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A joint effort




“The personalised medicine journey”
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The ICPerMed Family
/None of the current and future chqllengeb

for personalised medicine can be solved
by any one player alone.

CSA — coordination and support actions

All key players in the field need to work

« European Regions (2x)

. Clinical trials in Personalised Medicine together across borders in order to solve the
. Health economics problems and progress in delivering

* Prevention in Personalised Medicine = -

* International collaboration:
1x Latin and Caribbean Countries, 2x China, 1x Africa




Increasing commitment
and investment in
personalised medicine

EU supports joint efforts and activities related
to personalised medicine aiming to
establishing Europe as a global leader in the
field but also to foster cross
boarder/international collaboration.

Increased efforts for personalised medicine
research, innovation and implementation on
European regional and national level but also
in collaborations across countries and
internationally.

Horizon Europe
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Med Il CSAs in the context of ICPerMed

New upcoming opportunities: European Partnerships

Bringing together a broad range of actors.

Working together towards a common vision, translated into

concrete roadmaps and coordinate implementation of activities.

Broad set of activities: Support research & innovation projects,
develop synergies with national and regional programmes.
Powerful approaches for providing solutions to global

challenges and drive transformation.

M Research-funding initiatives
[ Research infrastructures

Since FP7 and during
Horizon 2020, the EU

provided a budget of more
than 3 Billion Euro into
personalised medicine.
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Strategic Research
and Innovation

Agenda (SRIA)

All European Partnerships have to
develop a SRIA

Contextualisation of the partnership.

Identification and elaboration of R&l priority
areas (and activities fostering the
development and implementation) for
coordinated action.
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The SRIA for PM, 2023

The Strategic Research &
Innovation Agenda (SRIA) for
Personalised Medicine (PM)

April 2023

EP PerMed
European Partnership
for Personalised Medicine

SRIA for PM (2023), published on 28 April 2023 Have a look!

The SRIA for PM (2023) will support a wide range of stakeholders and experts to further develop programs,
activities, and research towards personalised medicine and care, as well as prevention. In line with this

mission, its main intention is to support the planned new European Partnership for Personalised Medicine.



The SRIA for PM, 2023

Infrastructures

The PM ““System of

Prevention 4O© Data access
99 strategies /6
H ea Ii h Clinical research, incl %
diagnostics and therapies OL
of diseases People & patient %

Personalised medicine “value engagement >

° 9 . . Data standards, >
continuum” including key players and interoperability & Awareness & 2
. analysis education Public-private [
overarching aspects Policy, legislation, partnerships o
regulation Socioeconomic and 3

Regulatory sciencies

and regulations Equity

ELSI research

Overall, the system must be considered as
a “System of Health” where results from
one element feed into the next steps, but
also feedback to previous steps in the
value chain, forming a cycle of knowledge
and insights that flows in both directions.

Economic/health

Implementation and economic research

health systems research

Market access
Health systems and

payers/providers

Regional, national,
international
perspectives

EP PerMed

European Partnership
for Personalised Medicine




The SRIA for PM, 2023

57 “Triplets of Action, short ToA”

Core elements of the SRIA for PM, 2023

“Triplets of Action, short ToOA” defining challenges, objectives, and the
expected outcome of actions to foster personalised medicine research
and the implementation of innovative personalised medicine approaches.

Presented along the main areas crucial for an effective development of
personalised medicine :

. Interdisciplinary research efforts, —
» successful innovation,
* implementation into healthcare systems,

And overarching activities essential for personalised medicine
development and implementation.

Number and title of ToA

Challenge  Here the specific challenge is briefly described

Overview of the main research areas relevant for

personalised medicine

Objective  Here the needed actions to achieve the outcome is described o o
Research needs to be collaborative, interdisciplinary and

. . across borders to maximise synergies.
Outcome  Here the expected outcome is described ynerg




Contribution of research and innovation activities, as
well as policy frameworks to the overall outcome

Health data
International Patient & Regulatory access framework
and regional citizen and legal
perspectives engagement framework -
framework
Ed:;:::i?l: # inv;:‘;:ent LD GLE RS S
\e‘ Patient & citizen benefits Ena Personalised
) b Medicine policies
Funding & % @
support ELSI aspects Q /v
framework % \p
Equity in healthcare
Implemen-
PM tation in
INNOVATION healthcare
Sustainable and PM-
based healthcare system systems
Personalised PM-based Q} 0
prevention Infra- /,7 Positive Impact on \OQ
strategies structures put Economy & Employment e‘ Scientific
\( developments
Clinical trial Biomarkers, e(:erl;::::ic
outcomes diagnostics del
models Patient & citizen
perspectives

The SRIA for PM, 2023

Regulatory
framework

Ethical & legal
framework

Investment in
infrastructure and
clinical services

Patient and

citizen
acceptance

Innovative tools

Standards and
guidelines

Reimbursement
framework

Communication
and
dissemination

Decision maker
understanding of
impact

Education of
health
professionals

Clinical studies
outcomes

Multidisciplinary
health skills



The SRIA for PM, 2023

Together developing the future

Inclusive, transparent and open process

Organised by the Drafting Group (representatives of Member States) with support of
the EC and the ICPerMed Secretariat , EP PerMed

European Partnership
for Personalised Medicine

02/2022 “ 06/2022 11/2022 11/2022 01/2023 04/2023

Draft PM SRIA 4" Draft-1 PM SRIA Draft-2 PM SRIA  Final Draft PM Pre-Final PM SRIA

Outline Document Document SRIA Document PM SRIA Document Publication
Analysis of EXxperts & Stakeholders Online Consultation ICPerMed Workshop The EP PerMed
strategic * Over 70 interviews/ « 129 persons from 21 « 57 “Triplets of Action proposal is directly
personalised reports countries filled the connected/refers to the
medicine (PM) . ° Development of the guestionnaire SRIA for PM, 2023
documents ‘ “Triplets of Action” » 47 “Triplets of Action

« Validation and
prioritisation of TOAs

. %,l{:cuon TRy SRIA for PM: To be updated

with support of the EP PerMed




EP PerMed

European Partnership
for Personalised Medicine

Wolfgang Ballensiefen
DLR, Germany




Personalised Medicine: 2
e The evolution of
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EP PerMed - Context

EP PerMed builds on over 15 years of EU-funded
consortiq, initiatives & events, but also on a wide
range national and European regional activities
and efforts in all areas of the Personalised
Medicine (PM) Value Continuum.

One central programme of the 11 “Family”
members is the Spanish coordinated

ERA PerMed a co-funded ERA-Net (2017- 2023
which supports over 110 transnational and
interdisciplinary projects focussing on
personalised medicine with several hundred
research groups and a total joint investment
of over 130 Mio €.

+I1CPerMed

INTERNATIONAL CONSORTIUM

The International Consortium for Personalised Medicine

Overall aim: To coordinate and promote research
along the full value chain to develop and evaluate

personalised medicine approaches.

ICPerMed |ICPerMed ‘Family’
pagiﬁn This so called ICPerMed
'‘Family' has an important role

CSA
SAPHIRe PerMed
CSA CSA
R 4 EULAC 1 H
In supporting the research
CSA CSA
SINO-EU HEco . .

and implementation of

CSA PerMed PerMed

EU-Africa . .. .
Peried f personalised medicine in

ed Europe and beyond.



EP PerMed
European Partnership
for Personalised Medicine

The European Partnership for Personalised Medicine
EP PerMed - Outlook

Investment
in PM
~370 Mio.€

Total resources

National and European Over 80% to support Third Parties via 7 years implementation phase: 2024-2030.
Regional funding Joint Transnational Calls (7 annual 3 years Phase-Out with reduced activities
organisations and JTCs, 2024-2030). and the focus on monitoring of the

ministries; Additional measures in all work Partnership achievements, including the

Foundations; BBMRI, packages (WP-related calls, events JTC projects and measure to ensure the

EIT Health and activities to support PM research, sustainability of EP PerMed: 2030-2033.

Innovation and implementation).



EP PerMed
European Partnership
for Personalised Medicine

Executive Bodies

Work Package (WP)1: Coordination and Management, DLR/BMEF, Germany

Programme Management, Strategic Development and Communication

l I

Work Package 2, ANR, France Work Package 3, Work Package 4,

PM Research-related Funding and Support Accelerating PM Development, Innovation and Implementation of PM in Public Healthcare

Absorption - Maximising Impact
Development and implementation of calls

Follow-up and monitoring of R&D&I EP PerMed Radar
Communication and Dissemination of R&D&lI EP PerMed Accelerator

Research supporting tools OFFER - CONNECT - ACT

Towards implementation in healthcare:

Mapping, |dentifying, Share, Promote,
Awareness, Information

Work Packages 9, TLS, Italy

International, Transnational, Interregional and Overarching Cooperation
Support to ICPerMed and its events - Transnational, interregional and international collaboration, including “in-situ” visits — Society and citizens

(increase knowledge and engage) - Engagement and involvement of PM-related Medical Societies — ELSI — European research and innovations
infrastructures




EP PerMed
European Partnership
for Personalised Medicine

Next Steps

“The vision of EP PerMed is to improve health outcomes within sustainable healthcare
systems through research, development, innovation and implementation of personalised
medicine approaches for the benefit of patients, citizens, and society.”

Pre-Launch Grant Agreement Kick-off meeting Events and JTC Annual Work
of EP PerMed signatdre and EP PerMed webpage independent calls Programme
today official start in and online partnering (e.g. networking or (AWP Year 2)

202 tool, early 2024 surveys, 2025-2030) Development 2024
www.eppermed.eu

2023 h

JTC2024 JTC2025 JTC2024 JTC2024
Development, Development Evaluation and Start of funded
pre-announcement ranking/selection projects (run
(2023) & launch list (~11/2024) time 2025-2028)

(early 2024)



Personalised
Medicine — “Evolution
in Movement”’

“The evolution of healthcare to
improve people’s life”

Rapid increase of peer review
articles related to Personalised
Medicine (source PubMed).

>

EP PerMed

European Partnership
for Personalised Medicine

PM-related peer review articles, source PubMed

2014
2015
2016
2017
2018
2019
2020
2021
2022
2023

3.491
4.871
6.244
7.683
9.426
11.501
14.382
17.636
19.206
14.890



EP PerMed
European Partnership
for Personalised Medicine

Personalised
Medicine — “Evolution
in Movement”’ Year % PM related approvals by FDA, source PMC
Personalized Medicine Coalition (PMC),
Progress Report from 2017 and 2021: 2014 21
Personalised Medicine related approvals 2015 28
by FDA (in %)

2016 27
In Germany 105 Personalised Medicine drugs are 2017 34
approved (German Association of Research-Based
Pharmaceutical Companies, VFA). 2018 42
In 2023 Romania's Chamber of Deputies adopted a 2019 75
draft law for supplementing Law no. 46/2003 on
patients’ rights, giving each patient the right to 2020 39
personalised medicine, based on a medical
recommendation.
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