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Bold collaborations, transforming

health
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' IHI is a cross-sector EU ' We create bold collaborations Our ultimate goal is to
public-private — excellent health research transform health across
I partnership I and innovation projects that . the entire spectrum of care,
bring together the best minds especially in areas of unmet
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Bold collaborations advance clinical trials




Public-private partnerships to advance future
clinical trials in Europe

s ("|inical trial innovation

e Designs, tools, pragmatic trials, Al, ...

Accelerate initiation and recruitment

e Multicountry trials, networks, recruitments, Al, ...

e CT — healthcare links, Platform trial infrastructures, primary
care, ...
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Draft topic texts online
IHI call 12

IHI call 12

Applicant-driven approach

Read our Strategic Research & Innovation Agenda (SRIA)

Build a proposal that addresses one of the key
challenges outlined in our SRIA

Sign up to our brokerage platform & join our brokerage
event to find potential partners

cocie  efpia  FuropaBio  gueotechiuope  \R Vacdnestwope [ WENL Find out more: ihl.europa.eu
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® Stay in touch

@,

www.ihi.europa.eu infodesk@ihi.europa.eu

Sign up
for our newsletter

Connect with us

m LinkedIn

Innovative Health
Initiative (IHI)

Q Bluesky @ Mastodon

@ihieurope.bsky.social @IHIEurope@mastodon.social
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Bold — the IHI community
collaborations
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? Universities and academic organisations
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IMI contribution to advance clinical trials

Large portfolio of projects addressing various aspects to facilitate clinical trials

Single point of contact; speed up recruitment and run better quality clinical trials

e.g cdc (> 250 hospital sites in 21 countries); COMBACTE/ECRAID (> 1,200 hospital sites
in 42 countries); Innodia/lnnodia Harvest (46 accredited sites); Aims-2-trials (120 sites in
37 countries)

EU-PEARL, INNODIA, Necessity, UNITE4TB
Decentralised trials Trials@Home
Pragmatic trials GetREal

Patients preference studies PREFER



IMI contribution to advance clinical trials

Outcome measures e.g Necessity Sjogren’s Tool for Assessing Response, Harmony

Patient-reported outcomes e.g SISAQOL-IMI
Clinical endpoints e.g MACUSTAR
Biomarkers e.g Aims-2-trial

Digital endpoints e.g MOBILISE-D, IDEA-FAST

Digital tools for Remote assessment of diseases and relapse e.g Radar-AD
blockchain technology e.g for e-consent, e-enroliment PharmaLedger
e-product information Gravitate Health

Patient access to clinical trial data FACILITATE

Adherence BEAMER

Standards e.g c4c User Guide for paediatric clinical trials


https://ard.bmj.com/content/81/7/979

IHI contribution to advance clinical trials

REALISE-D focusing on clinical trials
for rare diseases

READI focusing on underserved and
under-represented populations

Project- COMFORT focusing on the
ability to test and monitor for illnesses
using Patient Centric micro-Sampling
(PCmS) as an alternative to venous
blood-draw.



Next steps:

An improved version of
the treatment is being
developed & will be
trialled

innovative trials for type 1 diabetes

INNODIA tested whether a drug commonly used to prevent organ
rejection in people after transplants would work against type 1
diabetes in children and young adults

A platform trial design established by INNODIA allowed the
researchers to test several different dosages at once

Result: One day of treatment (0.5 mg) = effective with fewer side effects

Positive effects were more pronounced in the youngest patients (5-9 years
old)

Impact:  Currently there is no disease-modifying therapy for
type 1 diabetes in Europe

If a traditional clinical trial model had been followed,
it would have taken 10 years to reach this result



MACUSTAR receives EMA nod of approval

EMA’s advice is based on MACUSTAR’s results open up
MACUSTAR’s study of 600+ new possibilities to design

| 7 people with early stages of clinical trials and find
AMD. treatments for early AMD

stages.




“IHI research is a beacon of hope, empowering
individuals and transforming lives and systems. It
reminds us that through collaboration, innovation,
' and compassion, we can overcome challenges
and create a world where liver health is not just a
dream but a reality for all. Together, we are

Milan Mishkovikj, ' changing lives and shaping a healthier tomorrow.”
Liver cancer patient working

with LIVERAIM
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