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The THCS Partnership

THCS started in January 2023 and will last 7 years

63 partners are members of the THCS Consortium:
56 beneficiaries and 7 affiliated entities

THCS is coordinated by IT MOH in cooperation
with other National entities

The total budget allocated for THCS is

305.248.586,63 €
co founded at 30 % by the EC

European Union Digital Executive Agency (HADEA). Neither the European Union nor the granting authority can be held responsible for them.

26 countries are involved: 20
Member States + 3 HE
Associated Countries,

together with 3 non-EU
Countries, Switzerland, UK
and the United States
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THCS Vision and Objectives

High-quality, fairly
accessible, sustainable,
efficient, resilient and
inclusive health and care
systems for all

Co-funded by the Funded by the European Union under the Horizon
European Union necessarily reflect those of the European Union or Euro

Increase funding opportunities and
strengthen the research and innovation
community

Fill the knowledge gap

Increase the ability to implement
innovation

Intensify cooperation among countries
and beyond healthcare

Increase stakeholders’ involvement
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Fill the knowledge gaps AN CARE SYSTENS
Three main workstreams |:> Implementation and Transfer

Boosting Health and care systems

Learn from practices

Problem and priorities definition learning what, why and how

People-centred health and care

systems

Boost health systems

er the Horizon Europe Framework Programme - Grant Agreement N2: 101095654.
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Thematic Priorities and Building Blocks

More efficient,
sustainable, resilient, inclusive,

Innovative and high quality people-centred
health and care systems.

Optimisation of care and H&C systems financing: funding Accessibility Appropriate use of
integration of services: models, payment mechanisms, and inequalities technologies
Hospital of the future fiscal sustainability
People empowermentand Integration of prevention Health and care systems preparation to
self-management strategies emerging threats

Ethical and legal framework
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Availability of data, access to data, and responsible use of data
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Pillars and Work Packages

PILLAR 1 PILLAR 2 PILLAR 3 \.I
Science & Innovation into Research and Innovation Support transferability &
Policy and Practice funding | strengthening ecosystems

WA = Methodelagical and dessasment Framewark WEE— Lallz teats definftion of rasaarch and
it B
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W10 —Knowledge hubto support the transferability

W4 — Bridging evidence to policy WPF? — loint Transnational Calls Secretariat o
g practice

WFE = Project Manitaring and Asseasment of -\W'l
! Projects” results and impacts

PILLARO

P rogramme management

WFZ = Coardinatien and Managerment W3 = Strategic relatisnahip and Impact maxirmisation

. \

W1 = Gavernanss and AnAual Werk Plan w
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Get started =

© ©

Experience Evidence

Capturing, sharing and exchanging Generating new evidence and knowledge

Welcome to experience that help to address the needs on the transformation of health and social
and priorities of European regions and care systems.

t h e T H CS Kn owled ge H u b countries in transforming their health and

social care systems.

The ambition of the THCS Knowledge Hub (KH) is to maximise the value of the
existing evidence and experience in transforming health and social care systems in
order to improve the capacity of countries, regions and organisations to adopt and

o
scale up the necessary change by: K%
Personalised support Capacity building
Learn more =
Co-designing personalised support for Utilising outcomes of capacity-building
those seeking support to prepare the activities to speed up the transformation of
ground for transition and/or improve health and social care systems in Europe.

existing system design by facilitating
tailored knowledge transfer activities.
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troduction to digital health and implementation of digital health technologies in the EU

Marc Lange, Secretary General, EHTEL
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Collaborating for Digital Health and Care in Europe

Introduction to digital health and
implementation of digital health technologies in the EU

26/03/2025 “@ehtel_ehealth

Marc Lange, Secretary General



HTA & Digital Health Technologies (DHTSs)

Evaluating the medical, economic, social, and ethical implications of health technologies

Developed initially for Now extended to

« Pharmaceuticals, » mHealth apps,

* Medical devices, ‘ * Telemedicine,

* Diagnostics, and  Wearable medical devices, and
 Treatment methods. « Artificial Intelligence-driven solutions.
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https://mhealth-hub.org/assessment-frameworks

An example: Digital Health Infrastructure of Catalunya

Citizens PHR I;gﬂe L\th[l (PersLoangllli\(’a:Itsha::tcor d) PHR provided by CatSalut to all
citizens.
Histeria clica HC3 Shared Electronic Health Record SIRE
Shared EHR HC3 5 cvane Central repository of information for health ePrescription Fully-deployed Shared EHR’ ,
professionals with medical reports and digital SIMDECAT medical image and ePrescription
medical images Medical image
| IS3 . Interoperability layer for referrals,
Interoperability Integration layer of healthcare and social proceiures telemedicine and alerts
Primary care Specialized hospital care
o g - . 8 Fragmented eHealth system:
Healthcare inda il L,| i 1 e.g., 65 acute hospitals and 29 HIS
providers Al IJ] i IJ 11 A 1 11
ALV
EMRs oCAP Others SAP HP SAVAC  Others
(90%) (10%) ARGOS

Hiol
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The Ongoing Digital Transformation of Health and Care Systems

Telemedicine

EHR interoperability

Data analytics . . .
d Al y Digital ® to enhance efficiency,
an transformation ® . .
of health and improve patient outcomes, and
care systems O create a more resilient health system

Patient-centric solutions
to empower patients .

Regulatory frameworks ®

+ ® 0
® Public and private investment in digital infrastructure
® Focus on equity

l l -y E L
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Digital Transformation of Healthcare:

Keys for success 7 Success Factors

Designing digital health solutions for
better human experiences

Digital Health Technologies:
Better and cheaper than existing alternatives Bringing everyone on board through

effective change management

Mobile health apps

Wearable personalized Training staff to help them get the most
devices medicine out of digital technology

Telehealth Telemedicine Taking an inclusive approach that
leaves no patient behind
Electronic Electronic
health records medical records
(EHRs) (EMRs)
Building digital trust by safeguarding data
privacy and security
LUSTRATION: STARTADOEE S Sk P SIS SIS PSS TSI SIS ISP ISP IS PSS IS IS I SIS SIS IS IS st sriniwar s wau TechTarget

07 Joining forces through strategic
partnerships and ecosystem collaboration
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Uptake

HTA and the Digital Health Uptake dimensions

Digital health

Solutions
Integration

Idea, Decision | Scale-up and
Platforms — prototype, maker /End-user Large-scale

pilot adoption | uptake deployment :
Demand-side Implementation

Demand-enabler
Supply-enabler

Supply-side

- - 26/03/2025 “@ehtel_ehealth
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https://digitalhealthuptake.eu/resource/methods-and-tools-to-support-digital-health-scale-up/

I
Design of solutions I :
l I Uptake
Business modelling= :
i I
I Risk stratification tools I
I 0
I :
I Compliance to standards and norms
i x
[ Maturity and readiness levels
I -
[ Innovation Capacit
| p . Y Change management
i procurement building
: Data governance and privacy
| | -
Value assessment tools
I Decision maker End-user | Large-scale
Idea Prototype Pilot | adoption uptake I Scale-up deployment
" |
: Uptake ] Scale-up
|

|deation process Implementation process


https://digitalhealthuptake.eu/resource/methods-and-tools-to-support-digital-health-scale-up/

Design of solutions
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Prototype

Ideation process Implementation process

Business modelling

Business Model Canvas

Platform deS|gn toolklt

Rulebook for fair data
economy

Value proposition canvas

Risk stratification tools

Pilot

Compliance to
standards and norms

mHealth Digital health
assessment

assessment technolo

frameworks echnotogy
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ISO 134
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2. EU Artificial
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Capacity building

C:S} BeWell.
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Procure
.
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adoption

o
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tools

Maturity and
readiness levels
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https://digitalhealthuptake.eu/resource/methods-and-tools-to-support-digital-health-scale-up/

Dékuji Gracias
Tak

Merci Dank u

Danke NTIN
ani Kiitos Paldies

Grazie Takk

bnaropapam

More at www.ehtel.eu
and with  marc.lange@ehtel.eu

EHT L

Collaborating for Digital Health and Care in Europe




TRANSFORMING HEALTH
AND CARE SYSTEMS

Introduction to EDIHTA project

Emmanouil Tsiasiotis, Project Manager EDIHTA
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The first European Digital Health Technology Assessment
framework co-created by all stakeholders along the value
chain

Funded by the
European Union

MPH Emmanouil Tsiasiotis ~ *""*-edina-project.eu

[=] |Tj$ [} epiHTA EU-project
& H @EDiHTAproject
: 3

Funded by the European Union (GA no. 101136424). Views and opinions expressed are however
UK Research those of the author(s) only and do not necessarily reflect those of the European Union the
" European Health or the Digital Executive Agency (HADEA). Neither the European Union nor the
and Innovation - . ;
granting authority can be held responsible for them.

The UK participant is supported by UKRI grant No 10106869 (National Institute for Health and

Care Excellence).
The Swiss participant is supported by the Swiss State Secretariat for Education, Research and

Innovation (SERI).



EDIHTA project: The first European Digital HTA framework EDl HTA
Consortium (17 partners from 10 European Countries)

* 1 Ministry of Health
« 3 HTA agencies
» 8 hospitals as end-users of DHTs
« 1 NGO specialised in HTA
« 1 global quality assurance and risk management company and notified body for MDR certification
» European Institute of Technology (EITHealth)
 European Patients’ Forum
» European Health Management Association (EHMA)
-

1
EDIHTA
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. Universitetshospital
HTA methods, hospital based HTA, health Integrated ":TA' Sltah?rrfld.elrt - Telemedicnelhealinleconomics! Promotion and management R&!, . .
economics, Al, coordination, pilot site engagement, early , pilot site organisational studies, pilot site innovation & technology assessment Healthcare provider — hospital Trust

Clinic %UN\\-!;N\:I'I'\\" GOETHE, Agéncia de Qualitat i Aval ;. . .
Barcelona | lif BARCELONA UNIVERSITAT agenas & Soritirios de Cataturya galll_an Mlnllstry of Health
olicy maker
Developer and provider centred Hospital-based HTA, end-user Regulatory aspects, health care RWE, evidence standard framework,
HTA, pilot site engagement, pilot site management, quality assurance HTA, professional / patient engagement blnidone dells Setute
-
' ° Norwegian Centre for —— EHMA‘\\ @ Health - g;?&"ﬁﬂ;ﬁe SZPITALE
- FoheRlhResearch DNV POMORSKIE Sp. 2 00.
Social science perspective on health Global assurance and digital solutions Healthcare management, techdev.  |ndustry representation / developer, health
and digital HTA, pilot site provider and notified body EU MDR ~ Promotion, communication, harmonisation  sector network, education / exploitation Hospitals network

EPF =< ... accelopment’ 'NICE|

Policy

Institute

. -~ EU project administration - .

Health economics, clinical and cost- A - L -
communication, dissemination I ELIEETE, © e

effectiveness, education practice, real-world evidence

Patient engagement, communication,
dissemination

Key:

Clinical / patients HTA research HTA agencies Industry network Health sector network Management / R&l admin Policy



The EDIHTA values

The Need
Healthcare systems and workforce under pressure
to provide quality services
Digital transformation at all levels and real-world
evidence
Market requirements for access and
reimbursement
Complex regulatory and HTA environment

EDIHTA solution

We are set to deliver the first innovative and first of
its kind digital HTA framework that will be
developed to assess digital health technologies
Flexible and customized according to the type of
technology, the maturity level and the decision-
making level

Integrates existing methodologies into a newly co-
created framework where all relevant stakeholders
are involved

EDIHTA project: The first European Digital HTA framework

Objective
Develop a new HTA framework for digital health

technologies

Mission

Support the most adequate development and
faster integration of digital health solutions in EU

health systems

Vision

Create a common EU market for digital health

technologies

ll'l
EDIHTA
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EDIHTA project: The first European Digital HTA framework EDI HTA

Work plan

Methodology: Our two-tier approach includes (1) co-creation of the EDIHTA design and content through stakeholder involvement
and (2) technology-driven solutions through end-user validation. EDIHTA will be designed and developed based on existing and
underdevelopment HTA methodologies while considering the requirements of all relevant stakeholders.

% Development Pllotlng - Key facts

Euro o T el Stakeholder mapping, 22 Identification of user s Piloting protocol for : ) _
= reweaf it/ @ldentlflcatlon and - needs and SRS —J data collection Action: HORIZON-RIA

engagement strategy

EDIHTA

Digitalisation of A _ In-consortium clinical
fégg'lysseefu‘ﬂg(p:sg _ Define joint taxonomy EDIHTA domains, BB pioting phase Budget: 7.9M Euro
privacy requirements and gaps ﬁ dle\fdelopn;ent Zf digital ara Open call DHT
: . platform based on . .
incl. European Health [ 1) Develop EDIHTA Ve EEEr e em G Bt developer piloting Duration: 48 Months

Data Space o domains and
methodological tools

phase

UX/Ul guidelines
o Analysis, finalisation

Consortium: 17 partners
\é'z Outreach, Exploitation, Education

v" Covers all HTA domains with a focus on Al/legal requirements v Includes wide range of DHTs, aligned to their lifecycle

v Developed for transferability v* Full multidimensional assessment v Adapted to recent technological developments
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EDIHTA project: The first European Digital HTA framework FDIHTA

Stakeholders involved (IHTAM framework)

Stakeholder Policy makers HTA Agencies Industry Healthcare Patients
groups providers

Numbers 16 policy makers 15 HTA agencies 29 industry developers 22 Healthcare providers 15 Patients

Countries 14 EU countries 9 EU countriesand Presentin 10 different EU 9 EU countries and 9 EU countries and UK
UK (England, markets USA, Canada, Brazil,
Wales) Kazakhstan
Survey Interviews Literature review, Survey, Literature review, Literature review,
Interviews Focus groups per type of Interview Focus groups per type of
developer and DHT technology
Other Ministries of Health, National HTA 24 start ups and 5 big 12 with HTA Patient advisors or
characteristics Payers, National agencies part of companies also part of experience, representatives of
health organisations = HAg group MedTech 10 clinicians and 10 patients associations with
hospital managers different experience in

DHT use, 10 differente
therapeutic areas




EDIHTA project: The first European Digital HTA framework FDIHTA
Main findings

Despite the diversity in readiness and strategic approaches of countries, there is consensus on the value of
harmonizing HTA frameworks across Europe.

Flexibility within a harmonized framework would be essential to allow for the adaptation of processes to meet
specific national or regional healthcare needs.

Advanced assessment frameworks and fast access schemes for DHTs are available in some countries. Countries
such as Germany, France and Finland have developed centralized evaluation systems prioritizing interoperability
and standardized assessments.

Support for developers: Possibility of timely consultations through the HTA process to give clear guidance on
appropriate evidence generation methods at different parts of the lifecycle, informed by early and continued
discussions with all stakeholders.

Stakeholders differ in their preferences for reimbursement models. The framework should be flexible and inclusive
to link and support national reimbursement models, offering possibility to align with national strategies.

Policy makers and HTA agencies lean towards outcome-based reimbursement, linking payments to demonstrated
health benefits. Developers often prefer reimbursement tied to specific technologies to simplify financial planning.
Healthcare providers and patients advocate for models that prioritize broader care outcomes and accessibility.



Consider early HTA,
prior to market entry
—> and post
Implementation

Modular assesment
framework based on
the maturity of the

technology phase (re-evaluation)
Implications on ¢
Tl
EDI_ 'TA COncept Consider real world Focus on
deS|gn evidence interoperable
methodologies for technologies
assessing the integrated into clinical
- technology pathways
Harmonised needs
and requirements
Involve all relevant Priority domains
stakeholders in the focus on clinical
assessmentand ~ effectiveness, safety,
technology organisational

development aspects
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EDIHTA project: The first European Digital HTA framework FDIHTA
Next steps |
S DU
E‘f-‘ "l:iE| 9 @EDIHTAProject
Develop the framework Validate with stakeholders and pilot gaaaeyt [ EDHTA-EU-project

and digitalise it with 9 use cases across the EU . ©) info@edinta-project.eu

|

2025 2026 2027 2028

edihta-project.eu

Finalize, disseminate and educate Long term sustainability of the
stakeholders EDIHTA project
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Contact EDIHTA

Emmanouil (Manos) Tsiasiotis at in tol

Research project manager
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Discussion

THCS WP10 Shared Learning Webinar
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Save the Date
THCS WP10 Shared Learning Webinar

Workforce in the Remote Areas

Funded by the European Union under the Horizon Europe Framewaork Programme - Grant Agreement N2: 101095654. Views and opinions expressed are however those

of the author(s) only and do not necessarily reflect those of the European Union or European Health and Digital Executive Agency (HADEA). Neither the European
Union nor the granting authority can be held responsible for them.




Thank you for your attention!
info@thcspartnership.eu

Web site: https://www.thcspartnership.eu/

y https://twitter.com/THCS HEU

m https://www.linkedin.com/in/thcs/
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