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@ecrin

ECRIN (European Clinical Research Infrastructure Network)

%cri n Services Tools Trials & Projects Resources News & Events Aboutus C

Supporting Upooming EU Proposals taining -

Delve into different elements of the submission

clinicaltrials =
across border

ECRIN Tools

Freely accessible tools to facilitate research

=

Patient engagement =

Patient and public involvement in clinical research

* Infrastructure network, European commission legal entity

B Member Country 12
« EU-funded project for European clinical trial Observer Country 1

Dec 2023
* Member country+ observer country

» Core team member+ European correspondents (EUCO)
Single partner (National based network) Contact https:/ecrin.org/



@ecrin

m
=
[
£l

®ecrin
2222

2 EUCO
‘sartner e
ﬂ ﬂ FuCo
ation

e
o
o

Core team

Coreteam

National
partner

CTU

Support request

I

e

Legal, regulatory
T finance

Scientific boards

Methodology, statistics

Data centre

Data manage

ECRIN Core team, Paris, France
Director general 1
Clinical Operation 4+ Euco
(Project manager/ Clinical scientist)
Capacity building 11
(Project manager/ Data scientist)
Human resources 1
Communication 3
Quality 2
IT1
Finance 1
Legal 1
Executive assistant 2

&

EUCO representatives of each country 18
Coordinator of national clinical trial unit (CTU)
CTU

Local project manager
Clinical research associate
Pharmacovigllance




COVID: Lessons- Learned in EU/EEA

Preparedness for health emergency, 2003-

Pandemic declaration, Mar 2020

ECDC/ EMA (task force)/ EC, Health Emergency Preparedness and Response Authority (HERA)
The guidance on the management of clinical trial during COVID-19 pandemic

WHO Solidarity- master protocol

EMA workshop, June 2023; Lessons —learned from COVID
* 18000LA £ DEGEREERM BB L 725, 90% A
kD ER=TEL, EFERBICIET A2 b/-o LD
e 10% DRI L 7-EGPR 3 ER L KA Platformz 5k CTH - 7-
e Priotirisation/ Optimizationz 521t 9 5 W E T 5
* Interpandemic coordination, EMA, HERA, ECDC, ECRIN, Patient Eng.
c ERROHER., ARG T7 7T 47



Why multicenter/ global trial?

* WHA 75.8 resolution

£, o\
v"‘;@\:\’; World Health
WY Organization
SEVENTY-FIFTH WORLD HEALTH ASSEMBLY WHA75.8
Agenda item 16.2 27 May 2022

Strengthening clinical trials' to provide high-quality
evidence on health interventions and to improve
research quality and coordination

Well-desiged, Well-implementad clinical trials
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prioritisation
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WHO draft guidance for best practice for clinical trials
Improve efficacy and minimize research waste



Principles and Practice of 3 HARVARD
R e Hacsarch & TH.CHAN

Global Collabo e Program in Clinical Re

SCHOOL OF PUBLIC HEALTH
Powerful ideas for a healthier world

Complex trial design: Plat form trial

Standard care (registry)

Sub-protocol 1: Standard vs A

Intervention A

Sub-protocol 2: Standard vs A vs B

Intervention B Become Standard care

Sub-protocol 3: Standard vs A vs B vs C Sub-protocol 4: Standard(B) vs C

Sub-protocol 5: Standard(B) vs C vs D

Master protocol/ intervention specific append. Intervention D
Scientific rationale
To find out the best practice for COVID 19 Intervention E

—REEZBESETR




Platform trial for COVID-19/ EU
WHO Solidality - Discovery(French), Recovery (UK) etc.

¥

REMAP CAP

EU-SOLIDAcT

ECRAID PRIME

VACCERELATE

Sponsor U. Utrecht/ UK (Europe) | U. Oslo ECRAID/U. Utrecht | U. Cologne (G)
Target ICU/ severe hospitalized Primary care Healthy volunteer
population (moderate, severe)
target treatment treatment Early treatment Vaccine
Post-ex prophylaxis | optimization

Intervention | 64 intervention steroid, | Baricitinib NONS, xx 4 vaccines

HCQ etc) AXL
Site 300 in 25 countries No, A, B, CR, F, G, Ne, B, E, No G, B, No, Ir, S, Li,

Gr, H, Ir, It, Lx, P, SI,
Sp, Sw, Tu etc

D, F, Ne



Success case? — UK example

Adaptive Platform Tr1a1 & Natlonal priority study
BE@PAN»ORAM'C - < PRINCIPLE

Platform Randomised Trial of Treatments in the
Community for Epldemlt and Pandemic Illnesses

()Xl"()RL)

HOME  RESULTS  NEWS Search Q

e e - Primary careX3ZR (molnupiravir, Paxlovid etc)

Recrliment - PANORMIC 22700, PRINCIPLE 11000

Participants: 28,601

e FSAVEE (hAY DIFTEESR])

Z= B X
All of the UK Chief Medical Officers and the NHS England - BESM ( FIRSROT — 24z
Medical Director have broadcast that this trial is a national (T R L E@z,Eﬁ) )
priority (Oxford population health)

REATMENTS FOR COVID-19

https.://www.principletrial.org/
https://www.panoramictrial.org/

https.//www.gov.uk/government/publications/commercial-clinical-trials-in-the-uk-the-lord-oshaughnessy-review/commercial-
clinical-trials-in-the-uk-the-lord-oshaughnessy-review-final-report
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Coordination of Platform trials- JAAM and TCB

« JAAM-COVID platform trial DB & L THEL-FE=ZFSE
3 DDEU platform (REMAP-CAP, SolidAct, RECOVER) D #7/3 7} > x{zl:?ﬁu
2024 Jan & V) CODIVEAAIZHLAR, HERA/EMAEHE AL New JAAM composition
1) F2ABBELUEN TR, ShIHA

?) Secretariat (ECRIN) ARZF g9
3) BEfFiEREE (methodology, virology, N [

ID-19 #JAAM/TCB  #Platform Trial Published on 24/01/2022

Clinician, immunology, preclinical, HTA) ~~ RESPONSE
4) 1BE. RN ZEm I N, platforml(C @ 3
recommendation letter w&\
5) £8. &7 N— 7R 5EB

BT ENZL TN n
e TCB-O YV —>TALICK AEBHEE (UK,US, Africa,Latin amarica )

https://ecrin.org/news/new-jaam-composition



Support Tools for EU platform trial -EUPEARL

\\\"//& EU PEARL PROJECT v WHY PLATFORM TRIALS? v RESULTS v EU-PEARL COMMUNITY OTHEF \'
e A% ey.peans GimD s
- - o [ IMitiative

D2.6 Final Generic Master Protocol
Template and Appendix for IRPs

Advancing Collaborative

" 853966 — EU-PEARL
Platform Trials to accelerate

18 EU Patient-cEntric clinicAl tRial pLatforms
the development of medicines
WP2 —Scientific, Regulatory and Operational Methodology

Lead contributors Keiko Ueda (15 - ECRIN); Cecile Spiertz, Anne Kaminski (24 - Janssen)
keiko.ueda@ecrin.org;

Other Franz Kénig, Martin Posch (4 — MUW); Tom Parke, Scott Berry (14 — Berry);
a contributors Clelia Di Serio, Paola Rancoita (7 — USR); Olga Sanchez-Maroto, Juan
o i = 3 = 2 e ] g - & a5 SRR * wm W W R

- Collaborative project, patient centered platform trial ~ -Master protocol

-Intervention specific appendex
- Develop tqols for APT “Template for DMC
- 4 case studies, not oncology, not COVID ~Template for SAP
* MDD, TB, NF NASH -Template for cover letter

-Best practice tools
https://eu-pearl.eu/
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Support tools for EU platform trial —APT toolbox

=Y rai {
ﬁ {\J‘ %PONSE eC a d " About JAAM TCB Toolbox Resources

20205 (STERR. S FEEHT
The adaptative platform trial toolbox - 131 tools
This toolbox aims to collect the accumulated knowledge, experience, & - tOOlS;
resources from multiple projects and trials into a practical and guided documents, deliverable, SOftWElI'C, aide
toolbox to facilitate planning & conduct of future APTs in any therapeutic webpage, pubhshed paper, template
areaq. i category

introducti d design el t
The toolbox has been structured with different categories and subcategories to facilitate the navigation of the over 130 resources. Each tool is
presented with a brief explanation indicating the tool's format and level of validation. The tools can also be searched by their type, year of publication regulato I 5}

or more generally by keywords. The link to access the outside source is included. If you want to download a list of key references to have on hand you
1al conduct and document

statistics and data management

¢ Complex innovative * Document from * Data management ¢ Case study / * Cancer - WhOle ﬁelds( 70%_COVID)

can select them and download them directly.

design European Project ¢ Data monitoring Lessons learned ¢ Covid
* Consideration for * Europe committee * Reporting * Other
particular field ¢ International ¢ Guidance support ¢ Templates / Guide
\ * Patient * USA ¢ Methodology for developping

https://ecrin.org/adaptive-platform-trial-tools



NEXT STEP of Platform trials in Europe

e COVIDXERTIH L7277 Ty b7 — LR IZERiREHE
e Sustainability D% im
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infrastructure network
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