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• Thank you for joining this session.

• The session recordings will be hosted on the Knowledge Hub: 

https://knowledgehub.thcspartnership.eu/ 

https://knowledgehub.thcspartnership.eu/


THCS Learning Week 2026
Digital Transformation in Action: Health Technology 

ASSESS-DHT
Development and harmonisation of 

methodologies for assessing digital health 
technologies in Europe
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Development and harmonisation of methodologies for assessing digital health 
technologies in Europe

January 2024 – December 2026 (36 months)

6,422,635 € (plus UK funding)

14 partners from 7 countries representing HTA, research organisations, DHT 
companies, professional and patient organisations as well as intergovernmental and 
multi-stakeholder associations at EU, MS and regional level

ASSESS DHT receives funding from the European Union’s Horizon Europe 
Programme under Grant Agreement Number 101137347. UK 
participants in Horizon Europe Project ASSESS DHT are supported by 
UKRI grant number 10106825 (National Institute for Health and Care 
Excellence) and 10108522 (University of Oxford).



Key project facts

02.10.2026 ASSESS DHT overview for THCS 3

PROJECT PARTNERS



Methodology: Consolidation and preparation
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Landscape 
analysis
of existing 

assessment 
frameworks and 

tools

State-of-the-
art findings
from initiatives 

and projects, e.g. 
IDEAL, CORE-MD

Relevant 
standards

e.g. ISO EN TS 
82304-2

Regulatory 
conformance 
requirements
e.g. GDPR, MDR, 

EHDS, EEHRxF

Data 
protection & 
cybersecurity

related 
requirements

Data quality, 
bias, intero-

perability
Requirements 

including AI

LEADING TO:
• A novel taxonomy of DHT and mapping to assessment pathways
• Gap analysis of existing frameworks
• Specific recommendations for assessing data protection, cyber-security, data quality, interoperability



Methodology: Framework and toolkits
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Assessment 
manual and toolkit

for assessment bodies with 
checklists and criteria

A new overarching 
assessment 
framework

Including:

• regulatory compliance, 
data protection and 
cybersecurity

• data assessments: data 
quality, bias, metadata, 
interoperability

• system level impact and 
human factors

Specialised 
pathways for:

• phased adoption including 
iterative assessment

• approaches for AI and 
other innovative 
technologies

• assessing DHT services 
that are embedded within 
healthcare services

Compliance toolkit 

for developers (and decision 
makers) with guidance on 

compliance with the 
framework and evidence 

generation planning 



Methodology: Testing and validation
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A formal assessment of four products

each undertaken by paired HTA body experts with companies who are not involved in developing the new framework

Undertaken by:

• an industry partner, who generated the evidence, and present a value dossier, using our framework.

• an HTA body, who developed the assessment report, applying our methods guidance, on the appraisal of the evidence presented 
by the industry partner

• a clinical expert, to provide expert advice, particularly in areas where evidence is scarce

• a patient representative, toprovide the patient perspective, which is always very valuable in HTA

Digital Therapeutics 
mHealth app

An AI-based digital 
health technology

an AI-based 
radiology image 
interpretation 

solution for hospitals

An intervention 
based on telehealth



Methodology: Uptake and sustainability
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Expert advisory 
groups with key 

stakeholders

especially HTA, policy-makers, 
developers, payers and end 

users

Wider public 
consultations

Sustainability 
round tables with 
EU27, EC, WHO…

Knowledge Hub

To support developers and 
HTA bodies to discover which 

evidence requirements are 
most relevant to a particular 
DHT, at its current lifecycle 

stage

To be sustained and enriched 
after the project



The ASSESS-DHT Taxonomy framework
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Tailoring assessment to the DHT lifecycle 
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The overall ASSESS-DHT assessment landscape
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The ASSESS-DHT Assessment Framework
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Classify your DHT 

using the taxonomy

Discover your 

lifecycle-specific 

evidence requirements

Dive deeper into 

technology and data 

specialist topics

Determine the HTA 

evidence dossier you 

need to produce

Plan your post-market 

surveillance needs

1 2 3 4 5

MEDICAL PURPOSE Prevention - Monitoring - Diagnosis - Prognosis - Treatment - Disability alleviation

DIRECTNESS Inform - Drive - Make
PATIENT 

VULNERABILITY
Non-serious - Serious - Critical

AI COMPONENTS Adaptiveness: Statis - Adaptive       Autonomy: Assistive - Augmentative - Autonomous

The ASSESS-DHT Taxonomy



The ASSESS-DHT Knowledge Hub
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Preclinical

Experimental

Early clinicalComparative

Surveillance

PRISM platform

Lifecycle-specific

evidence based 

guidance

Connects to specialist 

topics

Maps to HTA 

Evidence Generation 

Support Tool

Supports innovation 

and patient safety

EVIDENCE GENERATION SUPPORT TOOL (HTA Dossier)

Generates an evidence requirements profile, as required by HTA 

Two specialist tools

Six specialist 

checklists

Data protection and 

privacy

Cybersecurity

Data quality including AI

Interoperability

Human factors (AI and 

non- AI)

Clinical impact evidence



THANK YOU



The first European Digital Health Technology 

Assessment framework co-created by all 

stakeholders along the value chain

Funded by the European Union (GA no. 101136424). Views and opinions expressed are however

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

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).

The first European Digital Health Technology 

Assessment framework co-created by all 

stakeholders along the value chain

Funded by the European Union (GA no. 101136424). Views and opinions expressed are however

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

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).

The EDiHTA project 

Emmanouil Tsiasiotis

Project manager/coordinator

Università Cattolica del Sacro Cuore



Consortium (18 partners from 10 European Countries)

EDiHTA project: The first European Digital HTA framework 

• 1 Ministry of Health

• 3 HTA agencies

• 6 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)

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 

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: 

Promotion and management R&I,

innovation & technology assessment 

Policy

Healthcare provider – hospital Trust

Italian Ministry of Health

Policy maker

FINCCHTA is

joining

(HTA agency)



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. 

Key facts

Action: HORIZON-RIA

Budget: 7.9M Euro

Duration: 48 Months

Consortium: 19 partners 

3



• 118 complete responses received (Delphi study)
• Consensus* reached on all the building blocks of the definition

Digital Health Technology is a broad, umbrella term 
that encompasses eHealth (which includes mHealth), 

telehealth, as well as emerging areas, such as artificial 
intelligence. It is used by diverse groups, including the 

public, patients and care givers, healthcare 
professionals, and health system managers, 

to improve or support health system functioning 
and to improve health outcomes.

Underlying technology of DHT Users of DHT Purpose of DHT

* Consensus threshold: P45 ≥0.7
P45 is proportion of “important” and “very important” rating.  

Figure 1: Conceptual map of digital health terms

Funded by the European Union. Views and opinions expressed are however 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 granting authority can be held responsible for them.

DHTs DEFINITION



How the EDiHTA taxonomy works?
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A harmonised EU framework for the evaluation of DHTs

The EDiHTA framework introduces a comprehensive and methodologically robust approach to 

assessing digital health technologies (DHTs) across Europe based on how these are currently assessed 

by agencies. (EUnetHTA core model and AQuAS framework). 12 domains identified.

Building on the architecture and standardised terminology of the EUnetHTA Core Model, the framework is 

organised into three structural layers (domains, topics and subtopics).

A DHT specific and guided by the EDIHTA taxonomy literature review was performed across 12 domains 

in a bottom-up approach to develop the content of the domains. 

Each domain provides information relevant to the lifecycle evaluation of the technology, supported by 

evidence requirements, measures and methods needed for the assessment. 

By embracing a common methodology, EDiHTA aims to streamline evaluation pathways, enhance 

cross-border collaboration, and build readiness for the evolving European HTA landscape.
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Review in numbers

Title&abstract 60948 references screened

Full Text 4403 references screened

Included 1280 references

45 different people from 11 

institutions

36

163

2989

3501

3705

3721

5228

5714

5714

6825

7561

15791

6

26

453

869

59

355

493

772

288

194

728

160

6

22

53

362

25

131

221

56

27

334

43

0 2000 4000 6000 8000 10000 12000 14000 16000

Post-deployment monitoring aspects

Health Problem and current use

Sociocultural aspects

Patient-related aspects

Environmental aspects

Organisational aspects

Ethical aspects

Clinical Effectiveness

Safety

Legal and regulatory aspects

Digital specific aspects

Economic aspects

Included Full Text Screening Title and abstract Screening
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A harmonised EU framework for the evaluation of DHTs
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The EDiHTA platform as final product

To ensure practical usability, the EDiHTA framework is complemented by tools to guide stakeholders (HTA 
practitioners/doers and beneficiaries/users) through the evaluation process, educational materials for using the 
framework, as well as an open-access repository of studies on the assessment of DHTs. 

Pilar 1: EDiHTA framework toolkit and user guidance

Pillar 2: Open-access repository

Pillar 3: Educational resources



01/10/2026 10

Pilar 1: EDiHTA framework toolkit and user guidance

• Descriptive tool and stakeholder guidance
An informative, easy-to-navigate toolkit designed to introduce the EDiHTA 
framework to all healthcare stakeholders. It offers: Definitions of domains, 
topics, subtopics, with their related outcomes, methods and evidence 
requirements, Practical guidance to support consistent interpretation, This 
toolkit strengthens a shared understanding and fosters alignment across 
diverse user groups and contexts.

• Interactive tool for HTA doers/practitioners and industry
A dedicated tool that supports HTA doers in preparing and conducting 
assessments. This tool enhances operational efficiency and ensures uniform 
application of the EDiHTA methodology across HTA agencies, healthcare 
providers (clinicians, managers) and research teams. It helps users to: 
Identify the criteria relevant to the specific DHT, Tailor assessments based on 
lifecycle stage and context, Streamline the scoping and planning process.

The EDiHTA toolkit
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Hospital piloting (Internal to EDiHTA)



Open validation - Pilot participants

Pilot 1 Pilot2 Pilot 3

DHT Healthentia CardioMEMS StellarQ

Developer Innovation Sprint Abbott StellarQ Oy

HTA agency AQUAS AGENAS FinCCHTA

Intended purpose

IP4: DHTs with direct health 

outcomes intended to treat or 

diagnose a specific condition or 

guide treatment, diagnosis and care 

choices.

Remote monitoring of chronic

conditions

IP4: DHTs with direct health 

outcomes intended to treat or 

diagnose a specific condition or 

guide treatment, diagnosis and care 

choices.

Remote monitoring of pulmonary 

artery pressure in heart failure

IP4: DHTs with direct health outcomes 

intended to treat or diagnose a specific 

condition or guide treatment, diagnosis 

and care choices.

Remote monitoring for long-term 

illness  treatment and rehabilitation 

management

Indication Cardiovascular Disease Heart Failure Multpile Sclerosis

Type / components

Patient smartphone app + web-

based clinical dashboard, with data 

from connected IoT and wearables

Implanted sensor + patient 

electronics + hospital electronics + 

platform

Data platform for healthcare 

professionals + mobile app for patients 

Regulatory status
CE-marked medical device, MDR 

(Class IIa)

CE-marked, implantable medical 

device under MDR (Class III)

CE-marked medical device under MDD 

(Class I), MDR Class IIa planned

Setting

Healthcare professionals, patients, 

including hospitals and decentralised

clinical trials across Europe

Healthcare professionals, Hospitals, 

Heart Failure clinics
Healthcare professionals and patients 

Part of national 

HTA programmes



The value for HTA practicioners and innovators

Support the HTA of DHTs 
with the same assessment 
criteria provided by the 
framework and across all 
contexts (EU, national, 
regional, hospital)

Identify the comparative 
value of DHTs in the EU 
health ecosystem and 
across health system 
levels

Supports industry with the 
development of DHTs with 
specific considerations on 
assessment criteria
(evidence generation plan 
and later the market 
access dossier)

Supports open dialogue
between innovators and 
HTA agencies and 
decision makers on the 
evidence requiremets

Support cross country 
collaboration and dialogue
amongst all stakeholders, 
leading to system 
efficience through
increased HTA capacity

Increase trasparency of 
DHTs assessment and 
their introduction in the 
health systems



Sustainability of EDiHTA beyond 2027

Bi-fold strategy (political and market approach)

Implementation of EDiHTA and usage of the platform across Europe

Top down working with EC and HTA agencies (HAg group, HTA coordination group)

Bottom up with pilots created within member states as part of national HTA programmes

Business model path to support the maintenance and further development of the EDiHTA 
platform



Contact

W.Oortwijn@radboudumc.nl

Manos Tsiasiotis

Project manager/coordinator 

Università Cattolica del Sacro Cuore

Emmanouil.tsiasiotis@unicatt.it
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