Uz

AZ Sint-Jan Brugge ||

Thomas More hogeschool ..
Jezza Tiekenhuis - Virga Jesze
AT Groenings
AZ Turnhout
CHR. de la Citadelle
Ciniques universitsires Sain...
ZAS Middedhaim
AST rigkenhuiz Asls
A7 Delta
CHU Charlerci-Chimay - Ha...
Irnglda Tiskanhus
UZ Leuven - Pellznberg
Hiépital Erasme
AZ Sint-Lucas Gent
(CHU UCL Marnur - Godinne
CHU de Ligge

0 00 200 300 400

Site Status i@ Oosed to Recruitment @ In Preparztion @ Open to Recruitment

Projact Short Title Recruiting Sits Site Status Bl Mame Murriberof  Date first partidipant  Dtate last participant recruited
patient racruited
randorrizad
EELGICA - Limiting the glicblastoma clinical target volume ZOL Genk n Preparation Govers Miske ]
BE-QUILT Comparison of ‘quilting sutures’ with ‘conventional’ sutures and drsin placement’ TOL Genk Open to Recruitment  Van de Putte Greg 1 15/01/2025 150172025
after mastactomy
BEST CORMEA - Comparing DSAEK versus DMEK for Comeal Endothelial Diseass IO Genk Open to Recruitment  Gast Sacha 14 13/03/2023 31/05/2024
T0L Genk 6 01/02/2025 19/05/2025

BOMANZA - Brain Owygen Neuromonitoring after traumatic brain injury

Open to Recruitment  Willaert Xavier
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. Last update (usually every Friday)
Filters oxte Heure

Dynamic dashboards 26 May 2025 080135

Search Q ‘ 4 ‘ Search o | &
Local project reference Project Short Title Project stams Rasults  Chief Sponsors KIE website
= trials.kce.be/dashboard/ oot 80
rialS.Kce.pe/aasnpoar R Coordinor 88
KCE-17002 AGWOHETIC - Pregnancy after adhesion reducing gel after opemstive Closed to recruitment, follow-up complsted . 2025 Steven Weyers UZ Gant - Univarsitair Zigkenhuiz Gent =
hysteroscopy
KCE19-1224 HYFOIL - Additional tubal flushing with ail-based contrast after Open to Reanitment 2027 Diane De Meubourg LZ4 - Universitair Zekenhuiz Antwerpen =
Hystenosalpingo-foam sonography
KCE20-1273 ERICRI - Synbiotics in patients at risk for preterm birth Open to Recuitment 2026 Caroline Van Holsbeke  ZOL - Ziekenhuis Oost-Limburg =
| n
n
Filter by Call for Proposals Filter by Study Setting Filter by Study Status
selecta Select a
2017 Investigator-led cal ed to recruitment, follow-up completed
2019 Investigator-led cal
2020 Investigator-led cal
Filter by Participant's Age
Select a
Adults
Filter by - Participants recruited in ICU 7 Filter by Sponsor
Select a Lead country, Sponsors
Filter by Disease Area Mo Select a
Beloium
Select al =Elgn

Al diseazes
ceneer Filter by - Surgery Study ?

Cardinvaseular
Lardiovascula

Eye Select &
Infection \..c
Injuries and accidents Yes

Mental Health
Musculoskeleta
Meuralogica

W Obstretics & gynaecology

13 Oral and Gastrointe:

Filter by - Medication Study ?
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Dynamic dashboards KCE Trials Dynamic Dashboard

Last update (usually every Friday)
Datz Heure

-

26 May 2025 08:01:35

Publications

Go To Overview Go To Recruitment Go To Filters

= B

. triaIS . kce . be/d aSh board/ Filter om Study Filter on Category of Publicaticn Filter an Year of Publication

S | quidelines Peer Reviewed
T Methods 2016 2025
~ - Publications
BeMeDuctus Protocol li )
Big Bird Qualitative - e
BLING-II B Resuits 4 2
| | | CareRa2020 SAP
n
“fzar of Category  ACRONYM Title publicaticn Joumna Link to
publication publication
2025 Rasults C-EASIE Early admimistration of vitamin C in patients with s=psiz or s=ptic shock in emergency departments: a multicenter, double-blind Critical Care o
randomized controlizd triat the C-EASIE trial
2024 Results BLING-II ‘Continuous vs Intermittent B-Lactam Antibiotic Infusions in Critically |1l Patients With Sepsis JARA &
The BELING il Randomized Clinical Trial
2024 Results PRECIZ2 Effect of high versus standard pratein provision on functional recovery in people with critical illness (PRECIS2) an imvestigator- The Lancst L
initiated, double-blinded, multicentre, parallel-group, randomised controlled trial in Belgium and the Metherlands
2024 Results  GonoScresn Effect of screening for Meisseria gonorrhoeae and Chiamydia trachomatis on indidence of these infections in men who have ssxwith Lancet HIV &=
men and transgender womnen taking HIV pre-sxposure prophylasds {the Gonoscreen studyl results from a randomized, multicentre,
conirelled trial
2024 Results CareR=2020 Effectiveness of methotrexate and beidging glucocorticoids with or without early introduction of a 6-month course of etanercept in RMD Open &
early RA: results of the 2-year, pragmatic. rendomisad CareRA2020 trial
2024 Results PuRe-COVID Bvaluation of the leaming effect on the six-rminute walk distance in adults with long COVID ERJ Open Res o
2024 Results IMCCVAS Humoral immune response against SARS-CoV-2 after adapted COWID-19 vaccine schadules in healthy adults: The IMCOVES fzcdne L
randomized dinical trial
2024 Results Prevention Pressure  Silicone adhesive multilayer foam dressings to prewent hospital-acquired sacrum pressure ulcers: Aneconomic evaluation based ona foumal of Tissue Viability &
Ulcer publidy funded pragmatic randomized controlied trial linked with real-world datz
2024 Results DUET Supericrity trials in wasive aspergillosis: 3 harsh reality check with the 1A-DUET (HOWOMS50Z) izl Chinical Infectious Diseazas &
2024 Results RESET-ASDH The death of a neuratrauma frial lessons leamed from the prematurety halted randomized evalustion of sungery in elderly with Brain and Spine &
traumatic acute subdural hematorma (RESET-ASDH) wial
2023 Results Big Bird "At the time | only wantad to relieve stress™ Exploring motivation for behaviour change in long-term hypinotic wsers Heliyan &
2023 Results Foot Drop A randomized controlled trial comparing consenvative versus surgical treatment in patients with foot drop dus 1o peronzal nerve Filot and Feasibility Studiss L]
entrapment: results of an intemal feasibility pilot shudy
2023 Results SAFEBOOSC i Cerebral Oximetry Monitoring in Extremely Pretermn Infants MEIM L
2023 Results PELICAN Considerations on the Obstades That Lead 1o Slow Recruitment in a Pein Management Jinical Trial: Experiences from the Balgian Pain Ressarch and Management L]
PELICAM (PrEgabalin Lidocaine Capsaidn Meuropathic Pain) Pragmatic Study
2023 Results COMFIDENT Convalescent Plasma for Covid-18-Induced ARDS in Medhamiclly Ventilated Patients MEIM L
2023 Results ADVOR Decongestion With Acstazolamide in Acute Decompensated Heart Failure Across the Spactrum of Left Ventricular Bection Fraction: & Cinculation L]
Prespadfied Analyzis From the ACVOR Trial
2023 Results Big Bird Implementing Blended Care 1o Discontinue Benzodizzepine Recepior Agonist Use for Insomnia Process Evaluation of 2 Pragmatic IR Formative Ressarch L
Cluster Randomized Controllad Trisl
2023 Results ADVOR Natriuretic Response to Acstazolamide in Patients With Aoute Heart Failure and Volume Overload. JAm Coll Cardicl &
2023 Resufts ADNVOR Pra-treatment bicarbonate levels and decongestion by acstzzolamide: the ADVOR trial o
2023 Results ADNVOR Renal function and decongestion with acstazolamids in acute decompensated heart failure: the ADWVOR tial &
2023 Results ADNVOR Sodium and potassium changes during decongestion with acstazolamide - 3 pre-specified analysis from the ADVOR trial L
2023 Rasults AN Artivirals The DAWN antivirals trial: process evaluation of a COVID-19 trial in general practice o
2022 Resufts ACNVOR Acetazolamidz in Acute Decompensated Heart Faiure with Volume Cverload &
2022 Results ADVOR Acetazodamide in Decompensated Heart Faiure with Volume Cverload trial (ADVORY: baseline characreristics Eur J Heart Fail L]
2022 Resufts Big Bird Blznded care to discontinue BZRA uze in patients with chronic insormnia disorder: a pragmatic duster randomized controlled trial in Slesp =
primary care

14
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How to receive the KCE Trials newsletter?

https://kce.fgov.be/en/kce-trials

Home > KCE Trials

KCE Trials
‘ ' B CONTACT
B About KCE Trials B News and upcoming events
KCE Trials
® What is the KCE Trials programme? ® 2021/May - Latest news from KCE Trials M trials@kce. fgov.be
= Which tools does KCE Trials provide to support = 2021/April - Latest news from KCE Trials
clinical research in our country? » 2021/February - Latest news from KCE Trials

= Does KCE Trials take into account the views of the TRIALS

patients?

2019/September Latest news from KCE Trials ® DASH
2020/February - Latest news from KCE Trials

= When and why was KCE Trials set up?

What tv t ?
= \What type of clinical trials does KCE Trials fund Read Mo 3

= Where and by whom are the clinical trials
conducted?

B Collaboration

W Calls = Intemnational collaboration m RECEIVE NEWS

= Clinical Trial Units (CTUs) in Belgium
= Future calls

= Patient and Public Involvement

= Open calls m FOLLOW KCE TRIALS
= Closed calls
W t ? .
= What are calls for proposals m Funded trials
= How are proposals selected?

®m COV201288: Assessment of the immunogenicity

15



https://kce.fgov.be/en/kce-trials

KCE Trials on LinkedIn

16

KCE Trials

KEE 770 volgers

2d-®
Today, on Clinical Trials Day, KCE Trials would like to thank the patients, researchers,
healthcare professionals, and study teams who make clinical research possible. Every
trial advances medical knowledge and improves patient care.

What better day to announce that the 2025 KCE Trials investigator-led call is now
open!

This is a unique opportunity for clinicians and researchers in Belgium to propose
their own, practice-oriented, comparative effectiveness or drug repurposing studies
that are of high societal importance and have no direct commercial purpose. The full
scoping criteria are available on the website : https://Inkd.in/eNbgFp8Y

#KCETrials #publicfunder #clinicalresearch

Vertaling weergeven

KCE

TRIALS

2025 investigator-led call: :
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