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The need for EDiHTA
Healthcare systems under pressure.

Digital transformation. 

Market requirements.

Timelines.

Health systems worldwide under constant 
pressure to provide high quality services 
despite shortage of healthcare professionals, 
aging populations and limited financial resources. 
DHTs can be game-changers in improving the 
quality of healthcare services, leading to more 
sustainable healthcare systems in Europe.

WHO’s Global Strategy on Digital Health 2020–
2025 provides framework for countries to implement 
and expand digital health services. Ongoing digital 
transformation impacts generation and availability 
of real-world data and evidence (RWD/RWE), which 
is becoming increasingly crucial in healthcare 
decision-making.

Complex regulatory and assessment pathways 
for DHTs and fragmented HTA scenario. Existing 
regulations (e.g., EU MDR) do not fully address all 

details of DHTs and AI advancements. 
Implementation of DHTs brings new methodological 

challenges to the standardisation of assessment 
criteria. 

Complexity of DHTs and current regulatory and HTA 
environment in the EU is resulting in fewer DHTs 

receiving market access authorisation and 
reimbursement, discouraging entrepreneurs and 

innovators. Developers are asking for guidance on the 
standards for the evidence that should be developed in 

order to support the assessment of their DHT.

Harmonising

Co-creating

Piloting

existing 
HTA frameworks

a state-of-the-art 
digital HTA platform

the framework across 
Europe on three DHTs



The EDiHTA solution
The overall goal of EDiHTA is to deliver a fit-for-purpose 
HTA framework for DHTs that integrates existing 
assessment domains and methods with new ones to 
inform decision-making. 

A joint effort of 16 European 
partners from 10 countries 
including clinical partners, 
regulatory bodies, HTA 
agencies and links to 
technology developers and 
payers 
Piloting the first European 
HTA framework on three 
digital health technologies 
on TRLs 5-9, from mApps 
to AI-based tools 

An innovative first of its kind, the HTA 
framework-platform will be developed to allow 
HTA assessments to be performed digitally in a 
standardised format that will be customised 
according to the type and lifecycle stage of the 
DHT and decision-making process at the macro 
(policy), meso (management providers) and 
micro (clinicians) levels.



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.

Key facts

Action: HORIZON-RIA

Budget: 7.9M Euro

Duration: 48 Months

Consortium: 16 partners 
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Consortium

HTA methods, hospital based HTA, health 
economics, AI, coordination, pilot site

Integrated HTA, stakeholder 
engagement, early HTA, pilot site Telemedicine, health economics, 

organisational studies, pilot site 
Promotion and management R&I,
 innovation & technology assessment 

Developer and provider centred 
HTA, pilot site 

Hospital-based HTA, end-user 
engagement, pilot site 

Regulatory aspects, health care 
management, quality assurance

RWE, evidence standard framework, 
HTA, professional / patient engagement 

Social science perspective on health 
and digital HTA, pilot site 

HTA, guidelines, evidence-based 
practice, real-world evidence

Global assurance and digital solutions 
provider and notified body EU MDR 

Healthcare management, tech dev 
promotion, communication, harmonisation

Industry representation / developer, health 
sector network, education / exploitation 

Patient engagement, communication, 
dissemination 

Health economics, clinical and cost-
effectiveness, education 

EU project administration, communication, 
dissemination

Clinical / patients  HTA research HTA agencies Industry network Health sector network Management / R&I admin
Key: 

16 partners from 10 European Countries. 
Key expertise in HTA research, 3 HTA agencies, 4 hospitals as end-users of DHTs, 1 patient organisation, 1 NGO 
specialised in HTA, 1 global quality assurance and risk management company and notified body for MDR 
certification, as well as the European Institute of Technology, the European Patients’ Forum and the European 
Health Management Association (EHMA).



Road map and impact

✓ Develop and harmonise a new 
digital framework for European 
health technology assessment
✓ Define and expand evidence-based 
HTA domains
✓ Improve the research evidence 
base for HTA
✓ Capture real-world feedback 
through user-centred piloting
✓ Develop an agreed multidisciplinary 
and multidomain HTA framework for 
all DHTs at all phases of the life 
cycle/technological maturity and to 
capture the user learning curve
 Provide a valuable tool to support 
HTA doers at any decision-making 
level with specific regard to hospitals 
and other HCOs

✓ A new centralised approach to 
European digital Health 
Technology Assessment based 
on universal standards
✓ A framework that equips 
European HTA agencies (and the 
EU HTA-Regulation Coordinating 
Group) to reliably assess new and 
emerging technologies
✓ Resource optimisation and 
reduced duplication of activities
✓ Improved quality of decision-
making processes
✓ Timely and accelerated access to 
and funding and reimbursement of 
innovative health technologies

✓ Creation of a common EU market 
for digital solutions, facilitating 
cross-border deployment of digital 
health services
✓ Significant reduction of healthcare 
costs by a fast and cost-efficient 
Europe-wide HTA
✓ Increasing personal and societal 
well-being through the adoption of safe 
new health technologies
✓ Empowerment of the healthcare 
sector through direct engagement with 
and application of new technologies



…The role 
of NSE in 
EDiHTA

11/13/2025 8



… The role of NSE in EDiHTA

9 11/13/2025

• We will discuss how EHDS and other forthcoming data 
protection regulations will define the context for EDiHTA
framework and its domains.

• We will map cybersecurity standards and regulations for DHTs 
and review them in relation to EHDS and its implications for 
EDiHTA

• We will map and analyse the decision structures and the roles
of the different stakeholders and discuss their implications for 
EDiHTA

• We will map example data requirements for each of the HTA 
pilot use cases for different MDR classifications, and in 
parallel, map the HTA data requirements for the
corresponding HTA

Presenter Notes
Presentation Notes
Conformity assessment of medical devices is a timely and data intensive process that occurs prior to HTA processes. Ensuring efficient capture and alignment for re-use of data collected for different med-ical device classes for HTA could aid the HTA process and support the EDiHTA tool use. 
Similarities and differences will be explored to produce a correlation map and suggest where strategies could be incorporated to increase the efficient re-use of data between these two activities. �
Which/What data is required to perform HTA of MDR?



EUs Digital Decade Strategy
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Methodology
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