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14:00 Saluti e introduzione

Marco Falzetti | Direttore APRE
Marco Zibellini | Direttore Direzione Tecnico-Scientifica Farmindustria
Francesca Galli | Capo Unita, Ufficio di gabinetto del MUR

Modera
Caterina Buonocore | Coordinatore Team tematico Cluster 1, APRE

14:20 IHI: una panoramica dell'andamento della partecipazione italiana e il future

Giulie Pompilio | Rappresentante italiano nel Member States Representotive Group f I (IHI SRG), Direttore Scientifica,
IRCECS Centro Cardiologico Monzino

14:30 IHI: le aree del bande 9 e 10, il valore strategico della partecipazione ai bandi IHI e
alcuni highlights sulle peculiarita di IHI

Alessandro Chiodini | Call Coordinator, Inmowvative Health Initiative

15:10 QE&A

15:20 La visione dell'industria per affrontare le sfide del futuro della Healthcare: il valore
delle partnership pubblico-private

Modero: Mauro Racaniello | Direzione Tecnico Scientifica, Farmindustria

Piero Fantacci | Menarini Ricerche
Micoletta Amodio | Confindustria
Alfenso Gentile | Incyte Biosciences Italy

15:45 Esperienze di progetti IHI
VIROMARKERS - Virus related biomarkers to improve management of chronic conditions
+  Francesca Ceccherini Silberstein | Universita degli Studi Tar Vergata

IMPROVE - Mew insights into the real-life behaviour of, and challenges faced by, patients of all
ages lving with complex health prablems

+  Davide Guerri | Dedalus SPA

GRACE - Al & telemedicing per la continuita della cura per lo scompenso cardiace
+  Leandro Pecchia | Universitd Campus Bio-Medica di Roma

13 FEBBRAIO | evento in.prﬁenza
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17:30 Metworking cocktail
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PITCH SESSION SU CALL 9 E 10

16.15 - 16.20
16.20 - 16.25
16.25 - 16.30
16.30 - 16.35
16.35 - 16.40
16.40 - 16.45
16.45 - 16.50
16.50 - 16.55
16.55-17.00

Oscar Mayora, Fondazione Bruno Kessler

Francesca Dini , Ubt - Umbria Bioengineering Technologies
Enrico Almici , ANTARES VISION S.P.A - LIGHT

Luigi Aurisicchio , Takis Biotek

Gloria Menegaz, Universita degli Studi di Verona

Riccardo Proietti , University of Liverpool

Andrea Azzarello , BIAS & Games

Simona Sbardellati , Tecnopolo Mario Veronesi TPM
Fabrizio Giacomelli , Mediavoice Srl
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IHI Call Days | Call 9

o
IC-PEACE:
Integrated Care, Patient Empowerment through Advanced
Stepped -Care Digital Therapeutics Engagement

Contact person: Oscar Mayora |barra
Organisation: Fondazione Bruno Kessler,
Digital Health Research Unit

health
initiative

E-mail: omayora@fbk.eu i l'l ® innovative
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Challenges and objectives

What problem(s) are you trying to solve
Limited access to high quality healthcare
Sustainability considering population increase vs clinical personnel decrease and limited funding
Lack of prevention strategies (i.e. lifestyle-related diseases, mental health, etc.)

Which IHI specific objective(s) are you addressing?
Specific Objective 3. Feasibility of people-centred, integrated healthcare solutions;

Which unmet public health need are you addressing?

o The high burden of the disease for patients and/or society

o How to enhance active role of patients in own healthcare (prevention and treatments)
The high economic impact of the disease;

0 How to reach sustainability through digital technologies (i.e. scalability and efficiency thi@
stepped-care approaches) 'Lro

Agenzia per la Promozione
della Ricerca Europea

® innovative
health
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Integrated Strategies with Digital Tools for Patients Empowerment
from Prevention to Treatment Management

0 Integrated vs Fragmented Healhcare, Personalisedvs fiOne size fits allo .

0 Personalised stepped-care involvement of patients according to needs in 3 integrated levels:

Step 1 - Prevention: Providing large scale Information and education on active disease prevention through
technology targeting all population (i.e. lifestyle, mental health)

Stepl 2 - Management of low-medium risk of disease: Digital tools supporting people at risk (screening, early sympto
detection, self/guided-management)

Step 3 - Technology supported treatment. Medium-high risk patients partially delegated with some tasks through
technology

0 Levels 1 and 2 supported mostly by Al personalized virtual coaches (Evidence-Based approaches + mixed LLMS)
0 Levels 2 and 3 managed/guided by clinical professionals supported with Al (Predictive models, data analytics tools)

® ® innovative
' () health
initiative
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Outcomes and Impact

OConcrete model s and tool s to incluee
healthcare management

0 Proof-of-concept on person-centric healthcare delivery, scaling up for
generalizations of the stepped-care approach

0 Increase EU competitiveness through implementation of more efficient
allocation of resources in public-private integrated healthcare delivery

0 Empowerment of patients with more evidence-based knowledge and
engaging tools for intervening in their prevention and treatment

management paths ° ® innovative
' health

initiative



DIGITAL HEALTH

|
- D( AND WELLBEING Partners interested in forming

CONDAZIONE a consortium for this project:
BRUNO KESSLER

2> Digimevo C()LAB SH INE
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Expertise requested

A Pharmaceutical companies: Expertise in pharmacologic treatments
and RWE collection.

A Medtech and DTx companies: Innovation in technology and
devices.

A Other expertise: ICTs interested in digital therapies, Domain clinical

experts on prevention and treatment strategies, Other regional
ecosystems

® ® innovative
' ) health
initiative
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Thank You

0 Oscar Mayora 1T omayora@fbk.eu
Fondazione Bruno Kessler

Digital Health Research E

® innovative
health
initiative


mailto:omayora@fbk.eu

APRE

Agen p a Promo
della R Europ

IHI Call Days | Call 9

® Topic 1 (SO1): Boosting innovation for a better
understanding of the determinants of health

Microwave imaging for brain stroke detection
and classification

Contact person name: Francesca Dini, Gianluigi Tiberi
Organisation: Umbria Bioengineering Technologies (UBT)
E-mail:

f.dini@ubt-tech.com

gianluigi@ubt-tech.com

Link to:
Participant profile www.ubt-tech.com | ® innovative
" l health
initiative


mailto:f.dini@ubt-tech.com
mailto:gianluigi@ubt-tech.com
http://www.ubt-tech.com/
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For stroke patients, rapid assessmendind interventionis key to avoid permanentdebilitating, brain

Challenges and objectives

functionloss

Challenges

Stroke is a time dependent pathology that has
to be promptly diagnosed if deriving from
Hemorrhage or Ischemia.

Treatment of ischemic stroke differs after
distinguishing small vs. large vessel occlusion

In “Hub and spoke” approach patient selection
is done via patient hospitalization.

Objectives

StrokeWave provides an accurate and rapid-paspital in

APRE

Agenzia per la Promozione
della Ricerca Europea

ambulance diagnosis solution for:

A

Pre-hospital differentiation between ischemic and
hemorrhagicstroke

distinguishing small vs. large vesselocclusion

Scanningtime is < 3 minutes, and results& imagesare
providedin < 1 minute

® ® innovative
' () health
initiative
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State of the art

StrokeWavas a microwaveimagingprototypedevelopedy UBT for brain .
strokeclassification

A feasibility study on 60 patientsenrolledat University Hospital in Pisa
hasbeencompletedusingStrokeWavg TRL6).

ROTATINC
ANTENNA

o ® innovative
13 . [ health
initiative



14

AP RE

pIPm

Main activities

The Innovation Is currently at TRL6, the partners expect the project to
reach TRL8 after 48 months duration of the project, through achieving our
two main objectives using StrokeWave augmented by Deep Learning:

OAIm1: To distinguish patients with haemorrhagic and ischaemic strokes;

O0AIm2: To distinguish patients whose ischaemic strokes are secondary to
a large vessel occlusion from those who are not.

The project will be divided into 4 work packages:
OWP1:Coordination & Management
O0WP2:Device finalization and clinical trials preparation
OWP3:Clinical Trials Execution and Data analysis
O0WP4: Health Technology Assessment
OWP5:Dissemination and Exploitation

d II R a Eur

Op

® innovative
health
initiative
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Expertise and resources offered

Existing partnhers: .

Umbria Bioengineering Technologies (UBT  Srl) - Italy

0 Expertise in microwave imaging for medical applications . First device (MammoWave ) already CE-
marked and undergoing large scale clinical trials for breast cancer detection . UBT has successfully
applied to many European Horizon calls, obtaining significant grants in the context of:

0 SME Instrument Phasel (2017);

0 SME Instrument Phase?2 (2018);

0 H2020-MSCA-RISE-2019 (project : Rover);

0 FETPROACT 2020 (project : RadioSpin );

0 HORIZON-MISS-2021-CANCER-02-01 "Develop new methods and technologies for cancer

screening and early detection” (project : MammoScreen ).

Pisa Hospital 1 Italy

0 They have already completed a feasibility study using StrokeWave. They will host the new
StrokeWave clinical trials

London South Bank University T UK

0 Expertise in artificial intelligence and machine learning ® | | ® innovative
' o

health

15 initiative
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Expertise requested

0 Aresearch institute, with expertise in metamaterial technology,
antenna design, deep learning

0 One or more hospitals to allow multicentric clinical trials.

® innovative
health
initiative
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IHI Call Days | Call 9 -10

Topic 1 - Digital label: one source of comprehensive information for
medical technology products

Topic 2 - Enabling and safeguarding innovation in secondary use of
health data in the European Health Data Space (EHDS)

;... ANTARES VISION L | G H T
# GROUP

INNOVATION IN LIFE SCIENCE

Contact person name: Enrico Almici

Organisation:

A Antares Vision Group - Digital Healthcare Department

A LIGHT - Life-science Innovation Good Healthcare Technology Center

E-mail: Enrico.Almici@antaresvision.com
Website: ® l | ® innovative
. [ ]

https://antaresvisiongroup.com/lifesciencel/it’/home/ hgqlth
https://www.light-center.it/en/home/ initiative



mailto:enrico.almici@antaresvision.com
mailto:nrico.Almici@antaresvision.com
https://antaresvisiongroup.com/lifescience/it/home/
https://www.light-center.it/en/home/

ANTARES VISION L I G H T
z GROUP

INNOVATION IN LIFE SCIENCE

Antares Vision Group

APRE

Agenzia per la Promozione
della Ricerca Europea

Antares Vision Group leads the digitalization of INTEEETD'S‘IED VALUE CHAIN .
products and supply chains by delivering the most RECYCLING

comprehensive and scalable global solutions in AACHACIE | CONSUMER
Track & Trace, Inspection and Integrated Data

Management.

Traceability solutions on packaging lines
3500+ worldwide

20+years Combined experience in Track & Trace and
vision technologies

Inspection systems installed on packaging
25,000+ and production lines for quality control all
over the world

Global pharmaceutical manufacturer s are .
10 of TOP 20 our customers FRODUCTION SO

RAW MATERIALS LOGISTICS R ETON
Y% 0325N7% T !
E A 818 .
® ® innovative
LEADER IN 2023 R&D _ : : o health
18 LIFESCIENCE  REVENUES INVESTMENT Life Science FMCG Supply Chain ' initiative
TRACK&TRACE

& Cosmetics Transparency



i ANTARES VISION LIG HT
' GROUP

INNOVATION IN LIFE SCIENCE

Digital Healthcare

Hardware and software installed and tested in relevant Italian Hospitals .

INTEGRATED END-TO-END HEALTHCARE WORKFLOW

APRE

Agenzia per la Promozione
della Ricerca Europea

® ® innovative
' () health
initiative
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LiGHT

INNOVATION IN LIFE SCIENCE

a publicprivate research infrastructure for Abased .
Innovation in Digital Healthcare and Biopharma.
FoundersUniBS Antares Vision Group, andompé

farmaceutici Cefunded by PNRR.

Contributions to:
0 Al predictive modeling &
regulation (trustworthy Al)

Topic 1 - Digital label

Topic 2 - Secondary use of health data

APRE

Agenzia per la Promozione .
della Ricerca Europea

0 VIPPSTAR -2025-2028 vippstar.eu/
; Personalized prevention for Children and Adolescents
with Visual Impairment - TECHNICAL LEAD

VIPPSTAR

0 DORIAN GRAY - 2025-2029 Preventing Cognitive
@ decline risk due to Cardiovascular Conditions
DORIAN GRAY

® ® innovative
Funded by . [ health
the European Union initiative

N
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;. ANTARESVISION L I G H T
2 GROUP INNOVATION [N LIFE SCIENCE TOpIC 1 - Dlgltal |abe|

Challenges and objectives

Goals




ANTARESVISION
# GROUP

LIGHT

INNOVATION IN LIFE SCIENCE

Main activities

Product Information on the entire distribution chain up to the hospital, surgery, patient and clinical event
Role-based access to:

APRE

Agenzia per la Promozione
della Ricerca Europea

To oo Joo To To o

Product History
Product Compliance
Eudamed record
Electronic IFU
Patient/UDI association
Information for the

Patient/Physician/Hospital | DATA FLOW g'\ G |
LOCAL DATABASE
l—------p@ D ap—— I I : |
| VISION SYSTEM : : I :
NI 3 H o l I
T n | ic3l
COMPONENTS ~ ASSEMBLY END ITEM Eﬁ? PI;FNIR:; DISTRIBUTION CENTER 1/ DISTRIBUTION CENTER N° MAIN PHARMA(.:Y SMART WARD MEDICAL
PRODUCTION STERILIZATION -, 1RiBuTION HOSPITAL PHARMACY OPERATION

ANTARES VISION CLOUD PLATFORM

= NS e
-~ ABJBBT =2016-09-11

®= ® = Iz T

o e o 5 0TI -
(reoen
3 (10MARAAT

¢----------------

A Implement e-labeling gold standard A PoC to test the suitability of the solution ® |.| ® ir:mcivr?tive
. . . . ealt
A Build routing engine and dashboards for supply- A Gather and communicate results to stakeholders ' initiative

chain actors

and policymakers

N
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fii;;. ANTARESVISION L I G H T
23 GROUP INNOVATION IN LIFE SCIENCE TOpIC 1 = Dlgltal |abe|

Expertise and resources offered

Drugs and MD traceability from production to administration
Physical labeling and data exchange with international hubs
for FMD compliance
Digital Product Passport

EXPERTISE

J

Hospitals (including: public, private and university hospitals)
PARTNERS Pharmaceutical and MedTech enterprises
A Regulatory and no-profit organizations

Software A Project management

® ® innovative
' ) health
23 initiative

KNOWHOW Robotics and Automation A Gen Al & ML ]
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i ANTARESVISION L I G H T
"é:;“& GROUP INNOVATION IN LIFE SCIENCE Topic 1 = Digital |abe|

Expertise requested

We are looking for:

0 A consortium in which we can provide a significant contribution with our
expertise and infrastructure

o MD and IVD Producers, supply-chain actors, hospitals and healthcare
professionals

Regulatory agencies and experts in certification and compliance

Experts in management of EU and global multi-stakeholder projects funding
Communication/Marketing firm

® ® innovative
” ' () health
initiative
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;. ANTARES VISION lIACUWUT
' GROUP LiI\JI i

INNOVATION IN LIFE SCIENCE

Thank you for listening!

0 Contact person name: Enrico Almici
0 E-mail: Enrico.Almici@antaresvision.com

0 Website;
https://antaresvisiongroup.com/lifescience/it/home/
https://www.light-center.it/en/home/

SCAN FOR

CONTACT DETAILS

APRE

Agenzia per la Promozione
della Ricerca Europea
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mailto:enrico.almici@antaresvision.com
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IHI Call Days | Call 9

® Takis Biotech:

the complete Research Chain for
Epidemic/Pandemic
Preparedness

Contact person name: Luigi Aurisicchio
Organisation: Takis Biotech

E-mail: aurisicchio@takisbiotech.it
Link to:

- www.takisbiotech.com

- www.linkedin.com/company/1986023/admin/dashboard/ 0| |0 innovative
' e

health
initiative




[
.

......

BIOTECH

3 Founded in 2009 by former 0:0 MSD scientists with 10-
20+ years experience in Pharma Industry

3 5 products from lab to clinical trials

3 Strong Expertise in Oncology , Infectious Diseases
R&D, Gene Therapy, Development of Innovative
Vaccines, Therapeutic monoclonal Antibodies
|dentification of Novel Targets and Biomarkers,
Immunotherapy for rare diseases

3 Track record with >100 scientific publications and 10
patent families

3 Wide Scientific collaborations with Industry, Biotech and

Academic partners

[
3 Granted many projects at Regional, National and EUp | ®

level (Horizon 2020, Erasmus+, IMI2)

® innovative
health
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Objective : Next Generation Vaccines

X-eVax proprietary vaccine technology e
based on DNA platform

POC of the technology successfully

achieved for Veterinary Vaccines:
Tel-eVax and Erb-eVax (Oncology)

LineaCOVID -19 (cats and minks)

Malaria-eVax Is a vaccine approach in
collaboration with University of Tubingen

NeoMatrix Is a personalized Cancer S
TAKIS

Vaccine Approach FAKIS
COVID-eVax Is a second generation ey g e innovative
] health

vaccine against SARS-CoV2 initiative

CONFIDENTIAL




Choice of targets crucial for
infecting human cells or for
Cancer

29

* «X»= Antigen X

Takis X-eVax* Process

(SRt -
i : oo
7o e
5 DNA O
%, £

Z &

i e \

Vaccine Construction, Test and Vaccine Administration
Manufacturing DNA Electro Gene Transfer
Recombinant DNA Plasmid Technology (EGT)

. .

Fast and cheap manufacturing Low voltage pulses

Stable at room temperature Efficient expression and induction
of immune response
Fast and painless procedure

® ® innovative
' () health
initiative

«eVax»=vaccine delivered by electroporation



COVID-eVax: optimizing electrical conditions and
Immune Response
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APRE

Challenges and objectives

A Takis Objectives:

0 Become a European Center of Excellence for genetic vaccines
and Gene Therapies

A Obijectives within IHI call:

0 Development of new vaccine strategies targeted to specific sub -
populations

0 Increased preparedness of EU healthcare systems for disease
outbreaks

A How?

0 Entire Research Chain : Vaccine design, test in preclinical models,
production of GMP-grade genetic vaccines for human clinical trials,

setting up industrial methods for Technology Transfer to Pharma

31

d II R Europ
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® ® innovative
. () health
initiative



APRE

Agenzia per la Promozione
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Main activities

0 Test COVID-eVax in a specific sub -population : people at risk of
anaphylaxis (ANA) due to Polyethilene Glycol (PEG):

0 Inactive ingredient in the pharmaceutical industry as a solvent, plasticizer, surfactant,
ointments, and suppository base, and tablet and capsule lubricant

0 Present in COVID-19 vaccine formulations (Comirnaty, SpikeVax) and all mMRNA
based vaccines under development

O Caused 223,200 ANA in 2022 and 2-4000 deaths E=m) 123 cases/million

0 Epidemic Preparedness: development of H5 bird -Flu vaccine

0 HI1N1 vaccine tested in preclinical models
0 Use of needle-less device

® ® innovative
' () health
initiative



APRE

Agenzia per la Promozione
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Expertise and resources offered

0 Experience with designing,
testing and running a
Clinical trial for COVID-eVax
during Pandemic

0 Unique BioSafety Level 3 Giz=EloEEs
Laboratory/animal house e
ready to test vaccinesand
therapeutics

0 Two GMP facilities under 7y
: . Facility % 7 GMP &
COnStrUCtIOn . . Ub to 30 liters f ‘“‘t“t. Manufacturing §

~ > 8([)30;J via|;/§r:tcirmen aen » Fully synthetic DNA

© pDNA JE

O Linear DNA

0 mMRNA .

R S T o — ® innovative
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Expertise requested

0 Research Institutes with Expertise with pathogen at high
Epidemic/Pandemic risk

0 SME providing Regulatory Expertise (medical devices, drug
development)

0 Hospitals to run clinical trials

0 Big Pharma for possible technology transfer and future
commercialization capabilities

® innovative
health
initiative
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IHI Call Days | Call 9

ATopic 1 (SO1): Boosting innovation for a better understanding of the determinants of health

ATopic 4 (SO4):Boosting innovation through exploitation of digitalisation and data exchange
. in healthcare

Intelligent technologies for health:
the brain and beyond

Contact person name: Gloria Menegaz
Organisation: Dept. of Engineering for Innovation Medicine (DIMI) - Univ. of Verona
E-mail: gloria.menegaz@univr.it
Link to:
http://profs.sci.univr.it/~menegaz/
https://www.dimi.univr.it/?ent=persona&id=4526

® ® innovative
' () health
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Challenges and objectives

0 Devise intelligent systems for neurosciences , precision medicine
biomarkers discovery , and healthy aging .

0 Addressed topics: prevention , detection , diagnostics , treatment and
disease management.

0 Modeling of brain structure and function in health and disease,
heart-brain axis, imaging genetics .

o Enabling technology: Al and eXplainable Al for interpretable, fair,
ethical and robust processing.

0 The project meets perfectly the IHI framework.

0 Scientific impact, translational impact (improved patients care,
prevention strategies, digital inclusivity).

o ® innovative
36 . [ health
initiative



Main activities

INTELLI-MI Tecnologie Intelligenti per la Medicina di
Innovazione

A PI: Prof. G. Menegaz

A Duration: 30 months

A Funding: 2.5M, RIR Veneto

AI4AHEALTH Empowering neurosciences with eXplainable
Al methodso

A PI: Prof. G. Menegaz

A Duration: 24 months

A Funding: 230K, MIUR D.M. 737/2021

Al4BRAVE Al for modeling of the Brain-Heart Axis in
aging

A PI: Prof. G. Menegaz

A Duration: 24 months

A Funding: 300k, PRIN 2022

AntIAGING Artificial intelligence for healthy aging
A PI: Prof. G. Menegaz

A Duration: 18 months

A Funding: 120k, FSE

EDIPO A computational solution for bringing neuroimaging
enetic into translation-al research
Pl. Prof. G. Menegaz
A Duration: 36 months
A Funding: 180k

APRE

Agenzia per la Promozione
della Ricerca Europea

NeuroSocial Network Integrazione sociale e lavorativa d
pazienti con patologie neurologiche mediante digital twin

PI: I. Boscolo Galazzo
Duration: 12 months
Funding: 40k, Ecosistemad e |l | 61 n niNBS&)z i on e

MNESYS A multiscale integrated approach to the study of the
nervous system in health and disease

A Participation to Spoke 2

A Duration: 36 months

A Funding: 24k, PNRR

BRAIN -ReStore Brain-connectivity based computer interfaces: An

enhanced technology for restoring motor function in stroke

survivors

A PI: Prof. S.F. Storti

A Duration: 1 year (Nov.2023-Nov.2024)

A Funding: 38.9Keuro by University of Verona, Ricerca di Base
2022

Al-TwindEpilepsy Al-Twin for Personalized Epileptic Brain
Network Modeling and Surgical Planning
A co-PI (Italy): Prof. S.F. Storti, (with Harvard Medical Sgh ol - ) )
® innovative
Boston)

: [ health
A Duration: 36 months initiative
A Funding (Italy): 500keuro by MUR
A Submitted



Expertise and resources offered

Expertiese Neuroimaging, bioinformatics, Al, XAl,
BCI, Federated Learning

" =
a k.
. *

ADQOT0HIASdOUNAN

Al-BASED -}\
MODELS

MULTIMODAL FINGERPRINTING
PRECISION HEALTH

ENHANCED LEARNING

BraiNavLab

http://profs.sci.univr.it/~meneqgaz/

https://www.ice-lab.it/

38
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Collaborations .

A SMEs in the filed of electronic devices,
advanced diagnostics

A Universities and Research Institutes
worldwide

United Kingdam

A University of Oxford

A University College of London
A University of Leicester

Switzerland
o ./ A Ecole Polytechnique Federale de
Lausanne (EPFL)

(of
070
() o \
/ France
United States

A University of Poitiers

Q
A TReNDS Center (Atlanta, GA) A INRIA Sophia Antipolis
A Harvard Medical School A University of Bordeaux
(Boston, MA) Spain
A University of
Barcelona
Brazil

. . ° °
A Campinas State University ' | .| :‘:‘:(;\tll‘? tive

initiative
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Expertise requested
O

0 Depending on the call, partners with complementary expertese and
know-how to reach high scientific and societal impact

0 Clinical partners and stakeholders

BralNavLabQ

Nicola Vale

Gloria Menegaz
Full Professor

o ® innovative
39 ' [ health
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IHI Call Days | Call 9-10

A proactive urban prevention framework designed to reduce
cardiovascular mortality through population-based
Interventions focused on the prevention and early diagnosis
of heart failure: Eusapia

Contact person name: Riccardo Proietti
Organisation: University of Liverpool

E-mail: riccardo.proietti@liverpool.ac.uk

® ® innovative
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Challenges and objectives

b Scalable, wide population-based self -screening
approach for early diagnosis and prevention of HF

The NEW ENGLAND JOURNAL of MEDICINE I Favorable lifestyle M Intermediate lifestyle I Unfavorable lifestyle
A Atherosclerosis Risk in Communities B Women's Genome Health Study C Malmé Diet and Cancer Study
b4 3 b
‘E 124 .E 124 g 124
[3 £ £
ORIGINAL ARTICLE ‘ é ol :’: o 5 ol
8 8 §
Genetic Risk, Adherence to a Healthy g 55 556
Lifestyle, and Coronary Disease & 14 14
. i 2 : 2
AmitV. Khera, M.D., Connor A. Emdin, D.Phil., Isabel Drake, Ph.D., & " N
Pradeep Natarajan, M.D., Alexander G. Bick, M.D., Ph.D., Nancy R. Cook, Ph.D., low Intermediate  High low Intermediate  High Low Intermediate  High
Daniel |. Chasman, Ph.D., Usman Baber, M.D., Roxana Mehran, M.D., Genetic Risk Genetic Risk Genetic Risk
Daniel ). Rader, M.D., Valentin Fuster, M.D., Ph.D., Eric Boerwinkle, Ph.D., X B B _
Olle Melander, M.D., Ph.D., Marju Orho-Melander, Ph.D.. Paul M Ridker, M.D., Figure 3, 10-YearCmfonary Event Rates,A..ccolrd{lngtoLlfutyleand Genetic Risk |.r| the ProspcctweColhons. . . . .
: Shown are standardized 10-year cumulative incidence rates for coronary events in the three prospective cohorts, according to lifestyle @ @ iInnovative
and Sekar Kathiresan, M.D. and genetic risk. Standardization was performed to cohort-specific population averages for each covariate. The I bars represent 95%
confidence intervals. ' L h ed Ith
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Main activities

Graphical Abstract '

o

3 preliminary data
DATAOn £
S 5 European pilot ; Gap *  driven analysis
% INTERCONNECTED R RS ANALysis conducted at
~ MUNICIPALITIES || i high resolution city level
1. Open access .,
European Health

(7T~ )  bataSpace (€HDS)

URBAN HEART PLATFORM integrates
the URBAN CARDIOVASCULAR HEALTH
INDEX, mapping risk factors across the
city by analyzing environmental and
Iifestyle factors to assess cardiovascular
risk and guide targeted interventions.
Healthcare Providers: for better care.

City Planners & Authorities: for urban
planning and policy decisions.

a network of
strategically placed

2. Engagement with healthy younger

population e
3. Complemental to point of care
4. Link with digital app for FU
5 SELF-SCREENING
6 ,

resource

Collaborative Urban Cardiovascular
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HEALTH PODS

low-barrier

ACCELERATED DIAGNOSTIC & THERAPEUTIC PATHWAYS

. Clinical pathways (Heart-stress clinic)
. Personal EHR R

CITY@HEART
a mobile app to provide

risk for
tailored guidance

‘ontinuously monitoring individual
physiological parameters and
environmental exposures

PEMENS. 2+ schedul

targeted treatment to
reduce CVD burden

targeted treatment to
modify disease progression
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healthy lifestyle
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Expertise requested

b List profiles for desired partners, by category (SME, large
companies, research institutes, other)

Big Pharma companies

SME

Regulatory bodies and policy makers

health
initiative

Municipalities i |.| ® innovative



IHI Call Days | Call 9

Innovative system of detecting
gambling addiction and
enabling primary prevention

Contact person name: Andrea Azzarello - Engineer T Business Developer & CEOQO to-be
Organisation: BIAS & Games (Benefit Corporation in the making)
E-mail: andreazzarello@hotmail.it

® ® innovative
' () health
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Gambling addiction affects millions of individuals, causing severe economic, social, and
psychological damage.

50M Mistakes A >200M 0 unclaimed annual wins.
>52K discarded lottery tickets analyzedA 380 wins .
Early signals of compulsive behavior .
Opportunity for targeted preventive interventions
Patented System for analyzing tickets.

APRE

Agenzia per la Promozione
della Ricerca Europea

Challenges and objectives

pP2J21unodus aleld a)elsiA

3€ 20€ Multiple
tickets
attached

Ticket cost

The project aligns with the goal of boosting innovation for people -centered healthcare
solutions , combining Al, data-driven insights, and targeted intervention strategies.

«LUISA* - 70 YO» «CLAUDIO* - 75 YO»

Data-driven solutions for early detection and public health impact.

0 Epidemiological maps for resource optimization.
0 Early identification of at-risk individuals on real-world data.
0 Reduce the burden of gambling addiction on families and

communities. o o @ innovative
0 Study co-morbidities to create tailored recovery pathways. ' |‘| &?ﬁgt?ve
0 Reallocate unclaimed lottery prizes for preventive measures .
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Key Activities

1) Prototyping and Technology Deployment

2) Data Collection and Behavioral Analysis

3) Respectful Ethical and Legal Identification of Compulsive Gamblers
4) Explore neurological maps and comorbidities

5) Activate Public Stakeholder Collaboration and Socio-Economic
Support | ® innovative
1
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Expertise and resources offered

Internal Expertise:

v

0 The BIAS & Games team has extensive experience in data analysis, specifically in clustering patterns .
linked to compulsive gambling through discarded lottery tickets.

0 Our patented system is ready for prototyping, leveraging advanced technologies like Al, machine learning,
and blockchain.

Existing Partnerships and ongoing discussion:

O«

Collaboration with RITMI to address socio-economic challenges such as over-indebtedness.

O«

Dialogue with SerD for clinical validation of the project's outcomes.

O«

Engagement from the Ministry of Health and ISS (stronger validation results currently pending).

O«

Ongoing discussions with territorial institutions  for pilot implementation.

O«

Logista , a key field operator, has expressed interest in exploring collaboration opportunities.

O«

Initial dialogue with SISAL and IGT, two leading players in the lottery and gaming field, to explore potential
synergies and support for project scalability.

Resources and Contributions:

0 Over 650 hours spent on ticket verification + over 4,000 hours dedicatedtor esul t s amnal ysi s

strategic development . ® | | ® innovative
' o

480 EXxclusive license for a Patent on a system which analyzes discarded lottery tickets. ﬁﬁgﬂve

0 5 0 Kidinitial funding from Andrea Azzarello.
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Expertise requested

1. Research Institutes / Certified Psychometric Entities: Partnerships with institutions specializing
in psychometric analysis and behavioral research (e.g., CNR, DOXA, GIMBE, or equivalent
organizations in Europe) to validate methodology, ensure compliance with international standards .
and reinforce the scientific foundation of the project.

2. Statistical Institutes: Partnerships with national statistical agencies like ISTAT or their European
counterparts (e.g., Eurostat ) to refine data analysis methodology and support the creation of
epidemiological maps and demographic insights.

3. Universities & Academic Institutions: Partnerships with universities specializing in public health,
psychology, neuroscience and data science to research behavioral patterns, comorbidities , and
the neurological impact of compulsive gambling.

4. Public Health Organizations: Partnerships with entities specializing in addiction prevention and
recovery (e.g., Comunita Incontro or similar organizations in Europe) to co-develop holistic
recovery programs and offer reintegration pathways for individuals affected by compulsive
gambling.

5. Technology Providers (SMEs & Startups):  Support from innovative SMESs or startups specializing
in Al, blockchain , or data analysis technology to co-develop and enhance the technological i |.| ® innovative

49 infrastructure for the project. i':ﬁt'}'é.tﬂve
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IHI Call Days | Call 9-10

IHI CALL 10 - Per- and Poly-fluoroalkyl substance (PFAS)
exposure, emissions and end of life management in the
healthcare sector

PFAS In the biomedical sector

Contact person name: Simona Sbardelatti / Aldo Tomasi
Organisation: TecnopoloA Mar i o Ver ones i 01 Fofdazidne Democktdr aSipéd P M
E-mail: simona.sbardelatti@tpm.bio / aldo.tomasi@tpm.bio
Link to:
https://tpm.bio/

https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/how-to-

participate/org-details/952746029 ® | | ® innovative

health
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Challenges and objectives

Tab. 1: Exemplary medical devices and the flucropolymer proper-

8 Open Access Published by De Gruyter December 19, 2024 ties mandatory for adequate product function.
Impact of the European proposal to restrict PFAS on Medical devices  Mandatory material properties .
modern medical technology and treatment options e g e o o et

A European regulatory risk for the resetting of gold standards in medical Cardiovascular stents & - blocompatibilty, blostability (persis-
heart valves tenca), modifiability to porous mem-

technol ogy. branes, low stiffness_ flexibility, low co-
efficient of friction

Lukas Derad &4, Melanie Thaler, Kevin Wiktor, Rainer Bregulla and Christian Bader Electrosurgery & mini-  biocompatibility, high dielectric
mally invasive devices  strength, flexibility, low coefficient of

From the journal Current Directions in Biomedical Engineering it | stabi
ction, thermal stability

https://doi.org/10.1515/cdbme-2024-2042

Planning of a proper phase-out of the use of PFAS contained in medical devices and
electromedical
0 Objective 1. Cross -sector solutions to develop PFAS alternatives

0 Activities : Document key performance characteristics for PFAS used in healthcare products,
manufacture, and testing;

0 Output : Develop a methodology for risk-benefit analysis of PFAS use; Searchable database of
validated PFAS alternatives.

0 Objective 2: Understanding PFAS in the medtech sector

0 Activities : Develop a methodology for risk-benefit analysis of PFAS use; Collect data on
PFAS materials used in the supply chain, emissions, and mitigation options; [ | | ® innovative
o

51 0 Output: Increased knowledge of PFAS types and applications throughout the Medtech and . ir:ﬁgcl:tt?ve
diagnostic process supply chain.



Tecnopolo Mario Veronesi of
Mirandola-ltaly

Expertise and resources offered

ISO 9001, ISO 13485, and Good laboratory practice (GLP) certifications.

The TOP section of TPM offers customized, hands-on

support designed to meet your regulatory requirements for
Medical Device registration.

Professor Aldo Tomasi, MD, PhD, European Registered Toxicologist (ERT),
) leads the TPM Regulatory Affairs Office (TOP) i |.| ® innovative

initiative



Expertise and resources 0

O¢

O¢

O¢

Collection data and risk assessment for
polymer exposure and for PFAS currently
used in medical devices and electromedical;

Planning of the phase out ( both medical and
packaging, but this also could be applied in
other sectors);

Analytical test: LC-HRMS QTOF dosage;

Private and public collaborations: in particular
with interested biomedical companies and
with local hospital.

ffered

@

Regulatory
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Chemical
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)

Collaboration
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Main activities

Management and

Communication

PFAS: info on PFAS
currently used in
medical sector,
definition of a database,
risk mitigation

ENVIRONMENT: MD
end of life
management; PFAS
environmental analysis;
environmental (water,
soil) risk and mitigation

REPLACING PFAS:
identifying alternatives
for PFAS; analysis and
properties study of new

components and
material; database of
new components and
new materials

APRE

REGULATORORY
STRATEGY AND
GUIDELINES: planning
of phase out strategy;
PFAS guidelines;
National strategy;
Collaboration private-
public; Smart
introduction of new
materials in
bionmedical industry

Agenzia per la Promozione .
della Ricerca Europea

® innovative
health
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Expertise requested

O List profiles for desired partners, by category:
0 IVD SME or Large Company;
0 Waste management company;
0 SME and research institute for:

0 Life-Cycle Assessment, Techno-Economical Analysis, Social
Life Cycle Assessment;

0 Materials and chemical support;
0 Regulatory.

o ® innovative
55 ' [ health
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IHI Call Days | Call 9-10

O Topic name
Digital label: one source of comprehensive information
for medical technology products

Project title
Customization for the healthcare sector of a platform for
anti -counterfeiting services based on active RFID labels
and Blockchain

Contact person name: Fabrizio Giacomelli
Organisation: Mediavoice Srl
E-mail: giacomelli@mediavoice.it
d @ ® ® innovative
' ] health
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Challenges and objectives

What is: .
Anti-counterfeiting system based on special active RFID labels and Blockchain, which provides the guarantee of the
unigueness of a product and the certain traceability of its production chain. The non-clonable active RIFD labels are placed

on product packaging (e.g. medical devices, expensive materials and drugs), and are readable via an app accessible to
everyone (even by voice for blind people), via Smartphone.

Problem we are trying to solve:
The potential counterfeiting of medical products and devices
Project suitable for IHI? Scope of the topic:

- Many medical technology products are decreasing in physical size while mandatory requirements for additional product
compliance markings, economic operator information and documents are growing

- The overall aim of this topic is to establish a consensus-based digital label concept applicable to all types and classes of
medical devices and IVDs, making use of existing technologies that will be further improved to suit medical technology
products specifically

Potential results and expected impact:
1.Reduction of Counterfeiting
2.Facilitated Product Recalls
3.Increased Consumer Trust
4.Improved Accessibility
5.Strengthened Regulatory Policies

6.lmproved Inventory Management ® ® innovative
- ' ] health
initiative
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Main activities

0 Analysis of the state of the art of counterfeiting in the healthcare
sector and current remedies;

0 Mapping of the current Trust4Food platform on the needs of the
healthcare sector and planning;

0 Development of the new prototype platform.

® ® innovative
' () health
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Expertise and resources offered

We have already created a prototype platform in the food sector
(called Trust4Food), with similar purposes to this project

Trust4Food
NTAG 424 DNA TagTamper

-

_— NDEF URL

.:’ pre-check: v
- ndef url=<._~ add. metadata: XYZ

Dati prodotto: ABCDE

E:
metadata =
. ® ® innovative
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Expertise requested

Public or private partner expert in the healthcare sector, with
expertise on products, services and regulations

AP RE
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d II R Europe
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IHI Call Days | Call 9

® Topic 3: Boosting iInnovation for
people centered integrated

healthcare solutions
HeartAware: Empowering Prevention,

Early Diagnosis, and Patient -Centered
Care

Contact person name: Sara Vivirito; Salvatore Caronna
Organisation: CEIPES ETS

E-mail: sara.vivirito@ceipes.org, salvatore.caronna@ceipes.org
Link to: https://ceipes.orqg/ https://ceipes.org/pif/

® ® innovative
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Challenges and objectives

Main Objective: to raise awareness about the early diagnosis of cardiovascular diseases and promote
adherence to prevention programs through education and patient-centered solutions.

Examples of Potential Results and Expected Impact:

6 Interactive Awareness Platform: A digital platform with educational tools designed to help _
patients better understand cardiovascular diseases, their early warning signs, available diagnostic
methods, prevention strategies, and access to specialized healthcare facilities and professionals.

6 Health Tracking App: A user-friendly application enabling patients to monitor their symptoms,
record health-related data, and share their experiences. This tool will also facilitate the collection of
patient-reported outcome measures (PROMSs) and patient-reported experience measures (PREMS),
contributing valuable insights for research and improved care models.

Impact of the Project:

This initiative addresses critical challenges in cardiovascular disease awareness, prevention, and care

integration by leveraging patient-centered approaches and technology-driven solutions. It aligns

closely withH o r i zgoafs of$ostering inclusive healthcare, improving patient outcomes, and

supporting the adoption of innovative, people-focused care practices. ° | I ® innovative

health
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Main activities

O«

O«

O«

O«

O«

O«

APRE

Agenzia per la Promaziane
della Ricerca Europea

Design and implementation of research frameworks to create comprehensive and
accessible educational materials on heart failure and cardiovascular diseases, tailored to
both patients and healthcare professionals.
Creation of a user-friendly health monitoring app to empower patients in tracking their
symptoms, adherence to treatments, and lifestyle changes, while simultaneously collecting
anonymized data to support ongoing research and improve prevention strategies.
Development of an open access e-learning platform to promote education on the
symptomatologies and diseases associated with cardiovascular diseases to promote
awareness and education on these pathologies.
Development of personalized therapeutic approaches , integrating digital tools and
patient feedback to address the diverse medical, emotional, and social needs of individuals
living with cardiovascular diseases.
Development of targeted awareness campaigns and innovative dissemination tools
to promote active participation in prevention programs, with a focus on vulnerable
populations such as the elderly and caregivers.
Organisation of open access events, press conferences and screening campaigns to
sensibilise the citizen about the project and helping in fostering awareness and adl—larim:ﬁ.mwmwe
®

to the prevention programmes. ' health
initiative
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Expertise and resources offered

At CEIPES, we contribute to the project with our extensive expertise in project
management and implementation.

With experience in over 100 projects, CEIPES ETS specializes in designing , developing
and delivering high -quality learning materials . Our expertise extends to the
management and development of online platforms , content creation, and research ,
ensuring innovative and effective educational solutions.

However, our true strength lies in Dissemination . CEIPES ETS has been at the forefront of
maximizing the impact of projects through strategic communication, stakeholder
engagement, and the effective dissemination of results at local, national, and international
levels. Through a well-established network and a dynamic approach, we ensure that project
outcomes reach the right audiences, fostering sustainability and long-term benefits.

Founded in 2007, CEIPES is a well-established organization with a robust network of over
50 NGOs, universities and public bodies.

® ® innovative
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Expertise requested

5 Research institutes and Universities

5 Software development companies

6 Healthcare Organizations

5 Digital Health Technology Companies

5 Communication Companies
6 Pharmaceutical and Medical Device Companies

® ® innovative
' ® health
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IHI Call Days | Call 9-10
Call 91 Topic 2

Peptide chleic acids (PNA) as specific and versatile molecular tools for
Innovative therapeutic applications in various types of diseases.
Collaborative experimental research, aimed at combating the selected
P logies and attempting to overcome the limitations encountered

Contact person name: Caterina Delfina PESCE

Organisation: University

E-mail: caterina.pesce@uniroma?2.it

Link to:

- Marketplace opportunity

Participant profile biologist with experience in virology and molecular biology.

- Tor Vergata University of Rome, Faculty of Medicine,

- Department of Experimental Medicine and Biochemical ° |.|
- Sciences '
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Challenges and objectives

0 PNAs are powerful synthetic oligonucleotides (Nielsen PE. 1991) characterized by a peptide backbone; .
they are nuclease resistant and able to form very strong heteroduplexes with DNA and RNA and to
invade duplex helix; consequently they can be used both as antisense and as anti-gene molecules.
Due to the absence of negative charge in PNAs, they form stronger hybrids with complementary DNA or
RNA than those formed in the hybridization between natural nucleic acids. Binding of PNA to the
specific selected target sequence on DNA or RNA interferes with its function. The experimentation has
amply demonstrated the excellent potential of these molecules and their numerous possible
applications in biomedicine in both diagnostic and therapeutic fields and the most recent
experiments have reached the clinical threshold.

(@]

The first proposed objective  consists of a further experimentation in the therapeutic field both to
make deeper the most promising research already underway, and possibly to undertake new research
aimed at other pathologies to be identified for example in oncology, virology, bacteriology (antibiotic
resistance problem) and other fields; where possible will apply the anti-gene strategy, extremely
innovative and not achievable with the most common synthetic oligonucleotides. From the above, the
innovative nature of the proposal emerges.

O«

The second proposed objective , no less important than the first, concerns a limitation in the use of
PNA which especially complicates its use in vivo. This limitation consists in the inefficient

intracellular delivery  of PNAs. Various good results have been obtained regarding in vitro delivery but .
fully efficient solutions have not yet been obtained for in vivo delivery. The challenge we propose'sl)g'yi Ir?:cﬁ\t’r?twe
overcome this limit in ordert to obtain sufficient intracellular delivery of PNAs and cosequent app Il initiative
in clinical research.
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Main activities

The first proposed objective involves the following work : .
171 Design of the PNASs to be used in the chosen experimental model

- Identification in the chosen model of sequences crucial for the main syntheses, as
specific targets of therapeutic PNAs. Design of a small number of PNAs complementary to
the identified sequences, differing from each other in position and size.

- Selection of the best PNAs for testing.

The selection includes: a) comparison of the PNAs with the human genome to verify the
possible presence of homologous sequences, to be avoided as much as possible. b)
evaluation of the efficiency of PNAs through analysis of their intrinsic characteristics.

2 1 Synthesis of selected PNAs

Appropriate conjugation is used to promote cellular uptake. The conjugations are different for
In vitro or in vivo experiments (see the second proposed objective),

31 Testing of synthesized PNAs

In the case of in vitro experiments suitable cell cultures are exposed to PNA. The efficiency

of the treatment is evaluated by molecular and cellular analysis
® ® innovative
' ] health

initiative




APRE

Agenzia per la Promozione
della Ricerca Europea

Expertise and resources offere

-Theoretical-practical experience in Virology and Molecular biology .

0 -Theoretical- practical work centered on therapeutic PNAs in recent years (choice of models, design and
selection of PNAs, evaluation of their efficiency through molecular analysis)

0 Concluded research
Anti -gene peptide nucleic acid targeted to proviral HIV-1 DNA inhibits in vitro HIV-1 replication. Caterina D.

Pesce et al. Antiviral Res. 2005 (excellent results)
In vitro inhibition of HIV-1 replication by means of a peptide nucleic acid (PNA) targeting the trigger site for
retrotranscription on the viral genomic RNA. Specialization Thesis in Microbiology and Virology. 2007.

(excellent results in acute and chronic infections)

Incomplete research to be continued
Anti -gene peptide nucleic acid targeted to BCR-ABL junction to combat chronic myeloid leukemia

(CML). 2016 (encouraging initial results)

0 Covid -19 project

0 Innovative therapeutic strategy for Covid -19 using peptide nucleic acids capable of specifically inhibiting the
synthesis of viral RNA. 2020

. ® ® innovative
0 ' o health
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APRE

Agenzia per la Promozione

CONCLUSIONS

PREMISE della Ricerca Europea
Unfortunately, having been retired for several years, | can no longer dedicate myself to research work which
still remains my passion and | can therefore not actually participate in the projects.. .

OBJECTIVE

However, | decided to participate in this meeting by presenting my proposal to stimulate interest in PNAs
and promote their application in Italian pharmacological research, well integrated with European research.

For this purpose | present the work | have done using these powerful innovative tools, always achieving
good results.

PNAs are very versatile molecules with various fields of application, not only pharmacological, and different
strategies (remember the anti-gene strateqy); it follows that many different researches could be undertaken
based on their application.

PNAs could be used effectively in the terapy of infectious diseases of viral but also bacterial origin.

For example, in particular, they could play an important role in defending against future pandemic waves of
viral origin_in a highly specific way, alongside the undisputed action of vaccines.

Furthermore they could be truly effective in tackling the challenge of antibiotic resistance, a major problem
that affectse v e r v bealthd s

Finally, PNAs could be successfully used for an innovative therapy in the oncology field.
| therefore invite anyone interested in this topic to contact me for any clarification. | will be happy to rass on

to them the little | have learned and matured about these molecules. ° 'r:':;’l‘t’r?ti"e
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