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___Budget

KCE Trials was created in 2016 and is a department of the
Belgian Health Care Knowledge Centre (KCE), an
independent research centre that provides scientific adwice
on topics related to health care,

KCE Tnals selects and funds non-commercial large
multi-centre pragmatic randomised clinical trials n
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Support to use CTMS
EDGE in 15 hospitals

-
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ag 15 workshops & trainings

Gedge

Organisation of
3 international symposia

—Calls for studies——

Received proposals

2016 2017 2018 2019
1 16 24 14
BeNeHIT 2018
with ZonlMw (NL)
tlnvestigator-led & commissioned calls
Bottom up Top down

Other settings
(2 trials)

Hospital setting
(9 trials)

Funded trials

Primary care

(3 trials) 401 GPs recrurted
L 12 282 patients
S 100 Pls recruited
“a 2 096 patients
in hospitals

Initial

submission 18 months

2 STEPS

Selection Trials
Panel

—Selection process

t:Research QOutline
Full Research Proposal

3 advisory groups
75 external experts

Prioritisation

Contract
signed

Group
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KCE Trials Portfolio: studies by

Intervention
~Device 5 (20%)

Other intervention
8 (32%)

" Medication 12 (48%)




KCE Trials Portfolio: studies by
Aim of study

Change in dosing or way of administration

Supporting practice 5 (20%)

4(16%) "l —

Extend population
1 (4%)

Drug repurposing
1 (4%)

Change in timing
3(12%)

Doing less 11 (44%)



Dynamic Dashboards on KCE Trials website

Hospitals recruiting patients in a KCE Trials funded study (Dashboard 1/3)

How many hospitals ?

Az MARIA MIDDELARES  ZNA ZIEKENHUIS NETWERK ANTWERPEN

N A GRAND HOPITAL DE CHARLEROI 41
Reumacentrum Genk A/ D[L - 11 GHU DE LIEGE AZ SINT JAN BRUGGE OOSTENDE
\ . ,_ J( JAN YPERMAN ZIEKENHUIS

AZ GROENINGE

AZ MONICA AZ KLIN UZ A
B

AZ TURNHOUTUZ

NTWERPEN UZAAZNIKOLAAS
RU £\ CHR DE NAMUR

S 1N ZIEKENHUIS MAAS EN KEMPEN
T OLV ZIEKENHUIS AALST ASSE NINOVE
U

CHU Samt Plerre UZ G E N Clinic Saint Luc B
Groupe CHIREC | |\/| ELDA ZIEKENHUIS AZCGH%{OSEEIEK CITADEII_TEC Gazlg ZIEKENHUIZEN ANTWERPEN

CLINIQUES UNIVERSlT IRES DE BRUXELLES HOPITAL ERASME
Reuma Insttuut e 1 S P A ER BN LB e TA R 33 VIVALIA INSTITUT FAMENNE ARDENNE CONDROZ

CLINIQUE SAINT PIERRE OTTIGNIES
HHLEUVEN REGIONAAL ZIEKENHUIS HEILIG HART LEUVEN
HUDERF HOPITAL UNIVERSITAIRE DES ENFANTS REINE FABIOLA

ast update 06 December 2019 Project Short title Project site name Principal Investigator Project site status Recruited (total)
Jpdated every Friday =
0 l ACVOR OLV Ziekenhuis Campus Aalst Dierckx, Dr Riet Open 17
@ C) 9 < Renomet OLV Ziekenhuis Campus Aalst Van Vlem, Brunc Expression of interest 0
ADVOR AZ Delta Deceunick. Dr Michel Open Ki
PELICAN AZ Delta Decoster, Dr Olivier Open 0
Renomet AZ Delta Maes, Bart Expression of interest 0
ADVOR AZ Glorieux Van Durme, Dr Frederik Open 3
TR | ALS ACVOR AZ Groeninge Derthoo, Dr David Open 10
Federaal wnar CareRA2020 AZ Herentals ‘ Expression of interest 0
Centre Fedér |dExp|1wd Soins de Snﬂ
Belgian Heelth Care Knowledge Centre Total 536

5 www.kce.fgov.be % KCE




Dynamic Dashboards on KCE Trials website

Project Short title
Select all

Hl ADvOR
AGNOHSTIC
Beneductus
BLING I
CareRA2020
PELICAN
Renomet

Project site status
Select all
Open

ast update 06 Dacember 20719
Jodated every Friday

C

KCE

TRIALS rovor

Federaal Ke um voor de G

Centre Fédéral d'Expertise des Soins de Santé

Recruitment Status for studies funded by KCE Trials Programme, by Recruiting Site (Dashboard 2/3)

Total patients recruited

Recruiting Sites

24

OLV Ziekenhuis Campus Aalst
AZ Delta

AZ Gloreux

AZ Groeninge

AZKlina

AZ Maria Middelares

AZ Tumnhout

CHR de |z Citadelle

Clinic Saint-Luc Bouge
Cliniques universitaires Saint-Luc
GHAC Saint Joseph

GZA Sint-Augustinus

Hopital Erasme

Imelda Ziekenhuis

Jan Yperman Ziekenhuis

Jessa Ziekenhuis

Mont godinne
UZ Brussel
UZ Gent
UZ Leuven
0 10 20 30 40 5
Project Short title Project site name Eﬂncipal Investigator Project site status ~ Recruited (total) First site patient recruited (any)  Last site patient recruited (any)
ADVOR AZ Klina . Open g 27-Mar-19 28/11/2019
ACVOR Clinic Saint-Luc Bouge , QOpen 10 20-Feb-18 15/11/2019
ADVOR GHdC Saint Joseph Open 14 22-Mar-19 18/11/2019
ADVOR GZA Sint-Augustinus . Open 2 18-Apr-19 25/09/2019
ACVOR UZ Gent De Pauw, Dr Michel QOpen 1 (4-Jun-19 A4/06/2019
ACVOR AZ Delta Deceunick, Dr Michel Open 7 20-Feb-19 10/10/2019
ADVOR AZ Groeninge Derthoo, Dr David Open 10 19-Dec-18 8/10/2019
0LV Ziekenhuis Campus Aalst Dierckx, Dr Riet Open 17 06-Feb-19 27/11/2019
ACVOR UZ Leuven Droogne, Prof Walter Open 7 10-Dec-18 28/02/2019
193

Belgian Health Care Knowledge Centre Total




Where are patients involved ?

- * Outcomes
e Feasibility
L
L -
conduct
|

[ |
R

e Advisory
boards

e Trial Steering
Committee




Submission stage — question on PPI

The KCE Trials programme strongly recommends to have
patients and public actively involved in the design of the
study.

Please briefly describe how patient and public involvement
has informed and/or influenced the development of the
application and how they will contribute during the lifecycle
of the project. This can include, for example, involvement
in the choice of the research topic, choice of the
outcomes, assisting in the design, advising on the
feasibility of the research project etc.

Initiatives to facilitate patient recruitment are not to be

ehtioned here, only patient involvement in the design.




Submission stage
— Specific section in budget for PPI

10(Patient and Public Involvement

{0 (Patient imohemert i sty proec design and selup my ] X €200000 <200000  £200000  £230000 upto€ 000 with stfcation
{0 (Patientimohementin TralSteeing Commitee Meefngs my X g20000 <0000 Ed0000 002 patients fo attend each TSC
0c | Other actvies for patient ivolment (f appicatl) o

£220000 €240000 €240000  €200800

+ 1 day of training for CTUs and
investigators on patient involvement in
clinical trials (speakers from UK)

www.kce.fgov.be ﬂ. KCE




Selection via 3 advisory groups

Prioritisation Trials Board
Group (PG) (TB)

e 4x/ year e 1x / year e 4x/ year
(once per call) (max 6/call)
» Take/prepare e ranking of all e improve design
decisions proposals in (resubmissions)
scope
e Delegated by e 30 health e 25 experts in
KCE CA/RvB + 7 professionals methods CT
universities e + Patients e + Patients
e + Patients

www.kce.fgov.be ﬁ KCE




Which patient organisations 7

= Umbrella patient associations

= LUSS
= Vlaams Patientenplatform (VPP)
= European Cancer Patient Coalition

= Disease specific patient association
= Hodgkin vzw
= Net-Men kanker vzw
= Wij Ook vzw (Prostate Cancer)

* Individual patients
= Test-gezondheid / Test-sante

||
www.kce.fgov.be ﬂ. KCE



= Participation Patients representatives :
= Call 2016: 0/ 71 (0%)
= Call 2019: 6/ 30 (20%)
= BeneFit: 2 from BE, 2 from NL (total +- 30)

= Same voting rights as other experts

= For patients representatives, KCE Trials
offers to pay costs of online general
training on clinical trials
{« patient expert »)




Panel - Questions

Panel Meeting Review - INV19-1246

Panel 20191122 Call 2019

Meeting Date

2019-11-22 08:00

DOWNLOAD DOCUMENTS REVIEWER COMMENTS

Is the research relevant from the perspective of the patients concerned?

Consider:

* the fulfilment of wishes and needs from patients;

* improvement of patients’ health;

* improvement of the quality of life of patients;

* improvement of social participation and independence of patients;
* improvement of care in general;

* relevance of the selected outcome measures for patients.

Good v

Please explain your score



Panel - Questions

Is the plan of action feasible from the perspective of the patient?

Consider:

* the burden for the patient (e.g. undergoing treatment/diagnostics, completing questionnaires);

* duration of the investigation;

* possible objections of patients to participating (e.g. because of a preference for a particular treatment).

Are patient organisations or experience experts sufficiently involved in the design and implementation of the study?

Consider:

* o what extent the experience experts are representative for the patient group;

» the degree of involvement of the experience experts (e.g. informative, advisory etc);

» the steps in which they are involved (for instance the design/execution of the project plan, research and implementation).

Insufficient v ‘

Please explain your score

Recommendations

What recommendations would you like to give to the applicants in order to further optimize the proposal from the patients’ perspective?

kce.fgov.be 'ﬁ. KCE







= 3 Studies (Call 2016) with results in 2020
= Open Access & Dissemination

= Data sharing

= KCE HTA reports based on trial data

= Impact & Implementation




- = Future calls for proposals
= Investigator-led call
= Commissioned call ?
= Themed call ?

= International collaboration
= Research agendas

www.kce.fgov.be ﬂ. KCE



James
Lind
% Alliance

Priority Setting Partnerships

You are in: Home

The James Lind Alliance

m About the JLA m Top 10s JLA Guidebook News and Publications

The James Lind Alliance (JLA) is a non-profit making initiative established in 2004 It brings patients, carers and clinicians

uncertainties that they agree are the most important.

The aim of this is to make sure that health research funders are aware of the issues that matter most to the people who need

to use the research in their everyday lives.

The PSPs

Top 10s

Tl L R
The JLA Guidebook

Find out about the areas in which
Priority Setting Partnerships identify
the uncertainties which really matter.

See the top priorities for future
research, agreed by patients, carers
and health professionals working with
Priority Setting Partnerships.

Read a step-by-step guide to the
processes involved in a Priority
Setting Partnership.



COLLABORATION

Funders
Hospitals
Stakeholders

Researchers & Sponsors
Clinical Trials Units
Advisory Groups



