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Abstract

This report offers a comprehensive analysis of the EU27 digital health landscape, combining market
intelligence, stakeholder insights and economic modelling to inform future policy and investment.

The first part of the report provides a detailed overview of the EU digital health technology market. It
identifies the key drivers, barriers, and structural characteristics of the European digital health ecosystem,
including vendor distribution, market fr agmentation, maturity levels of different technology domains, and
the roles of providers, regulators, and investors. The analysis highlights strong growth perspectives for the
EU digital health market, where Atrtificial Intelligence stands out as a key tech nology. However, there are
still significant regional disparities and growing dependencies on non ZU suppliers, in strategic domains such
as Al, cybersecurity, and genomics.

The second part of the report presents an economic impact assessment of five digital health technologies,
estimating projected cost -savings for EU healthcare systems over a ten-year horizon. It highlights
particularly strong cost Zvoidance potential for the three use cases: clinical decision support systems,
automated medical image analysis, and mental health platforms.

The report concludes with nine policy recommendations aimed at strengthening market integration,
advancing interoperability, supporting SMEs, accelerating frontier technologies, and fostering equitable and
sustainable adoption of digital health solutions.

14



Observatory for digital health technologies in  Europe * Final Report Ca{}gp)/\ALv\iQinvent

Executive summary

Digital health technologies are reshaping the European healthcare landscape, offering new pathways for
improving clinical outcomes, operational efficiency, and patient engagement. This report, commissioned by
DG CNECT and authored by Capgemini Invent and DC, provides a comprehensive analysis of the EU27 digital
health ecosystem. It combines market intelligence, stakeholder insights, and economic modelling to inform
future policy and investment decisions. The report is structured around two core components: the
development of the Observatory for Digital Health Technologies in Europe (Part A), and an Economic impact
analysis of five selected digital health technologies (Part B). The report ends with conclusions and policy
recommendations (Part C).

Part A. Observatory for Digital Health Technologies in Europe

The first part of the report | ays the foundation f
Technologies, offering a comprehensive analysis of the digital health landscape across the EU27 Member
States. The Observatory is designed to supp ort strategic decision -making, policy development, and long -
term monitoring of digital health adoption, innovation, and investment.

The analysis draws on a robust methodological framework, combining quantitative and qualitative data
sources. These include two EU-wide surveys, one targeting 70 digital health vendors and the other 300
healthcare providers, alongside 13 expert interviews, a market mapping exercise covering 690 vendors and
45 technologies, and a financial trend analysis based on over 46,000 investment records. Secondary sources
such as EC policy documents, WHO reports, OECD studies, and proprietary IDC databases complement the
evidence base.

Part A begins with a structured PESTLE analysis, identifying the political, economic, social, technological,
legal, and environmental factors shaping digital health adoption. Politically, the European Health Data Space
(EHDS) provides strong momentum, but national fragmentation and procurement barriers continue to
hinder scalability. Economically, digital health is recognised for its efficiency gains, yet financial constraints
and limited access to growth capita, particularly among SMEs, remain significant obstacles. Socially, digital
health improves patient engagement and staff satisfaction, but digital skill gaps and equity concerns persist.
Technologically, interoperability deficits and outdated infrastructure are widely reported, while legal
complexity p oses compliance challenges. Environmental considerations are emerging, with 45% of providers
recognising sustainability benefits, although vendors have yet to fully integrate eco  -design principles.

The vendor landscape is highly fragmented and regionally concentrated. Of the 690 vendors identified, only
196 are headquartered in the EU27, with the United States accounting for 354. Germany and France lead in
vendor count, while 15 Member States report five or fewer vendors. EU vendors predominantly focus on
core health IT systems and administrative solutions, with limited activity in emerging technologies like for
example Al powered diagnostic tools and novel biological sensors, and genomics. Most solut ions target
diagnosis and treatment stages, and are designed for tertiary hospitals and specialist care settings. Strategic
dependencies on non-EU vendors, particularly in cybersecurity, Al -powered clinical tools, and genomics, raise
concerns about digital sovereignty.

EU vendors operate primarily within national markets, with only 11% reporting customers outside Europe.
Their growth outlook is cautious: 46% anticipate moderate expansion, while 31% remain uncertain. Strategic
priorities include niche specialisation, Al/M L investment, and clinical partnerships, though alignment with
population health goals and patient -centred design remains limited. R&D investment is relatively strong,
with 32% of vendors allocating over 20% of their budget, focusing on patient outcomes, o perational
efficiency, and regulatory compliance.

Revenue models are evolving, with tiered pricing and licensing still dominant, but outcomes -based and
subscription models gaining traction. Patient engagement strategies increasingly emphasise user -centred
design and accessibility, though active co -creation with patients is rare. Partnerships are concentrated
among providers, tech firms, and life sciences companies, while engagement with academia, regulators, and
patient groups remains low. Vendors face significant regulatory burdens and cybersecurity threa ts, and
while many invest in internal resilience and talent development, adoption of open standards and data
sovereignty measures is limited.
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The report also assesses the maturity and adoption trajectories of five emerging digital health technologies
using a Technology Readiness Level (TRL) framework. Alpowered diagnostic tools are the most mature, with
widespread clinical deployment and projec ted adoption nearing 80% by 2029. Next -generation virtual care
platforms and Al -based hospital infection warning systems are advancing toward large -scale deployment,
while virtual human twins and novel biosensors remain in earlier stages of development. T he healthcare
providers survey results however point to a remarkably positive outlook for virtual human twins. While
adoption today is still limited (around one in ten providers), more than half of healthcare organisations plan

to introduce them by 2029. T his strong forward -looking investment intention highlights both the
transformative potential of digital patient models in clinical practice and the readiness of providers to
integrate them once technological and regulatory enablers are in place. Similarly adjacent technologies such
as AR/VR, hospital digital twins, and robotics show promising growth but require further validation and
integration.

Artificial Intelligence emerges as a cross -cutting enabler of digital transformation. Ninety  -four percent of
healthcare providers are engaged in Al adoption or planning, with top use cases including clinical decision
support, early diagnosis, patient engag ement, and remote monitoring. However, operational applications
such as supply chain optimisation and workflow automation remain underutilised.

The EU digital health market is projected to grow from
a compound annual growth rate of 15.1%. While hospitals currently dominate investment, other healthcare

providers, such as outpatient clinics an d laboratories, are rapidly catching up. Regional disparities persist,

with DACH and Southern Europe accounting for nearly 75% of total spending by 2035. The market remains

fragmented, with significant opportunities for new entrants, particularly in Al, ge  nomics, and cybersecurity.

However, regulatory complexity, interoperability gaps, and external dependencies continue to constrain

scalability and innovation.

Beyond the EU, comparative analysis highlights different models of progress. The United States is scaling

critical technologies such as Al and advanced cybersecurity more rapidly, supported by stronger venture

capital flows. Between 2019 and 2024, U.S. digital health investment volumes were more than triple those

of the EU27, with U.S. vendors representing 63% of the global market compared to 28% for Europe. Market

growth rates reinforce this divergence: the U.S. digital health market is forecast to expand at 17+18% CAGR

through 2030, compared with 15% for the EU27, meaning a larger market is also accelerating at a faster

pace. In AsiaPacific, Japan and China are advancing quickly in robotics and large-scale virtual care, while the

EU-s st r en g wudtdata lprotectiom and patebt rights frameworks. Building on this foundation,
Europe-s opportunity and <challenge is to scale inves
alongside targeted support for SMEs, to reduce dependencies and accelerate in novation.

Part B. Economic impact analysis of selected Digital Health Technologies

The second part of the report presents a cost -benefit analysis of five promising digital health technologies,
quantifying their projected costs and benefits (cost savings) at EU27 level over a ten -year horizon. The
analysis is designed to inform strategic investment decisions and policy prioritisation, offering an
assessment of net cost avoidance, implementation costs, and impact on healthcare systems.

The methodology follows a stepped approach: step 1 is selecting and defining five use cases (listed below)
within five broader technology types, step 2 is identifying the benefits (value drivers) of each use case for
each scenario, step 3 is quantifying and monetising these benefits as well as the costs for a reference
country, step 4 is extrapolating results to each Member State, step 5 is forecasting the results to a five and
ten year time horizon and discounting the results to get the net cost avoidance, and step 6 is testing the
uncertainty of the model and the underlying assumptions in a sensitivity analysis. This study employs
multiple data collection methods, including desk research and consultation with experts.

Clinical Decision Support Systems (CDSS) demonstrate the highest economic impact, with projected net cost
avoidance of 252 billion in the full i mpl ementation
cumulatively over ten years in the EU27. These systems help reduce administrative workload, enhance the
effectiveness of care, and help avoid the unnecessary use of medical services. Full implementation of CDSS

could yield net cost avoidance of approximately 1% of total EU healthcare expenditure over a  ten-year

period.
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Aut omated Medi cal |l mage Analysis also shows strong ec
billion (full scenari o) and 126 billion (partial sce
technologies improve diagnostic speed and accuracy, particularly in radiology. Implementation and

operating costs per hospital are relatively modest. Full implementation could yield net cost avoidance of

approximately 0.8% of total EU healthcare expenditure over aten -year period.

Virtual human twins, while conceptually promising to improve quality of care, is not fully modelled due to a

lack of data on cost quantification and uncertainties related to this emerging technology, specifically

regarding limited real -world case studies from hospital settings . The value drivers have been quantified,
indicating cumulative projections of gross cost saving
scenario) over ten years in the EU27. To determine net cost avoidance, associated costs would need to be

subtracted from these figures

Ment al heal th platforms also offer significant economi
billion (full scenari o) and 136 billion (partial sce
platforms support early intervention, remot e therapy, and patient self -management, contributing to

improved outcomes and reduced service utilisation. Full implementation could yield net cost avoidance of

approximately 0.7% of total EU healthcare expenditure over aten -year period.

Advanced genetic sequencing (genomics) is not modelled due to data unavailability and indirect value
drivers. However, literature ' shows that the costs of operating the use case are declining. Furthermore,
several logics that could lead to cost savings were identified including earlier intervention, better
prevention, and avoiding ineffective treatments.

Part C. Conclusions and policy recommendations

The Observatory provides a systematic EU-wide classification of digital health technologies, encompassing
45 subcategories across five domains. It offers a solid foundation for monitoring the market and supports
comparability across Member States. The economic analysis of use cases provided a structured and
transparent approach to assessing the cost savings enabled by digital health technologies. The analysis
incorporates key factors influencing the implementation and adoption of the use cases across the EU , and
provides both quantitative and qualitative insights into how technologies affect healthcare processes and
can lead to cost savings.

To unlock the full potential of digital health, the authors of the report propose the following
recommendations based on the findings of the study:

1. Strengthen EU digital health market integration and procurement alignment to reduce
fragmentation and enable cross -border scaling. Joint procurement mechanisms, mutual recognition
of certifications and streamlined conformity pathways can reduce duplication, accelerate time  -to-
mar ket and e n bdraagie autbnomyoirpd@ital health.

2. Support the adoption of internationally recognised interoperability standards (e.g. FHIR,
opener), and upgrading national IT systems to enable secure data exchange and advanced analytics.

This can address fragmented data standards, uneven implementation of frameworks and outdated
infrastructures that hinder continuity of care and ¢ ross-border data use.

3. Support investment and reimbursement stability by facilitating coordination and best practice
exchange among Member States to promote predictable reimbursement and financing approaches.

This can reduce fragmentation, encourage the adoption of proven solutions and strengthen
Eur o p e -tarm dompetgi veness in digital -health innovation.

4. Enhance SME and scale-up support by providing targeted instruments to reduce compliance costs
and enablecrossb or der expansion. This can strengthen Eur o]
potential digital -health ventures and promote the development of a European digital health
ecosystem.

5. Boost frontier technology innovation by prioritising funding and procurement initiatives in
underrepresented but strategically vital domains such as Al diagnostics, genomics, and
cybersecurity. Establ i sh targeted funding and co
technological sovereignty . This contributes to reducing reliance on non -EU vendors, enhance

1The findings from the literaturen genomicsare described in Chapter 8 of Part B
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healthcare -system resilience and ensure the Europe captures the full economic and clinical value of
next generation digital -health solutions.

6. Diversify the adoption of digital health technologies beyond hospitals by incentivising research
& innovation and deployment in preventive care, community care, and public health applications,
ensuring that digital health extends benefits to underserved areas while supporting EU health policy
objectives. Coordination across t he healthcare value can unlock system-wide impact, improve care
integration, improve equity and fully realise the value of digital health technologies.

7. Strengthen organisational readiness and workforce by supporting digital training, change
management, and organisational readiness initiatives across healthcare systems. By investing in this,
healthcare providers will be better equipped to adopt and integrate new technologies into daily
practice, ensuring that digital health solutions deliver their full financial benefits across the EU.

8. Promote sustainability and green Digital Health by integrating eco-design, energy efficiency, and
green procurement requirements into funding and procurement processes. Embedding
sustainability into the digital -heal t h agenda contributes to reducin
footprint, drive eco i nnovati on, and ensur e t hat Europe-s d
contributes directly to EU climate -neutrality goals.

9. Ensure digital health initiatives address disparities by embedding equity and accessibility

requirements into the design, procurement, and funding frameworks of programmes . Embedding
inclusivity and accessibility across digital -health policies can ensure that the digital transformation
of healthcare promotes equity, strengthens social cohesion, and upholds the principle of universal
access to quality care.
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1 Introduction

This report presents the findings of the European

Technologies in Europe . It provides an analysis
of the EU, focusing on market dynamics, e merging technologies, and their economic impact in terms of cost
savings for the healthcare system. In this section, the purpose, objectives, and structure of the study are
outlined.

1.1 Purpose of the study

This study addresses the need for a comprehensive, EU-wide understanding and evidence regarding the
digital health technology market and its economic impact. The study responds to strategic priorities outlined

i n the Commi+029 RoliicalsGui@ln2s} including the digital transformation of healthcare, the
strengthening of the EU Single Market, and the development of resilient, secure, and innovative health
systems.

In particular, the study aims to:

1 Provide a robust evidence base to guide future EU research, innovation, investment, and policy
decisions in the area of digital health.

1 Support the design of a long -term monitoring framework for the EU Digital Health Observatory.

1 Demonstrate the value of digital health technologies to stakeholders, including policymakers,
healthcare providers, and investors.

1.2 Objective of the study

The study is guided by two primary objectives that together aim to provide a comprehensive understanding
of the digital health landscape in the EU and its economic implications.

1. European digital health market observatory

The first objective is to deliver a detailed market overview of digital health technologies across the EU. This
involves mapping the current state of the market, identifying key technology categories, and analysing the
structure, size, and growth potential of the sector. The study explores the uptake of digital health products
and services used in healthcare delivery, including administrative tools, and examines how these
technologies are distributed across different clinical settings, user groups, and Memb er States. It also
investigates the origins of technology providers, highlighting potential strategic dependencies, and
compares the EU market with those of other global regions such as North America and Asia. Through this
analysis, the study identifies th e main drivers and barriers to market development, assesses the competitive
landscape, and proposes a framework for continuous monitoring and evaluation of the EU digital health
market.

2. Economic impact analysis

The second objective is to assess the economic impact of digital health technologies in terms of financial
cost savings for the healthcare system. This part of the study quantifies the cost savings that these
technologies can generate for EU healthcare sys tems. It evaluates both the current and projected net cost
avoidance offered by specific applications (use cases) of five technologies: electronic health records, medical
imaging, digital twins, telemedicine, and genomics, over a five -to ten -year horizon. By doing so, the study
seeks to provide robust evidence of the value these innovations can deliver, particularly in terms of costs
savings for healthcare delivery across the EU.

1.3 Structure of the report

of

Comn
t h

The report is structured into three main parts, aligne

1 Part A: European digital health market observatory (objective 1)
9 Part B: Economic analysis of five promising digital health technologies in Europe (objective 2)
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 Part C: Conclusions and recommendations
 Annexes

Part A: European digital health market observatory

Part A presents an integrated analysis of the digital health technology market in the European Union. It
provides a strategic foundation for understanding the key trends, market dynamics, and adoption patterns
that are shaping the evolution of digital heal th across Member States. The chapters in this part of the report
include the (1) introduction, (2) methodology, (3) analysis of market drivers and barriers, (4) market supply
analysis, (5) market demand analysis, and a (6) comparative analysis of EU and nm-EU markets.

Part B: Economic Impact Analysis

Part B presents the economic impact analysis of five use cases of digital health technologies. The chapters

in this part of the report include the (1) introductic
decision suppor tyssiyss toefmst-h,e (uds)e amasle aut omated -medical
use case -digital twins for disease management -, (6) a

(5) analysis of the use case -advanced genetic sequenc
Part C: Conclusions and Recommendations

Part C synthesises the key findings of the study and presents a set of policy recommendations from the view

of the study authors aimed at supporting evidence -based decision-ma k i n g . It al so outlir
limitations and identifies areas where further research is needed to strengthen the evidence base and

address remaining knowledge gaps.

Annexes:

1 Annex A: Methodology for the European digital health market observatory

1 Annex B: Methodology for the European digital health market observatory: expert interviews

1 Annex C: Methodology for the selection of digital health technologies and definition of use cases
and scenarios

Annex D: Methodology for the economic impact analysis of five promising digital health
technologies in Europe

Annex E: Supporting information +Use Case 1: Clinical decision support system

Annex F: Supporting information +Use Case 2: Automated medical image analysis

Annex G: Supporting information +Use Case 3: Digital twins for disease management

Annex H: Supporting information *Use Case 4: Mental health platforms

Annex |: Supporting information +Use Case 5: Advanced genetic sequencing

=a

= =4 —a —a -
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Part A: European digital health market
observatory
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1 Introduction

This section introduces the European Digital Health Market Observatory, which delivers the first integrated
analysis of the digital health technology landscape across the European Union. It establishes a strategic
foundation for understanding the trends, m arket dynamics, and adoption patterns that are shaping digital
health transformation in the Member States.

The Observatory-s analysis unfolds acr oss PESSkEeeviaw
of the political, economic, social, technological, legal, and environmental factors that influence the diffusion

of digital health solutions across Europe, identifying both the enablers of progress and the barriers that
constrain adoption.

The second dimension examines the supply side , combining vendor mapping, technology segmentation, and
competitive landscape analysis. This provides insight into the maturity and structure of the vendor
ecosystem, ranging from multinational suppliers to European scale -ups and specialised SMEs, and higlights
their strategies, investment priorities, and responses to shifting market conditions. Particular attention is
given to frontier innovations such as Al -powered diagnostics, virtual care platforms, digital patient twins,
novel biosensors, and early-warning systems for clinical risk.

The third dimension explores the demand side , using primary data from healthcare providers to analyse
technology uptake, investment intentions, and procurement practices. This perspective captures the
operational realities of hospitals, clinics, and community care providers, highlighting their unmet  needs and
priorities. It is complemented by a quantitative market sizing and forecasting exercise, offering five  -and ten-
year projections that clarify adoption trajectories and investment momentum at both national and EU levels.

Finally, the Observatory situates the European market in the global context through comparative analysis

with selected gl obal regions. This benchmarking
mandates for digital transformation, while also r evealing structural gaps, requiring greater policy and
investment focus, including fragmented markets and limited access to scale -up funding.
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2 Methodology

Methodological Foundations and Data Sources

The analysis underpinning the European Digital Health Market Observatory is built on a robust evidence base
that combines both primary and secondary research. It draws on:

A Survey responses from 70 digital health vendors , capturing supply -side trends;

A Survey data from 300 healthcare providers across the EU27, offering demand -side insights;

A Findings from 13 expert interviews with stakeholders across government, industry, and academia;
A

A detailed market mapping and segmentation exercise , covering over 600 vendors and 45
technologies;

>

A financial trend analysis based on over 46,000 investment records;

A Secondary research using IDC proprietary databases and external sources, such as EC policy documents,
WHO reports, and OECD studies.

Together, these components provide a multidimensional view of the European digital health market,
supporting strategic planning, evidence -based policymaking, and the development of a long -term
monitoring framework under the Observatory.

Primary Data Collection: Surveys and Expert Consultation

Two EU-wide surveys , one of healthcare providers and one of digital health vendors , provide harmonised
insights into adoption trends, investment behaviours, market challenges, and strategic perspectives across
the EU27.

The European Healthcare Providers Survey  collects answers from 300 respondents belonging to

healthcare organisations across the EU27, including hospitals, outpati

medical testing, laboratory, and diagnostic services, outpatient facilities, and home and community care
services. Conducted via Computer-Assisted Telephone Interviewing (CATI) methodology, th e survey
gathered data on technology uptake, investment plans, operational and clinical benefits, procurement
dynamics, and adoption barriers . Respondents included IT and clinical leaders. The survey distinguished
between two planning horizons: 1 +2 years for short-term investments and upgrades, and 3 +4 years for
medium -term transformation initiatives (  Figure 1: Healthcare Providers Survey Demographics).

Region/ Country Company Size

20%
1,000+ emptey

1-99 Emptoyees
15% ees
% 13% 13% 13%
100-249
employees
Germany France Northern Central&  Spain Italy Benelux Southern 250-999
& Austria Europe  Eastern Europe emptnyees

Percent of Respondents
5
Ed

12% 12% 12%
10%
~ l
0%

Europe

Healthcare Respondents Role Healthcare Providers Organizations
Physician offces -
IT/Digital
Healthcare Medical testing, laboratory, and diagnestic services -
Executives
N - 39% Home and community care services
ot-IT (Clinical ¥
and Business
Executives) Outpatient services _
61%
0% 10% 20% 30% 40%

Percent of Respondents

Figure 1: Healthcare Providers Survey Demographics

Source: Digital Technologies in Healthcare: Providers 2025 survey. Total Sample Size: N = 300
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The Digital Health Technology Vendors Survey captured insights from 70 senior decision -makers
representing established vendors, SMEs, scale -ups, and startups with an active presence in the EU27
These companies supply technologies and services across clinical information systems, cybersecurity,
genomics platforms, patient engagement tools, and Al -driven diagnostics. (Figure 2, Figure 3) The survey
examined innovation strategies, regulatory and market access challenges, pricing models, investment
priorities, and growth constraints . A 4year timeframe was adopted to reflect typical product
development, funding, and commercialisation cycles. While vendors may operate with extended R&D
roadmaps, their market strategies rarely extend beyond this horizon. A ten -year outlook was deemed t 0o
speculative, particularly for start -ups, many of which may be acquired or exit the market within a shorter
period.

Region/ Country Company Size
- 20% 1,000+ ernployees
é 16%
T 15% 14% 1-99 employees
g
£ 10%
‘s
€
g 5%
@
a
0% 250-999
Germany Northern Central& Spain Benelux Italy France Southern employaes 100-249
& Austria Europe  Eastern Europe employees
Europe 1%
Type of Company Type of Digital Health Solutions Services
Mature business
13% Start-up .
16% IT services
Medical devices and electronic medical device 43%
equipment ©
Scale-up
1% 20% 30% 40% 50%

Percent of Respondents

Figure 2: Digital Health Vendors Survey Demographics

Source: Digital Technologies in Healthcare: Vendors 2025 survey. Total Sample Size: N = 70

Departmental solutions 31%

Health data management and analytics solutions

Electronic health records (EHR) 23%

Patient remote health monitoring, telehealth, or virtual care solutions 23%

Healthcare administrative systems 23%

Digital solutions for medical imaging

19%

Al-powered diagnostics tools

S
®

Patient engagement or experience managemenk systems

Digital technologies For genomics 13%

Clinical documentation and workFlow management systems

Healthcare organisation resource management systems

Trust and cybersecurity technologies

Novel biological biosensor
Virtual human twins . 1%

[

R

o 5% 10% 15% 20% 25% 30% 35%
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Figure 3: Key Product Areas and Value Propositions of Interviewed Digital Health Vendors

Source: Digital Technologies in Healthcare: Vendors 2025 survey. Total Sample Size: N = 70 Question: Which of the
foll owing best describes your company-s key products and val
please choose the aras that generate the highest revenue.
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Both surveys were conducted over a nine -week fieldwork period, starting in mid -February 2025 and with
results delivered in April 2025.

To complement the survey -based and desk research activities of the Observatory, the study team conducted
a targeted series of in-depth expert interviews  with key stakeholders across the European digital health
ecosystem. These interviews provided qualitative insights into adoption trends, market dynamics, regulatory
barriers, and innovation strategies, offering a nuanced understanding of the factors that  enable or constrain
the development of digital health technologies in Europe.

In total, 13 interviews were completed between February and April 2025, covering seven stakeholder
groups: healthcare providers, national and regional health authorities, digital health technology vendors,
start-ups and accelerators, academia and research institutions, industry associations, and patient
organisations.

The interviews were used to contextualise survey findings  and validate early conclusions from the market
mapping and literature review. Recurring themes included interoperability, procurement models, regulatory
complexity, collaboration practices, data governance, and skills gaps. Responses were anonymised and
analysed using a structured thematic framework. A detailed account of the methodology and findings is
provided in Annex B +Market Overview: Expert Interviews , which includes participation records, th ematic
structuring of responses, and cross -cutting insights.
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3 Analysis of European Digital Health Market Drivers and

Barriers

European Digital Health Market Drivers and Barriers: Key Takeaways

A

Political Momentum, Local Fragmentation: Strong EU-level policy momentum (e.g. EHDS) drives
digital health adoption. Healthcare providers recognise alignment of digital health investments with
strategic priorities such as clinical and operational outcomes. Nevertheless, complex national
regulator y frameworks and fragmented procurement processes continue to pose political and
governance-related challenges for healthcare providers. Misalignment of regulatory and procurement
models between Member States further limits market access for new entrants a nd hampers scalability.
For instance, 36% of digital health vendors point to limited market access due to dominant incumbents
and fragmented national health systems, which drive up local adaptation costs (27%) and reinforce
vendor specialisation in specific domestic markets.

Economic Value vs. Financial Realities: Digital health is seen as delivering clear value: 64% of providers
report improved operational efficiency, 52% cite cost savings, and 60% note productivity gains.
However, 48% identify financial constraints as a key barrier. Among vendors, 39% struggle wit h margin
pressures and 24% cite reimbursement misalignment; 26% of firms, especially SMEs, report challenges
accessing growth capital. These insights underscore the need for aligned investment and
reimbursement model s to support innovation and financial sustainability for both providers and
vendors.

Skills Gap and Equity Risks: 57% of providers report enhanced patient engagement, and 58%
increased staff satisfaction. Yet, 34% cite digital skill shortages, and 20% resistance to change. Vendors
echo challenges in overcoming entrenched workflows and limited digital maturity in clien t
organisations. Equity concerns are mounting, as digital tools often favour younger, urban, and more
educated users, potentially creating new barriers for disadvantaged groups. A lack of inclusive design
further hinders widesp read adoption.

Interoperability and IT Infrastructure Deficits: Interoperability and outdated infrastructure remain
key barriers: 45% of providers highlight interoperability gaps and 30% point to outdated infrastructure.
From the vendor side, 43% cite interoperability issues and 27% mention fragmented infrastructure an  d
local adaptation costs. EU initiatives like EEHRxF and QUANTUM aim to improve data quality, security,
and system integration, critical to scaling digital health, but require adoption at the national level.

Legal Complexity and Uncertainty:  Over 60% of providers report digital health helps with compliance,
but they also continue to face legal uncertainties, with 38% citing data privacy concerns and 13%
pointing to broader compliance challenges. Half of vendors cite regulatory burden, navigati ng GDPR,
MDR, IVDR, Al Act, and EHDS, as a top barrier. Divergent national implementations add compliance cost
and complexity, underscoring the need for harmonisation and clearer guidance.

Sustainability +an Emerging Consideration: 45% of providers recognise environmental benefits from
digital health, particularly through telemedicine and paperless workflows. While vendors do not yet
prioritise sustainability, ESG pressures are growing, especially around device lifecycle management a nd
energy efficiency, as governments led initiatives begin to influence healthcare providers' procurement
decisions. Overall, these insights indicate that the broader environmental impact of digital health still
requires more structured and strategic attention.

This section presents a structured PESTLE analysis that provides a comprehensive assessment of the
political, economic, social, technological, legal, and environmental factors shaping digital health adoption
across EU Member States. The analysis integratesboth demand -side (healthcare providers) and supply -side
(digital health vendors) perspectives on digital health adoption across the EU. Drawing on survey data,
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literature review, and expert interviews, it highlights key drivers, barriers, and areas of convergence and
divergence among stakeholders within each dimension.

Figure 4 to Figure 7 provide a comprehensive overview of the survey results from both healthcare providers

and digital health vendors. They illustrate the benefits and positive impacts of digital health adoption across
Europe-s healthcare sect or , arrierd ioladoptienlfreno thehpergpedtve goh t i n g
healthcare providers, as well as the operational challenges reported by digital health vendors.

46%

Enhanced clinical outcomes and quality of care

Optimized clinician experience and workFflows

Improved patient engagement and experience 32%

Achieved cost savings and financial sustainability 26%

Boosted staff productivity and satisFaction

~
wn
ES

o
2

Strengthened organizational resilience and adaptability

Driven service innovation and new care models 14%

Ensured regulatory compliance and data security _ 12%
Enhanced interoperability and data exchange _ 10%
Facilitated research and clinical trials _
Improved population health management -
Others; please specify 0%
0;}5 5% 16% 15% 26% 2.‘;% 30-% 35;% 46% 45-% 50%

Percent of Respondents

Figure 4: Benefits of Digital Health Adoption

Source: Digital Technologies in Healthcare: Providers 2025 survey. Respondents included a mix of IT and hokbusiness
(LOB) decisionmakers. Total Sample Size: N = 300 Question: How have investments in digital health technologies benefited
your organisation?

Industry ecosystem collaboration
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Services innovation
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Clinical outcomes and quality of care
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Figure 5: Positive Impact of Digital Health Investments by Area

Study: Digital Technologies in Healthcare: Providers 2025. Respondents included a mix of IT and lsa#-business (LOB)
decisionrmakers. Total Sample Size: N = 30@. To what extent have the investments in digital health technologies
positively impacted the following areas within your organisation?
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Integration with existing systems (lack of interoperability)

Data security and privacy concerns

Shortage of digital skills and talent within the organization

Legacy applications and outdated IT infrastructure
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Figure 6: Key Barriers to Digital Health Adoption Among Healthcare Providers

Study: Digital Technologies in Healthcare: Providers 2025. Respondents included a mix of IT and lka#-business (LOB)
decisionrmakers. Total Sample Size: N = 30Q. What are the top challenges your organisation faces in adopting new digital
health technologies?
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Figure 7: Key Challenges for Digital Health Companies in the EU

Study: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample 70 Q.What are your organisation's most significant challenges when operating in the EU healthcare
market?

3.1 Political

The development of the digital health market in the EU is underpinned by strong political momentum, driven
by regulations such as the European Health Data Space (EHDS), and other initiatives like structured
investments in innovation, and efforts to strengt hen digital infrastructures both at national and EU level.
These measures aim to enhance the quality of healthcare services, the resilience of healthcare systems as
well as the competitiveness of the healthcare sector.
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From the demand side, survey results show that healthcare providers recognise that digital health
contributes to clinical outcomes and operational efficiency, benefits that align closely with broader strategic
and business priorities (Figure 4)2. However, they also face political and governance -related challenges. In
certain cases, as also noted in expert interviews, the specificity and variability of nhational healthcare systems
can drive misalignment or delays in synchronising and adapting natio nal policies with EU-level strategies,
hindering the consistent implementation of digital health initiatives at scale.

From the supply side, in the digital tech vendors survey, vendors = particularly SMEs + point to political
barriers such as limited market access due to dominant incumbents (36% of vendors surveyed) and
fragmented national health systems, which drive up lo cal adaptation costs (27% of vendors surveyed) and
reinforce vendor specialisation in specific domestic markets ( Figure 7).

The vendor specialisation in local markets emerge also when analysing survey results for the cross regional
customer base of digital health vendors, showing that European digital health vendors serve mostly
customers in their country or in neighbouring cou ntries (see Figure 20 from European Digital health Vendors
Market Presence section). This trend is further confirmed by insights from interviews with national and local
healthcare authorities, who emphasised the prevalence of locally tailored solutions and procurement
dynamics. These challenges restrict vendors' ability to scale across the EU, reinforcing the need for more
harmonised and innovation -friendly policy environments.

3.2 Economic

Healthcare providers recognise clear economic value in their digital health initiatives, with 64% reporting
high-impact improvements in operational efficiency and 52% citing cost savings. Additionally, 60%
acknowledge gains in staff productivity, underscor ing the role of digital tools in optimising resource use
(Figure 5). However, financial constraints remain a significant barrier for nearly half of providers (48%),
reflecting a persistent gap between the long -term return on investment and short -term budget limitations
(Figure 6). While survey data“ indicate a positive trend in digital health budget allocations, with 27% of
healthcare providers expecting a moderate increase (under 10%) and 18% anticipating a larger increase
(over 10%), this projected growth may still fall short of fully meeting the n  eeds of comprehensive digital
transformation. During the expert interviews, experts from healthcare providers highlighted challenges due

to healthcare systems operating within relatively fixed budgets, with inflation and rising operational costs
further st raining financial resources.

From the supply perspective, vendors, particularly smaller companies, face economic pressures stemming

from market saturation and constrained margins (39% of vendors interviewed), as well as misaligned
reimbursement frameworks and incentive models that lim it the viability of innovative solutions (24% of

vendors interviewed) ( Figure 7). Although only 14% of all companies surveyed identified access to growth

capital as a challenge, this figure rises to 26% among smaller firms. This suggests that limited access to

financing may pose a significant barrier to scalability for early -stage and smaller digital health technology
providers. Notably, only 9% of vendors view providers-
core economic issue lies not in demand, but rather in systemic factors such market structure, high entry

costs, and misaligned reimbursement mechanisms and funding flows.

These insights highlight the need for more coordinated investment and reimbursement models that
facilitate innovation uptake while ensuring financial sustainability for both providers and solution
developers. As confirmed by executive interviews with indus try associations and MedTech networks,
processes for approving, certifying, and reimbursing digital health technologies, such as medical device
certification, health technology assessment (HTA), pricing mechanisms, and innovative funding models, are
critical in shaping the digital health market. Notably, insights from tech start -up interviews revealed that

2 Digital Technologies in Healthcare: Providers 2025 survey. Total Sample Size: Nes@@dreferring to gestion:
How have investments in digital health technologies benefited your organisation?

% Digital Technologies in Healthcare, Vendors, 2025. Total sampleR@&8ults referring to westion: What are your
organisation's most significant challenges when operating in the EU healthcare market?

“Digital Technologies in Healthcare: Providers 2025 survey. Total Sample Size: N = 300

29



Observatory for digital health technologies in  Europe * Final Report Ca{,\gmy\iginvent

diverging regulatory and reimbursement environments between the EU and other regions significantly
influence commercialisation strategies. These discrepancies often result in a prioritised launch of innovative
digital health products in larger markets such as the United States, where regulatory pathways and investor
incentives are perceived as more conducive to early market entry. Conversely, market deployment in Europe
tends to occur later, typically once companies have achieved stronger financial position s and greater
evidence maturity. At the national Il evel, innovative p«
mHealth validation °, DIGA in Germany, Article 51 experimentation and the PECAN fast -track process in
France’, demonstrate how tailored mechanisms can effectively streamline market access and accelerate the
adoption of digital health solutions. However, while these initiatives offer valuable models of best practice,
they also underscore the increasing need for a more harmonised and interoperable approach across the EU.
The lack of alignment between Member States continues to pose significant challenges for vendors seeking
to scale solutions beyond national borders, reinforcing the importance of coordinated EU  -level frameworks
to support market integration and innovation diffusion.

3.3 Social

Healthcare providers widely acknowledge the social value of digital health technologies, with 64% of survey
respondents reporting improved clinical outcomes, 57% highlighting enhanced patient engagement, and
58% noting increased staff satisfaction. These o utcomes reinforce the societal benefits of digital
transformation in health, particularly in advancing patient -centred care and improving working conditions
for clinical staff ( Figure 4). However, persistent barriers remain. Among healthcare providers, a shortage of
digital skills within organisations (34% of healthcare organisation interviewed) and moderate but still
considerable levels of staff resistance (20% of healthcare organisatio n interviewed) point to cultural and
educational frictions that hinder widespread adoption ( Figure 6)8.

These challenges were also highlighted in executive interviews with healthcare providers, who noted that
workforce shortages significantly hinder the adoption of digital health technologies. Overburdened staff
often lack the capacity to engage with new sol utions, while existing habits and workflows further complicate
integration. Some healthcare professionals resist change due to personal preferences and limited time to
explore new tools, making effective change management crucial for digital transformation . Supported also
by international studies °, this insight confirms that workforce and organisational readiness are key enablers
of digital health adoption, emphasising the need for coordinated investments in training, change
management, and strategic communication to ensure successful and sustainab le implementation.

From the supply side, vendors perceive social challenges as less prominent but nonetheless relevant ( Figure
7). The vendors survey results shows that smaller companies, in particular, report encountering greater
resistance within healthcare organisations. This often stems from entrenched clinical workflows, limited
digital maturity among healthcare professionals, and the operational reality of overburdened staff who lack
the time and capacity to adopt and adapt to new technologies. This can slow the uptake of novel solutions,
especially where frontline engagement is lacking.

Another important aspect to consider is the variation in digital health adoption among patient populations.

Studies have shown that digital health tools are more commonly used by younger, urban, and more educated
groups. This raises equity concerns, particularly in ageing or rural populations, where digital literacy and
access are lower'®. European healthcare organisations and authorities should uphold the principle of
universal coverage by ensuring that digital health services are inclusive, reliable, and free from unnecessary
technical barriers for all citizens. Without targeted inclusio n strategies, digital health may inadvertently

5 Mhealth Belgium (2024)

6DiGA (Germany)

"PECAN ( France)

8 Digital Technologies in Healthcare: Providers 2025. Total Sample Size: N = 300 Results related to question: What are
the top challenges your organisation faces in adopting new digital health technologies?

9 Ferreira, J.C.; Elvas, L.B.; Correia, R.; Mascarenhas, M. Empowering Health Professionals with Digital Skills to Improve
Patient Care and Daily Workflows. Healthcare 2025, 13, 329

10 Equity within digital health technology within the WHO European Region: a scoping

review. Copenhagen: WHO Regional Office for Europe; 2022. WHO/EURQ:2022-6810-46576-67595
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widen the healthcare gap through a digital divide, undermining efforts to ensure equitable access to care 1.
Expert interviews with patient associations highlighted that the early involvement of patients in the design

of digital health solutions, particularly those that are patient -facing, as a key area for improvement in the
current digital health landscape. S takeholders stressed that vendors of digital health technologies should
consider, from the outset, critical aspects such as accessibility, inclusiveness, and ergonomics. Doing so
would not only promote equitable access to these solutions and services but a Iso support improved user
experience, thereby enhancing patient engagement, uptake, and reducing the need for substantial
redesigns post-deployment.

3.4 Technological

Technological enablers are fundamental to the positive outcomes associated with digital health,
underpinning improvements across nearly all benefit areas. This reinforces the perception of digital
solutions as essential infrastructure for delivering modern , data-driven, and patient -centred care.

However, both healthcare providers and vendors identify persistent technological barriers. According to the
survey results, among providers, lack of interoperability and data standardisation (45% of healthcare
providers interviewed) and outdated IT infrast ructure (30% of healthcare providers interviewed) are seen as
major impediments to data fluidity and innovation (  Figure 6). Vendors echo these concerns, with 43% citing
interoperability issues and 27% pointing to fragmented infrastructures and high local adaptation costs
(Figure 7).

This dimension shows a clear convergence between supply and demand perspectives: both stakeholders
emphasise the urgent need for interoperable systems, shared standards, and modern IT foundations.
Addressing these shared pain points is critical to enabling innovation at scale and reducing the friction
slowing digital transformation across the EU health landscape.

In this dimension, the implementation of the European Health Data Space (EHDS) serves as a key enabler for
a unified, interoperable digital health market, shaping both national and EU -level strategies. For example,
MyHealth 12, the digital infrastructure enabling cross -border exchange of health data for primary healthcare,
includes the adoption of the secure and interoperable European Electronic Health Record Exchange Format
(EEHRXxF). The European Commission is actively supporing the EEHRxF through funding of key projects. One
such initiative is the Xt -EHR project, which is developing implementation guides, technical specifications,
and a conformity assessment framework to ensure the security and compliance of the EEHRxF. This initiative
is expected to drive greater standardisation at both local and cross -border levels.

The Commission is also funding the QUANTUM project 4, which defines criteria for a data quality and utility
label to improve the standardisation and reliability of health data across the EU. Data quality is a critical
enabler for healthcare organisations to fully harness data -driven insights and Al innovati on. Notably, 46% of
surveyed healthcare providers identified the lack of high -quality data as a top challenge in leveraging Al and
advanced analytics.

3.5 Legal

The legal landscape plays a pivotal role in shaping the adoption and scalability of digital health technologies
across the EU. Healthcare providers report tangible benefits from digital tools in supporting their regulatory
compliance, with over 60% of resp ondents indicating a high or extremely high positive impact, with an

11 European Commission: Capgemini Invent, Directorate -General for Communications Networks, Content and
Technology, Page, M., Winkel, R., Behrooz, A. et al., 2024 digital decade ehealth indicator study + Final report,
Publications Office of the European Union, 2024

12Eyropean Commission (2025)

13 Xt-EHR project
14 QUANTUM project
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average impact rating of 3.60 5 (Figure 5). However, providers also face persistent legal uncertainties: 38%
cited concerns related to data privacy, while 13% identified broader compliance challenges (  Figure 6).

On the supply side, in the survey vendors express even greater concern: 50% identified regulatory
complexity as a key obstacle, driven by the need to navigate frameworks such as the General Data Protection
Regulation (GDPR), Medical Device Regulation (MDR), In Vitro Diagnostic Regulation (IVDR), the European
Health Data Space Regulation (EHDS), and the Al Act.

As confirmed by executive interviews with digital health technologies vendors, health tech networks and
industry associations, these layers of regulation contribute to increased operational burden, liability risk,
and compliance costs, particularly when national implementation diverges from EU directives. This
convergence of concerns underscores the urgent need for regulatory streamlining, clear guidance on
compliance pathways, and harmonised enforcement across Member States.

Legal frameworks directly impact data governance, processing, and cross -border sharing, especially for

sensitive data categories such as genomic, molecular, and biobank information, which may be subject to

additional ethical or national restrictions potent i al l'y | i miting the EHDS Regul af
unified EU-wide health data governance framework 6. Inconsistent data access rules and variable
certification requirements, including CE marking and health -specific legal provisions, further complicate the

environment for innovators. Nonetheless, ongoing EU initiatives are working to address these barrier s.

Projects such as TEHDAS 2 Joint Action'” are actively developing harmonised workflows for data access,
interoperability, privacy, and security, which are critical components for enabling the EHDS to serve as a truly

unified health data governance framework. These efforts are essential to build t  rust, ensure legal clarity,

and unlock the full potential of digital health innovation across Europe.

3.6 Environmental

Sustainability is beginning to emerge as a relevant consideration in digital health, increasingly aligned with
the EU-s Green Deaumal objectives. Gnlthe neantirel side, 45% of healthcare providers

recogni se digital h e a Vitorimergal goadsn mainly bby treaduxing travel theugh
telemedicine, virtual consultations, and paperless workflows ( Figure 5). These solutions help reduce the
carbon footprint of care delivery by minimising transportation needs and shifting services to lower  -impact,

less resource-intensive settings.

On the supply side, environmental considerations are not cited as primary challenges ( Figure 7). However,
vendors, especially manufacturers of connected medical devices 8, are facing growing pressure to adopt
sustainable manufacturing, energy -efficient technologies, and responsible e -waste management practices,
especially as ESG criteria increasingly influence procurement decisions by healthcare organisations. While
digita | health is generally less resource -intensive than traditional care models, its environmental footprint,
including energy consumption from data centres and device lifecycle waste, warrants closer attention.

The EU-s broader evolving regulatory environmerEU rein
Circular Economy Action Plan‘®and Ecodesign for Sustainable Products Regulatioff are pushing for more eco -

friendly product design and carbon -conscious supply chains. Additionally, international strategies, such as

the UK's Greener NHS Strategy?!, which mandates that all suppliers meet net zero commitments by 2030,

15 Digital Technologies in Healthcare: Providers 2025. Total Sample Size: N = 300Results related to question : To what
extent have the investments in digital health technologies positively impacted the following areas within your organisation?
Healthcare providers r espondents were asked to rate the positive impact of digital health investments on their
organisations using a scale from 1 to 5, where 1 indicates no impact and 5 represents an extremely high impact

16 Regina Becker, Davit Chokoshvili, Edward S Dove, Legal bases for effective secondary use of health and genetic data
in the EU: time for new legislative solutions to better harmonize data for cross _ -border sharing?, International Data Privacy
Law, Volume 14, Issue 3, August 2024, Pages 223246

17 Tehdas (2025)

18 Tamara Hoveling, Anne Svindland Nijdam, Marlou Monincx, Jeremy Faludi, Conny Bakker,

Circular economy for medical devices: Barriers, opportunities and best practices from a design perspective

19 European Commission (2020)

20Eyropean Commission (2024)

21 NHS (2025)
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signal a broader global movement toward sustainability in healthcare procurement and technology
deployment. National -| e v e | ef forts, Esacenbeptiansdes Bsendcascneimésiques en santé
initiative, further illustrate the growing emphasis on sustainable digital health infrastructure. This
programme provides a structured approach to evaluating and reducing the carbon impact of health
information systems through eco -design principles, suppo rting environmentally responsible innovation at
both technic al and organisational levels 22. Although not yet a dominant driver or barrier, the environmental
dimension presents a forward -looking opportunity. Embedding green principles into digital health strategies
through sustainable infrastructure, ESG -aligned procurement, and carbon reporting will be essential for
aligning digital i nnovation with t hterm Bedlthcare ediliencea t e

2 - Agence du numArique en santA (2025)

33

targ


https://eval-carbone-sih.esante.gouv.fr/eco-conception

Observatory for digital health technologies in  Europe * Final Report cquw\wqinvent

4 Digital Health Market Supply Analysis

To provide a comprehensive overview of the digital health technology market in the EU, this section focuses
on understanding the competitive structure and dynamics of the sector, an essential foundation for
evidence-based policymaking and strategic investm ent planning. The analysis is based on four key
components:

A Market mapping and segmentation , which classifies digital health technologies into five overarching
categories and examines them across six key dimensions: technology type, care delivery setting, medical
domain, end-user type, and the geographical distribution of vendors.

A Strategic and market dynamics of digital health vendors , drawing on insights from the digital health
vendors survey to assess investment patterns, operational challenges, innovation strategies, and growth
trajectories, offering a detailed picture of how market actors are responding to an increasingly dynamic
environment.

A Financial trends analysis , evaluating the scale, direction, and evolution of capital flows into digital
health, and their influence on market development. This includes coverage of both EU27 Member States
and selected non-EU regions across major global markets.

A Market readiness assessment of emerging technologies , offering insights into innovation pathways,
levels of market maturity, and priority areas for future growth, focusing on cutting -edge solutions such
as Al, virtual care platforms, and digital twins.

These components will be synthesised in a Comprehensive Market Structure and Competitive Landscape

Analysis , integrating insights from the strategic and market dynamics of digital health vendors, financial

trends analysis, emerging technologies market readiness assessment, and market mapping and
segmentation. Leveraging Port ersissondelidates diiersersapplyssidé daame wo r |
to evaluate key factors (such as market composition, entry barriers, strategic dependencies, and competitiv = e

positioning) with the aim of informing EU policy decisions and identifying strategic opportunities for digital

health market development.
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4.1 Digital Health market mapping and segmentation

Market Mapping and Segmentation Key Takeaways
Global and European vendor distribution

A Thedigital health technology market remains globally concentrated . The United States accounts
for 63% of all identified vendors, with the EU27 collectively underrepresented. Within the EU,
Germany and France lead in vendor count, but 15 Member States report five or fewer vendors,
reflecting substantial intra -EU disparities in digital health maturity and ecosystem
development .

Technology focus and innovation profile

A EU27 vendor portfolios are predominantly oriented towards core health IT systems. Health data
management, diagnostic, and clinical workflow solutions represent 67% of all technologies, while
administrative tools account for a further 18%. Conversely, emerg ing technologies (7%), trust -
enabling solutions (6%), and digital technologies for genomics (2%) remain limited, pointing to a
stronger focus on operational modernisation than frontier innovation

Patient value chain and organisational alignment

A Vendor offerings are concentrated around the diagnosis (230 solutions), and treatment (131)
stages of the patient value chain. Most solutions are designed for tertiary and secondary hospitals
(362), as well asclinics and ambulatories (321), suggesting a strong orientation toward hospital -
based, specialist care . Public health, home care, and preventive services are less frequently
targeted.

End users and clinical domains

A Mosttechnologies are aimed at healthcare professionals  (289) and administrators (150), with only
a small proportion explicitly targeting patients. While this may reflect vendor focus, it may also stem
from dataset limitations in capturing multi -user or patient -facing functionality. Among clinical
domains, oncology, radiology, and cardiology are the most represented, consistent with the
diagnostic emphasis of the broader vendor landscape.

External actors play a strategic role in key enabling technologies

A A qualitative review of non -EU27 vendors commercially active in the EU27 market reveals potential
dependencies in several foundational domains. Vendors headquartered outside the EU, primarily in
the United States and the United Kingdom, are strongly represented in  trust -enabling
technologies (e.g. cybersecurity, governance, compliance), as well as in Al-powered clinical
assistants , data analytics platforms , and genomics -related technologies . These findings
highlight a reliance on non -EU suppliers for cross-sectoral digital infrastructure and emerging
technol ogies that are critical to the EU-s fut

4.1.1Methodology and definitions for market mapping and
segmentation

To support a structured understanding of the digital health market in Europe, the study developed a
comprehensive vendor mapping covering the EU27 and international countries. The objective was to
produce a scalable dataset capturing the distribution, scop e, and technology focus of digital health
suppliers, forming the empirical basis for market mapping and segmentation analysis.
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Capgomini@invent
Definition of Technologies

The mapping was built on standardised technology market definitions, detailed in ~ Annex Al , comprising 45
distinct technologies across 25 subcategories, grouped into 5 main technology categories, as shownin Table

1.

Table 1: Technology Categories, Technology Subcategories and Example of Technologies Mapped

Technology

Category

Definition

Technology
Subcategories

Examples of
Technologies Included

Health
administrative
and

Digital solutions that
support the
administrative, financial,

 Clinical and non-clinical

resource management,

1 Patient services - back-

1 Pharmacy

Management
Systems,

technologies
for genomics

enable the analysis,
interpretation, and clinical
use of genomic and
biomolecular data to
support precision
diagnosis, risk prediction,
and personalised care
delivery.

solutions for genomic
research,

Computing platforms and
software for genome
sequencing,

Genomic data ecosystem
and collaborative
platforms,

Genomic insights and
clinical translation
platforms

operational and logistical operations end operations, i Patient appointment
information of healthcare providers, { Patient services - front scheduling/eBooking
management including systems for end operations systems,
systems patient management, 1 Patient access and
resource scheduling, front -end services
workforce coordination, (e.g. patient apps,
assets and supply chain patient portals)
management? enabling
streamlined, efficient, and
resilient care delivery.
Health data Digital solutions that 1 Clinical documentation |1 Electronic Health
management, enable the collection, and workflow Record (EHR), Clinical
diagnostic and management, analysis, management, Decision Support
therapeutic and exchange of health § Clinical documentation Systems (CDSS),
workflow data, while supporting and workflow 1 Emergency care /
management diagnostic, treatment, and management - Emergency
systems care coordination Departmental Department
workflows across solutions, Information Systems,
healthcare settings. {1 Digital solutions for 1 Laboratqry
medical imaging, Information
1 Electronic Health Management Systems
Record (EHR), (LIMS),
| Virtual care, remote f Medical imaging
health delivery and analytics and Al,
monitoring, and 1 Remote monitoring
patient health and connected
engagement devices platforms/
solutions
Digital Digital solutions that Advanced analytical, Advanced analytical

solutions for genomic
research,

Genomic data ecosystem
and collaborative
platforms

Emerging
Digital Health
Technologies

Innovative, early -stage
digital technologies 2
including Al diagnostics,
digital patient twins,

Al-Based Hospital Early
Infection Warning
Systems, AFPowered
Diagnostic Tools, Next-

Biological Sensors,
Virtual Human
Twins/Digital Patient
Twins
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Technology
Category

Definition

immersive virtual care, and
biosensors? that are
expanding the boundaries
of personalised,

predictive, and proactive
healthcare delivery.

Europe % Final Report

Technology
Subcategories

Generation Virtual Care
and Patient Monitoring,
Novel Biological Sensors,
Virtual Human
Twins/Digital Patient
Twins

Capgomini@invent

Examples of
Technologies Included

Trust: privacy
and
cybersecurity
technologies

Digital solutions that
protect health data,
ensure system integrity,
and maintain trust in
digital healthcare through
robust cybersecurity,
privacy, and compliance
mechanisms.

Business continuity and
disaster recovery, Data
security technologies,
Endpoint security,
Governance, risk and
compliance management,
Identity and access
management, Security
analytics software and
SOC solutions

Business continuity and
disaster recovery, Data
security technologies,
Endpoint security,

Source:

®l-hnouse

Consortium-s

or internally

Study

devel oped

Team Definitions

systems

and Mar k

wer e

et

excl

though their relevance is discussed based on qualitative inputs from stakeholder interviews. The full
methodology used to map and classify digital health te chnology vendors is explained in detail in Annex A2.

The final dataset and the definitions developed for the market mapping and segmentation are also applied
in the following sections, supporting comparative analysis and granular estimates by selected technology
type, geography, and provider segment.

Vendor and Product Identification Methodology

The identification of vendors and products was conducted using a hybrid methodology that combined
proprietary IDC datasets 2* with reputable external databases, including S&P Capital IQ 2* and Dealroom 25,
The process applied industry -standard NACE?® codes and sector-specific keyword tagging to identify
companies active in the digital health space.

During the analysis phase, the Consortium identified several limitations associated with the classification
systems employed by these data sources. These systems, designed for broad industry categorisation, often

lack the granularity required to accurately

represent digital health technologies. Consequently, classification

inconsistencies and incomplete data posed challenges to achieving comprehensive coverage and precision.

To address these limitations, the Consortium introduced a multi

the quality and robustness of the dataset. This included:

A Al-assisted classification of vendors and their solutions;

A Web scraping of official vendor websites for product verification;

-layered validation framework to enhance

A Manual validation and enrichment by domain experts to ensure accuracy in vendor profiles and product

categorisation.

As detailed in Annex A2 * Methodology for Market Mapping and Segmentation, the mapping process
involved extensive manual classification and validation of vendor data to ensure consistency and
completeness across multiple dimensions. This included harmonising sources, addressing data gaps, and
reconciling inconsistent classifications. While certain limitations persist, particularly regarding coverage
depth and granularity, the result is a curated, structured database that serves as a reliable foundation for

23 Refer to Annex A2 for the complete methodology.
24 S&P Global Market Intelligence, S&P CAPITAL 1Q

25 Dealroom

26 The Statistical Classification of Economic Activities in the European Community
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further market analysis. Although there is a recognised need for more granular and continuously updated
data, the current version represents a robust initial benchmark. Datasets of this breadth and organisation
are not typically available in the marketplac e, making this a valuable contribution to the digital health
evidence base.

4.1.2Digital Health market mapping - analysis

The market mapping exercise identified 690 companies worldwide , spanning both EU27 and non-EU
regions, and classified 1,375 digital health solutions  through the framework described above in Table 1,
illustrating the diversity and distribution of vendors and product portfolios.

The pie chart in Figure 8 illustrates the global distribution of digital health vendors in 2025, highlighting a
highly geographically concentrated market. The United States dominates the global landscape accounting
for 63% of all vendors captured in the dataset. The United Kingdom (8%) and Germany (8%) follow as the
next most represented countries, reflecting their established digital health ecosystems. France (4%) and
Canada (4%) also show notable presence, alongside Japan (3%),the Netherlands (3%), and Sweden (3%).
Rounding out the top ten are Australia, Switzerland and China, each with 2% of the identified vendors. The
chart provides a snapshot of where vendors are geographically concentrated by country, signalling amarked
transatlantic imbalance, with the EU27 collectively underrepresented.

Top 10 Countries Worldwide by Number of Digital Health Vendors, 2025

3% 2% 2%
3%

3%

4% =DE

8%

8%

Figure 8: Leading Countries Worldwide by Number of Digital Health Vendors (2025)
Source:Cons or t i elaborationdaadtanalysis, March 2025

Figure 9 shows the number of digital health vendors in 2025 across the five EU27 regions, as defined in

Annex A2. The DACH region records the highest number of vendors (47), followed by Central and Eastern

Europe (44), Northern Europe (42), and South and Western Europe (40). The Benelux region registers the
lowest number, with 23 vendors captured in the dataset. Thi s regional lens highlights a distribution that is

both diverse across the EU27 and concentrated in specific areas, particularly in the DACH region and, to a
lesser extent, Benelux. The breakdown is consistent with the segmentation used throughoutt he report,
including in the market sizing and growth forecast analysis (see section 5.5), and provides a structured basis
for comparing vendors presence across the EU27.
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Number of Digital Health Vendors by EU27 Region, 2025

50

47

40

30

20

Benelux Central and Eastern Europe DACH Northern Europe South and Western Europe

Figure 9: Distribution of EU27 Vendor Across the EU27 Regions (2025)

Source: Consortium-s data el aboration and analysis, March 20

Figure 10 presents the number of digital health vendors in 2025 by individual EU27 Member State. Germany
reports the highest number, with 45 vendors, followed by France (26), the Netherlands and Sweden (15
each), and Italy and Finland (11 each). Other countries with more than five vendors include Denmark (10),
Poland and Spain (8 each), and Ireland (6). The remaining Member States are characterised by lower levels
of representation, with 15 countries registering five or fewer vendors. This distribution provides a cou  ntry -
level view of vendor presence across the EU27 and complements the regional analysis presented Figure 9.
It also offers a reference point for understanding national -level ecosystems and their role within the broader
European digital health landscape.

Number of Digital Health Vendors by Country in the EU27, 2025
50

DE FR NL SE IT Fl DK PL ES IE BE SK BG EE PT RO LU AT cz HR  HU LT Lv sl Y GR MT

Figure 10: Number of Digital Health Vendors by EU27 Country (2025)
Source:Cons or t i wlaborationdaadtanalysis, March 20257

Building on the previ ous -gveldisttibution, iFigusei Hlhshedsilight an the ount r
technological focus of EU27 vendors - based on the technology categories defined in  Annex Al revealing a

27 All 27 EU Member States are represented with at least one identified vendor. However, due to limitations in the
granularity and classification accuracy of the source databases (see Market Mapping and Segmentation + Methodology
and Definitions Overview section above), certain countries may be underrepresented in the final dataset.
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concentration in traditional health IT systems. Most EU27 vendors (67%) are active in health data
management, diagnostic, and therapeutic workflow management systems. A further 18% focus on health
administrative and operational information management syste ms. Portfolios that include emerging digital
health technologies account for 7%, while trust -enabling technologies (such as privacy and cybersecurity)
represent 6%. Digital technologies for genomics are present in 2% of vendor portfolios. This classificat ion
offers a structured view of vendor portfolio orientation and serves as a basis for analysing the distribution

of technology capabilities across the EU27 and it
seems more focused on operational and core systems modernisation than frontier innovation.

EU27 Vendor Portfolios by Technology Category, 2025

m Digital technologies For genomics

® Emerging Digital Health Technologies

= Health administrative and operational
information management systems

= Health data management, diagnostic and
therapeutic workflow management systems

Trust: privacy and cybersecurity technologies

Figure 11: Distribution of EU27 Vendor Portfolios by Technology Category (2025)
Source:Cons or t i elaboratiordaadtanalysis, March 2025

Figure 12 shifts the focus from portfolio categories to the specific technologies (as defined in Annex Al)
most frequently found in EU27 vendor offerings in 2025. This view disaggregates vendor portfolios by
specific technologies, bypassing the intermediate subcategory layer defined in the methodological
taxonomy. The most frequently represented technologies include medical imaging analytics and Al (30
vendors), EHRs (26), and health data platforms or analytics tools (26). Clinical workflow optimisation tools
and Al-/GenAl-enabled clinical assistants are present in 23 vendor portfolios. Other commonly identifi ed
technologies include radiology information systems (PACS/RIS) and telehealth platforms (17 each), patient
portals and front -end services (14), interoperability and health information exchange systems (13), clinical
decision support systems (12) and pati ent appointment scheduling systems (11). This breakdown offers a
more granular view of the functional capabilities prioritised within the EU27 vendor landscape.

Top 10 Technologies Most C ly Found in EU27 Vendor Portfolios, 2025

35

Medical imaging EHR Health Data Clinical workflow Picture Archiving Telehealth/ Patient accessand  Interoperabilityand  Clinical Decision  Patient appointment
analytics and Al Platforms/ optimization tools Communication telemedicine front-end services Health Information Support Systems  scheduling/ eBoaking
Analytics platforms  and Alf GenAl enabled Systems/ and virtual care (e.g. patient apps, Exchange (HIE) (cDss) systems
clinical assistants ~ Radiclogy Information  platforms/solutions  patient portals) Systems
Systems (PACS/RIS)

Figure 12: Top 10 Technologies Most Commonly Found in Vendor Portfolios in the EU27 (2025)

hi gh

Note: Figures refer to number of vendors. Source: Consortium
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The next four figures present the distribution of vendor records across additional healthcare -specific
mapping dimensions : Pa®ent Care Value Chain ,HeaBhcare Providers Targeted ,End®ser , aviedical ®

Conditions Addressed . These di mensions were refined and aggregat

to improve consistency and enable meaningful analysis and visualization, as described in the Mapping
methodology (see Annex A2 ). Solutions may be mapped to more than one category within each of the four
dimensions, depending on their scope and functionality. For example, a diagnostic tool may also contribute
to prevention or treatment, and a solution may target multiple user groups or provider types. As a result,
the total number of records shown acr oss the figures exceeds the number of unique vendor solutions.

While the first three dimensions provide relevant insights into how vendor solutions align with stages of the
patient care pathway, provider types, andend -us er g r o WMpdical Canditiens ® di mensi on
interpreted with caution. The dataset contains only a limited number of entries with explicit condition
targeting, and verification required manual review of product descriptions. Where this link could not be
clearly established, the field was left blank + either because it was not applicable (as i n t he Trssts e

s hou

of

privacy and cybersecurity technologies ) or because the solution addressed

medical domains (e.g. EHRS.

EUZ27 - Distribution of Digital Health Technologies Across the Patient Value Chain

Prevention

Diagnosis

-

Recovery and Disease Management

All stages

Figure 13: Number of Digital Health Technologies Offered in the EU27 by Stage of
the Patient Care Value Chain (2025)

Source: Consortium-s data el aboration and analysi s, March 20

they serve more than one stage of the patient value chain. Therefore, the total number of technologies exceeds the number
of unique solutions.

Figure 13 presents the distribution of digital health technologies developed by EU27 vendors across the
patient value chain. The largest concentration of solutions is found in the diagnosis stage (230), indicating a
strong emphasis on supporting clinical evaluation and decision-making processes. This is followed by
treatment (181), reflecting the development of tools that aid in therapeutic interventions and care delivery.
Technologies supporting recovery and disease management (96) and prevention (82) are less preva lent but
still represent important areas of activity. A smaller number of solutions (62) are designed to address all
stages of the care pathway. The data highlights the dominant role of diagnostic and treatment -focused
technologies within the EU27 vendor | andscape.
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EU27 - Distribution of Digital Health Technologies Across Targeted Healthcare Organizations
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Figure 14: Number of Digital Health Technologies Offered in the EU27 by Targeted Healthcare Organisations

Source: Consortium-s data el aboration and analysis, March 20
many solutions are designed to support various types of healthcare organizations and settings. Therefore, the total number
of technologie s exceeds the number of unique solutions.

Figure 14 presents the distribution of digital health technologies developed by EU27 vendors based on the
type of healthcare organisation they are designed to support. Most solutions target tertiary care hospitals
(270) and clinics and ambulatories (216), indicating a strong focus on specialist (hospital -tertiary care)
and outpatient care environments . A significant number also address secondary care hospitals (192) and
laboratories and diagnostic centres (105), reflecting the high share of solutions geared toward clinical
workflows and diagnostic infrastructure . Fewer technologies are directed at primary care settings (86)
and home care (46), while public health services (9) are the least represented. A small group of solutions (23)
are designed for use across all healthcare settings. Taken together Figure 13 and Figure 14 offer
complementary perspectives on the focus of EU27 vendor solutions, indicate that vendor activity is
concentrated in hospital -based care, aligned with core clinical functions

EU2T - Distribution of Digital Health Technologies Across End User Type

Administrators and Managers

Healthcare Providers

Patients

Figure 15: Number of Digital Health Technologies Offered in the EU27 by End User Group

Source: Consortium-s data el aboration and analysis, March 20
they serve more than one type of end user simultaneously for example, a remote patient monitoring device used by both

patients and healthcare providers at the same time. Therefore, the total number of technologies exceeds the number of

unique solutions.
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Figure 15 presents the distribution of digital health technologies based on the primary end users they are
designed to serve. The largest share of solutions targets healthcare providers  (289), underscoring the
predominance of technologies that support clinical workflows, diagnostics, and care delivery . A
substantial number of solutions also address the needs of administrators and managers (150), particularly in
relation to system operations, planning, and data governance. By comparison, only 83 solutions are recorded
as targeting patients directly. How ever, this figure should be interpreted with caution, as the dataset may
not fully capture all patient -facing functionalities, particularly in cases where the end user is not explicitly
stated or where solutions are designed for multi -user contexts. The distribution nonetheless reflects a
continued emphasis on institutional users within the EU27 digital health lan dscape.

EU27 - Distribution of Digital Health Technologies Across Medical Conditions/Specialties

Diabetes
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Chronic Diseases

Pain management

Pneumology

Figure 16: Number of Digital Health Technologies Offered in the EU27 by Medical Condition or Specialty

Source: Consortium-s data el aboration and analysis, March 20
they serve more than one type of end user simultaneously for example, a remote patient monitoring device used by both

patients and healthcare providers at the same time. Therefore, the total number of technologies exceeds the number of

unique solutions.

Figure 16 shows the distribution of digital health technologies developed by EU27 vendors that are explicitly
associated with a specific medical condition or clinical specialty. The highest number of solutions target
oncology (29), radiology (28), and cardiology (21 ), followed by smaller numbers addressing mental health
(10), neurology (6), orthopaedics (6), and other conditions such as diabetes, radiotherapy, and chronic
diseases. This figure complements the analysis in Figure 13 by illustrating not only which stages of the care

pathway digital health technologies support, but also the specific clinical domains where they are more
frequently developed. For instance, the prominence of oncology and cardiovascular  -related technologies
aligns with the strong concentration of solutions in the diagnosis stage , Where imaging, monitoring, and

early detection tools are often prioritised. However, this data should be interpreted with caution. The field
was populated only when a clear association between a solution and a medical condition could be
established, resulting in a more limited subset of entries for this dimension
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4.1.3Digital Health market mapping zxinsights on strategic
dependencies

The market mapping enables a qualitative and illustrative analysis of non -EU27?% vendors commercially

active in the EU27 digital health market, revealing potential strategic dependencies that warrant closer
monitoring. Based on the Consort i uraffot ewdficatios of publicly e t kno
available sources (primarily vendor websites), 91 companies headquartered outside the EU27 were

identified as offering digital health technologies in the 27 Member States. This identification relied on

observable indicators of commercial activity (e.g. website language, maps showing geographic presence, or
references to EU clients), which may not fully reflec
companies do not clearly disclose the geographies in which their solutions are actively marketed, sold, or

deployed.

Region of Origin of Non EU27 Vendors Present in the EU27, 2025

1%

mAmericas
= Americas - United States
m APeJC - Asia Pacific excluding Japan and China
m APJ - China (PRC)
APJ - Japan
EMEA - Europea Middle East And Africa

EMEA - United Kingdom

Figure 17: Geographic Origin of Non -EU27 Vendors Active in the EU27 Digital Health Market (2025)

Source: Consortium-s data el aboration and analysis, March 20

These vendors were found to offer a total of 175 distinct technologies, spanning a broad range of categories.
As shown in Figure 17, the majority originate from the United States (60%), followed by the United Kingdom
(18%) and Japan (11%). This regional distribution reflects a strong transatlantic and Anglosphere orientation
in the EU27 vendor landscape, underscoring the influence of external innovation ecosystems, particularly
those in the United States, in shaping technology availability and adoption within the EU27 market.

28 For the countries included in the non -EU27 vendor clusters refer to Annex A2
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Non EU27 Vendors Present in the EU27 Portfolio, 2025

m Digital technologies for genomics

mEmerging Digital Health Technologies
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workflow management systems
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Figure 18: Technology Portfolio Distribution of Non -EU27 Vendors Operating in the EU27 (2025)

Source: Consortium-s data el aboration and analysis, March 20

The technology portfolios of non -EU27 vendors in Figure 18 reveal a strong focus on health data
management and technologies for cybersecurity and compliance. Nearly half (49%) of all solutions relate to

health data management, diagnostic and therapeutic workflow systems, but a significant portion (24%)

addresses trust technologies such as privacy, cybersecurity, and digital infrastructure resilience. Additional
contributions include administrative platforms (12%), emerging digital health technologies (3%), and

genomics tools (12%). The data suggest that non -EU actors may play a large role in segments critical to the

EU-s digital health transition, parti cu lcantrit lyealthcaye enab |
systems.

Top 10 Technologies Offered by Non EU27 Vendors Present in the EU27, 2025

11 11 11

Data security  Clinical workflow  Health Data Governance, risk Medical imaging Advanced Interoperability Endpoint security Emergency care / Security analytics
technologies optimization tools Platforms/ and compliance  analytics and Al analytical and Health Emergency  software and SOC
and Al/ GenAl Analytics management solutions for Information Department solutions
enabled clinical platforms genomic research  Exchange (HIE) Information
assistants Systems Systems

Figure 19: Top 10 Technologies Offered in the EU27 by Non -EU27 Vendors (2025), number of vendors

Sour ce: Consortium-s data el aboration and analysis, March 20

Figure 19 reinforces this insight. Among the ten most frequently offered technologies by non  -EU27 vendors,
commercially present in the European Union are data security , governance and compliance platforms
endpoint protection , and software supply chain security and risk management . These four technologies
fall within the trust category , which encompasses crosscutting digital infrastructure designed for general
application across sectors (including finance, government, and industry) not healthcare specifically. Their
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presence in the digital health domain reflects the strength of non -EU IT and cybersecurity firms in
providing essential building blocks for digital trust . Notably, the market mapping reveals that no EU27-
headquartered vendor currently offers software supply chain security and risk management solutions ,
pointing to a critical dependency in a high -risk and increasingly strategic domain. Two additional
technologies, Al-/GenAl -enabled clinical assistants and health data platforms and analytics tools, also
appear frequently and belong to health data management category. Their presence further illustrates the
role of non-EU vendors in supporting advanced analytics and decision-support capabilities within EU
healthcare environments.

While the analysis is based on limited data and anecdotal evidence, constrained by the availability and
transparency of publicly disclosed information, the findings nonetheless highlight the importance of
systematically monitoring geopolitical and technolo gical dependencies in the digital health sector. The
anecdotal evidence suggests a growing reliance on non  -EU vendors in several foundational areas,
including cybersecurity , clinical Al, and compliance infrastructure, as well as in increasingly strategic
domains such as digital solutions for genomics  and other emerging technologies. These trends carry
important implications for the EU's long -term capacity to ensure secure, sovereign, and resilient digital
health ecosystems . As such, they can inform ongoing discussions around strategic autonomy, regulatory
alignment, industrial investment, and innovation policy at both EU and Member State levels.

4.2 Strategic and market dynamics of digital health vendors in the EU

This section provides an in-depth analysis of the strategic and market dynamics shaping the digital health

vendor | andscape across the European Uni on. I't draws o
European digital health technology companies , complemented by insights from expert interviews. The

analysis explores how vendors are navigating a rapidly evolving ecosystem characterised by technological

innovation, regulatory transformation, and systemic fragmentation. The findings span a wide rang e of

strategic dimensions, including market presence, growth priorities, R&D investment, revenue models,

regulatory compliance, cybersecurity, resilience, partnerships, and talent acquisition. Collectively, these

insights offer a comprehensive view of how digital health vendors are positioning themselves to scale,
compete, and respond to the shifting demands of Europe

By identifying both the emerging opportunities and the persistent structural challenges facing these
innovators, this section provides actionable evidence to support EU and Member State policy efforts aimed
at reinforcing the digital health ecosystem, thro ugh smarter regulation, targeted investment, enhanced
interoperability, and stronger cross -sector collaboration.
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European Union Strategic and Market Dynamic Analysis Key Takeaways

A

Vendor Footprint: Most EU digital health vendors have a national or regional footprint; only 11% report
customers outside Europe. A handful in France and Northern Europe have begun to branch out, but cross
border expansion remains the exception, underscoring how national p rocurement rules and market
heterogeneity keep the ecosystem highly localised. Expansion outside the EU is limited, with under 2%
identifying the US, Canada, or Asia-Pacific as growth priorities.

Growth Outlook: EU digital health vendors are cautiously optimistic: while 46% anticipate moderate growth
within the EU, 31% remain uncertain, and only 10% foresee strong expansion. This tempered outlook reflects
concerns over regulatory burdens, high compliance costs, an d fragmented reimbursement pathways, which
continue to hinder broader market potential despite promising opportunities.

Strategic Focus and Differentiation: EU digital health vendors compete by focusing on specialised niches
(50%), investing in AlI/ML (46%), and forming clinical partnerships (49%). Innovation remains central, with 52%
emphasising product development. However, alignment with broader health goal s is limited: only 26%
address population health priorities, 14% prioritise clinical validation, 17% focus on patient -centred design,
and just 13% adopt value -based pricing, highlighting a gap between vendor strategies and outcomes -driven,
user-focused care models.

Innovation and Emerging Technologies: 32% of EU digital health vendors invest over 20% of their budget
in R&D, prioritising patient outcomes (51%) and operational efficiency (46%). Key innovation drivers also
include regulatory compliance (41%) and interoperability (34%). AI/ML (23%) and Gene rative Al (20%) lead
emerging tech adoption, followed by robotics (27%) and biosensors (23%), seen as practical extensions of
current solutions. Investment in frontier technologies like AR/VR, 3D printing, and digital twins remains
limited and exploratory.

Revenue Models: Enterprise style licences (46%) and tiered pricing (47%) continue to dominate amongst EU
digital health vendors. Advisory and implementation services (41%) are a vital income stream, reflecting the
need for heavy localisation and integration work in fragme nted health systems. Subscription (33%) and
outcomes -based models (37%) are emerging but not yet dominant.

Partnership and Ecosystem Dynamics: For EU digital health vendors, collaboration with hospitals (51%),
tech firms (44%), and life sciences companies (41%) is key to clinical validation and product development.
However, limited engagement with academia (31%), regulators (20%), patient groups (7%), and investors
(4%) highlights missed opportunities to strengthen evidence generation, system integration, and user -
centred design.

Regulatory Strategies: EU digital health vendors face significant regulatory pressures: 40% cite MDR/IVDR
and 37% GDPR as major burdens, with EHDS and Al Act requirements rising. While most rely on in-house
compliance teams (51%) and external advisors (46%), engagement with regu lators is limited (13% national,
7% EU).

Patient Engagement and Accessibility: UserZentred design and inclusive interfaces (53%) are gaining
momentum, yet genuine co Zreation with patients is the exception rather than the rule. Limited feedback
loops and sparse educational support risk undermining adoption , echoing patient Zassociation concerns that
solutions are often built for patients, not with them.

Cybersecurity and Talent Pressures:  Cybersecurity threats (51%) and legacy infrastructure (44%) add to
cost burdens and constrain vendors- ability to ma
skilled talent remains intense, particularly in cybersecurity and data science.

Resilience efforts underway, but gaps remain  : 46% invest in internal R&D to reduce supplier dependency;
only 20% apply data sovereignty measures and just 13% use open standards, despite EU policy emphasis on
digital autonomy.
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4.2.1European Digital Heath vendors market presence

The vendor survey provides valuable insights into the current market footprint and strategic growth

ambitions of EU-based digital health vendors. Results show that most vendors have a highly localised

customer base , primarily concentrated in their country of headquarters ( Figure 20). This suggests a
predominantly regionalised ecosystem, where a " home market first" strategy  prevails and cross-border
expansi on, even within the EU-s -kEumopearrvenadrs appaar o betthe r e ma i
exception rather than the rule.

Only vendors based in France and Northern Europe report serving somewhat diversified regions, while data
from other regions indicates limited cross -border scalability and weak economies of scale. This
fragmentation undermines the development of a truly int  egrated EU single market for digital health. Global
presence is also minimal: aside from 11% of Spanish vendors reporting customers in the US, Canada, or Latin
America, no vendor group reported active clients in Asia, Africa, or the Middle East.

Although sample size limitations should be considered, the findings reveal a very limited international
commercial presence among EU digital health vendors, possibly indicating marginal global competitiveness.

Strategic growth intentions further reflect this  inward focus (Figure 21). Fewer than 2% of vendors cite the
US, Canada, AsigPacific, or the Middle East as current or future priority markets. The UK (6%) and other non -
EU European countries (4%) show limited customer engagement, though 16% and 11% of vendors,
respectively, identify them as growth priorities. This points to a latent interest in expansion  beyond EU
borders, particularly into the UK and neighbouring non -EU countries, but actual market penetration
remains low .

These patterns are consistent with the operational challenges reported by vendors within the EU (see  Figure
7 in Analysis of European Digital Health Market Drivers and Barriers section). Regulatory barriers and

compliance complexity , coupled with market fragmentation  and significant entry costs , collectively
discourage cross -border expansion and reinforce the siloed, country -specific nature of digital health

vendors' market presence. Interoperability issues further compound these challenges, as inconsistent data
standards and technical requirements make cross -country deployment costly and resource intensive. Finally,
as also emerging from executive interviews, economic pressures, such as margin constraints and

misaligned reimbursement models, may also lead many vendors to hesitate in pursuing international

growth without clearer return on investment prospects and more stable, predictable funding conditions.

The survey results reveal a digital health vendor landscape in Europe that is strong at the national level, but
cautious in both cross-EU and global expansion. This underscores the need for a dual-track strategy:
strengthening the internal market through regulatory harmonisation , while supporting global growth
via targeted regulatory alignment, strategic partnerships, and financial incentives.
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Figure 20: Cross regional customer base of EU Digital Health Vendors

Study: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. In which regions of the EU and beyond does your company currently have active customers? And
Q. Where are you company's headquarters located?
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Figure 21: Digital Health Companies Strategic Regional Growth

Study: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. Which regions/countries are your top priorities for market growth?
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Anecdotal Trends in Transatlantic Expansion of EU Digital Health Start -Ups

Anecdotal evidence from the vendor Mapping Exercise (see Section Digital Health market mapping and ) of
this report focusing on 25 EU27 -headquartered companies active in three frontier and emerging digital

health technologies, namely Digital Therapeutics (DTx), Virtual Human Twins, and Al -powered diagnostic
tools, suggests a growing trend of strategic exp ansion beyond the EU27. Among these, two technologies

are developed by Il arge multinationals (10, 000+ en
mid-si zed mul tinati onal (1,000+ empl oyees; over laddo
medium-si zed enterprises (SMEs), typically with few

revenue. They are, to be more precise a mix of start -ups and scaleups as defined in the Annex A2 -
Methodology for Market Mapping and Segmentation.

Of these 22 SMEs, eight currently show no discernible commercial or operational footprint outside the
EU27. One additional company has only limited indications of extra -EU market activity. However, 13
companies have established offices in the United Kingdo m or, more frequently, the United States. Many of
these firms have secured regulatory certifications such as Health Insurance Portability and Accountability
Act (HIPAA) compliance, FDA 510(k) clearance, or Breakthrough Device designation, while press relea ses
frequently highlight partnerships with U.S. payers and providers. In one notable case, a company was
acquired by a global pharmaceutical group, significantly expanding its international market reach.

While these findings are anecdotal, they are broadly consistent with the patterns identified in the financial
trends analysis in this section (please refer to Financial trends analysis -results). The analysis highlights a
pronounced disparity in digital health investment flows, with the EU27 significantly trailing the U.S. in both
deal volume and aggregate capital. Furthermore, as corroborated by qualitative insights from a leading
Healthtech in dustry association (see Annex B), the U.S. is widely seen as a more favourable environment for
digital health innovation and products' first launch. Key advantages include faster regulatory clearance
pathways, deeper venture capital ecosystems, and greater commercial traction with priva te insurers and
provider networks. These observations were also corroborated during the expert interview with
representatives of a MedTech association, who highlighted that greater availability of investment capital,
and more uniform market access conditions make the United States a more favourable environment for
launching new digital health medical devices.

Taken together, these observations underscore the structural challenges facing EU -based digital health
innovators in scaling their operations within the Single Market. The observed pattern of transatlantic
expansion reflects not only a search for growth ca pital but also a response to persistent differences in
regulatory agility, investment availability, and innovation adoption readiness. While the current analysis is
not statistically representative, it offers qualitative support for the broader conclusion that the EU
ecosystem, while dynamic, remains constrained by systemic factors that may limit its ability to retain and
scale high-potential digital health ventures.

4.2.2Market outlook and strategic sentiment

Survey responses (Figure 22) reveal a carefully optimistic outlook among digital health vendors operating
within the EU. While 10% expect strong growth and potential market leadership, 46% anticipate moderate

to cautious growth over the next four years. However, 31% express neutral or uncertain expectations,
suggesting a market rich in opportunity but still constrained by the barriers outlined in Figure 72° as well as
the volatility of global dynamics.

Outside the EU, vendor sentiment is marked by greater uncertainty, though not necessarily pessimism.
Among the smaller subset of vendors active in non -EU markets, 46% report a neutral outlook, and only 8%
foresee significant challenges. This indicates that global expansion is limited not due to perceived hostility,

2 In the vendors survey rrespondents particularly highlighted key barriers such as regulatory complexity, lack of
interoperability and standardisation, margin pressures, and market entry obstacles created by incumbent players

50



Observatory for digital health technologies in  Europe * Final Report Capgw/\/\b/\iQinvent

but rather unfamiliarity. Non-EU markets are viewed as less explored, not inherently more difficult.
Vendors recognise their potential but remain cautious due to uncertainties around regulation, and market
access.

Consequently, the EU remains the primary arena for near -term growth . However, its complexity and
fragmentation continue to present challenges. Turning cautious optimism into sustainable expansion will
require coordinated policy interventions, particularly in the areas of regulatory harmonisation, investment
predictability , and coherent digital infrastructure development.

50%
46%

40%

30%

27%

20%

19%

13%

Percent of Respondents

10%

10%

0% .
Strong growth

Growth concerns, Neutral/ Cautious growth, Growth, adapting
significant challenges Uncertain outlook facing challenges to uncertainties and leadership
mEU market = Non-EU market

Figure 22: Market outlook and sentiment

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70. Note: Data for NorEU market has a low base size, as this question was asked only to vendors that
said they are operating outside the EU. Q. What is your organisation's overall outlook for the next four years in both the EU
and the broader non-EU digital health markets, if applicable?

4.2.3Strategic focus of EU Digital Health vendors

Survey results (Figure 23) indicate that EU digital health vendors are adopting varied yet targeted and
innovation -led strategies to drive sustainable growth over the next four years.

Half of the respondents (50%) prioritise market leadership within a specific niche , signalling a strategic
shift toward specialised, high -value solutions. In parallel, 46% are investing in AI/ML and other emerging
technologies , improving their positioning in the advanced digital health applications space.

While specialisation dominates, 39% of vendors continue to focus on building comprehensive digital
health portfolios +suggesting that platform -based models and integrated end -to -end offerings remain
important for market competitiveness. Additionally, 30% highlight geographic or segmental expansion as a
growth priority, revealing latent ambition for cross -border scaling * despite such ambitions currently being
constrained, as previously discussed.

Aligning growth strategies with critical healthcare needs (such as chronic disease, aging, and equitable
access to services)appears to be a lower priority compared to technology -driven ambitions , with only
26% of vendors focusing on it. Even lower emphasis is placed on clinical validation (14%), operational
efficiency (10%), and mergers and acquisitions (3%). This points to a vendor landscape where scaling and
evidence generation are not yet cent ral strategic levers.

Overall, the data suggest a clear opportunity for EU policy to play a more active role in steering vendor
innovation towards population health priorities and promoting outcomes -based, evidence-driven digital
health development.
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Figure 23: Vendors Priorities for Growth

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70. Q. What are your organisation-s pri
growth over the next four years?

4.2.4Competitive positioning and differentiation strategies

EU digital health vendors are pursuing competitive differentiation through a mix of product innovation,
strategic partnerships, and local adaptation ( Figure 24). Over half of the respondents cite product
innovation and investment as their primary competitive lever, reflecting a focus on technological
distinctiveness and first -mover advantage . This is closely followed by strategic partnerships with
healthcare organisations (49%), underscoring the importance of co-development and clinical integration
for market penetration and trust -building within the European context.

The operational imperative to navigate diverse regulatory environments and adapt to fragmented health
systems across EU Member States is once again underscored by the 41% of respondents who prioritise
solution customisation to local needs.

While data-driven approaches (37%) and a focus on clinician experience (31%) are emerging as relevant
strategies, patient -centred design (17%) and value-based pricing models (13%) remain significantly
underutilised. The growing emphasis on analytics and clinician -focused innovation is a positive
development that can support adoption; however, the limited attention to patient  -centred design risks
undermining long -term engagement, especially in areas such as chronic disease management and preventive
care. Moreover, it is noteworthy that, despite increasing policy emphasis, outcomes -based payment models
have yet to gain meaningful traction in vendor strategies C.

These findings highlight an opportunity for public authorities to reinforce initiatives supporting real -world
evidence (RWE) platforms that can underpin value -based care models. They also underscore the need to
advance a European framework for human -centre d design in digital health by incentivising the inclusion of

%0 0outcomes -based payment models refer to reimbursement or funding mechanisms in which payment is contingent on
the achievement of specific, measurable health outcomes in real -world use, rather than being based solely on product
purchase or usage volume. These models shift the focus from paying for a product (e.g., a wearable device or digital
platform) to paying for the value it delivers (e.g. , improved patient adherence, reduced hospital admissions, or better
disease management). In these models manufacturers or technology vendors may share financial risk with payers (e.g.,
public insurers, hospitals) by agreeing to reduced or delayed payments unless agreed -upon health outcomes are
achieved. These models rely heavily on the ability to collect, trac k, analyse and validate real -world evidence . They also
necessitate updated frameworks to assess and certify digital solutions not only for safety and performance but also for
clinical and economic outcome .
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user experience (UX) testing, patient involvement, and clinician feedback in public procurement processes
and innovation funding calls.
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Figure 24:. Competitive and Differentiation Strategies

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70. What are your organisation's key competition and differentiation strategies for achieving success
in the digital health market?

4.2.5R&D allocation and investment priorities

EU digital health vendors are pursuing a measured yet purposeful approach to innovation, as evidenced by
survey responses on R&D investment strategies. While 32% of vendors (particularly larger companies and
medical device firms) invest over 20% of their b udget in R&D, the majority allocate between 6% and 20%.
These investment levels are broadly in line with those seen across the wider software and IT services
sectors?®?, reflecting a balanced but strategic commitment to innovation (Figure 25). R&D priorities show
encouraging alignment with healthcare system needs (Figure 26): 51% of vendors focus on improving
patient outcomes and experience, and 46% target operational efficiency. This reflects a positive
convergence with provider priorities and growing recognition of end  -user experience as a key competitive
differentiator in digital health -an area historically underleveraged.

Compliance with evolving regulatory frameworks and the push for technical standardisation are also
shaping R&D agendas . Forty-one percent of vendors are investing in alignment with major EU regulations,
including GDPR, the EHDS, and the Al Act, while 34% are focusing on enhancing interoperability and
seamless data integration across systems.

These findings highlight the importance of continuing to strengthen R&D efforts that prioritise health
outcomes, regulatory compliance, and standards -based integration, ensuring digital health innovation is
both patient -centred and ready for system -wide adoption.

31 See for example: BCG5S ol vi ng Software-s R&D Conundrum
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Figure 25: R&D Budgets

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70. Q. What percentage of your organisation's budget is allocated to R&D?
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Figure 26: R&D Objectives

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. What are the primary business objectives driving your company's R&D investments?

4.2.6Revenue models and strategies

EU digital health vendors interviewed ( Figure 27) rely primarily on traditional product -centric revenue
structure and enterprise pricing models , with 47% identifying tiered pricing based on customer size or
geography, and 46% citing one -time licensing fees as their highest revenue -generating strategies. This
reflects a market where institutional procurement and upfront capital expenditure remain the norm,
particularly in public healthcare systems with generally longer purchasing cycles.

A significant proportion of vendors (41%) generate substantial revenue through consulting and
implementation services, highlighting the operational reality that digital health solutions in Europe
often require customised deployment, regulatory adaptation, and local integration . This aligns with
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broader findings on system fragmentation and reinforces the strategic importance of localisation. In the
fragmented EU health systems landscape, vendor revenue is not solely driven by products, but by the ability
to deliver tailored, compliant, and integra ted implementations. While this business model adds complexity,
it also reflects the high demand for local expertise and system -specific configuration.

Nevertheless, emerging models are gaining traction . Thirty-seven percent of vendors report revenue from
outcomes -based or risk -sharing models , and 33% from subscription -based pricing , indicating that some
companies are beginning to integrate value -based and recurring revenue strategies. These approaches are

more closely aligned with healthcare providers- focus
aswellas withthebroader | T i ndustry t-aeeadviioevarldu Riasess maydpert s. Fr
use models remain marginal, reinforcing the predominance of enterprise and institutional sales over

consumer-focused approaches.

Tiered pricing based on customer size or geography

One-time licensing fees for software solutions

Consulting system implementation services

Outcomes-based pricing or risk sharing models tied to clinical, technical, or economic
performance

Subscription-based pricing models 33%

Pay per use 23%

Freemium models with paid premium Features

20% 40% 60%
Percent of Respondents

Figure 27: Revenue Streams and Pricing Strategies

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. Which revenue streams/pricing strategies generate the highest revenue for your organisation?

4.2.7Patient engagement and accessibility strategies

When asked about strategies to improve patient engagement and accessibility, surveyed digital health
vendors increasingly emphasise user-centred design and digital inclusivity ( Figure 28). A majority (53%)
prioritise intuitive, patient -centric interfaces, while 43% incorporate accessibility features to address the
needs of diverse populations. In parallel, 47% identify data privacy and security as essential to building trust

in digital he alth solutions.

Despite growing attention to design and safety, active patient involvement remains limited . Only 34%
of vendors engage patients through feedback or co -development processes, and just 24% offer education
or support tools to help users navigate digital solutions. Adoption of behavioural engagement strategies,
such as gamification or rewards, is even lower, at 6%. This gap was also highlighted in expert interviews with
patient associations, who emphasised that patient involvement is frequently overlooked. Whil e companies
often cite the cost of involving patients early in the development process, they tend to underestimate

the downstream consequences, including lower adoption and adherence, the need to redesign features
post-launch, or even product recalls related to patient safety issues, particularly with connected devices.
These findings point to a recurring challenge: many digital health solutions a re still developed for patients,
but not with them.
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In addition, only 21% of vendors report integrating their tools with existing patient workflows, and just 14%
prioritise collaboration with providers to support engagement. These gaps highlight the need for stronger
alignment between digital health tools a nd the realities of everyday care delivery. Strengthening co -creation
practices, embedding support mechanisms, and ensuring workflow integration will be key to advancing
inclusive, effective, and patient -empowering digital health solutions across Europe.

Patient-centric design (e.g., intuitive interfaces or multilingual support)

Enhancing data privacy and security

A Focus on accessibility and inclusivity features

Patient feedback and collaboration (including feedback during development and patient

communities) 34%

Patient education and support tools (apps, webinars, or customer service)

A focus on integrating products with existing patient workflows

Provider collaboration 14%

Patient engagement incentives (e.g., gamification or rewards) 6%

272.

20% 40% 60%
Percent of Respondents

Figure 28: Patient Engagement and Accessibility Strategies

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. What are your organisation's top strategies for enhancing patient engagement and accessibility
with its digi tal health solutions?

4.2.80ptimising Digital Health value propositions through
emerging technologies

EU digital health vendors are directing their technology investments toward more clinically actionable
solutions (Figure 29). Robotics (27%) and advanced biosensors (23%), including wearable, ingestible, and
implantable devices, are among the top areas of focus. The Internet of Things (IoT) platforms and
technologies also represent a priority investment area for 19% of vendors , highlighting their role in enabling
connected devices and the integration of sensor -generated data. These investment patterns reflect a
strategic alignment with rising demand for precision medicine, remote monitoring, and connected health
interventions, advancing the broader goals of personalised care and workflow optimisation across
healthcare systems.

Artificial intelligence (Al) is emerging as a strategic investment priority among EU digital health vendors,
with 23% investing in AI/ML and 20% in Generative Al. This reflects growing interest in both traditional
algorithms and newer language -based models, supporting a range of clinical and operational applications.
The level of investment confirms that Al is rapidly moving up the innovation agenda; however, its safe and
effective integration will depend on the establishment of clear regulatory and ethical frameworks.
Cybersecurity capabilities (21%) are also seen as critical enablers, reinforcing the importance of secure and
interoperable infrastructures for managing sensitive health data. In contrast, technologies such as digital
twins, augmented and virt ual reality (AR/VR), 3D printing, and high -performance computing are attracting
more limited, but targeted, investment, suggesting they remain in early -stage exploration rather than
broader market adoption.
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Technologies with longer time horizons, such as brain -computer interfaces, nanotechnology, drones, and

quantum computing, are currently attracting minimal investment. This reflects a clear vendor preference for

leveraging more established solutions or those where the regulatory and commercial pathways are
starting to be betterdefined . Looking ahead, enhanced EU and national
validation, and regulatory clarity will be critical to de -risk investment and foster the development of these
high-potential but underexplored technologies.

Robotics (including surgical robots and medical robots) 27%

AlfML

Advanced biosensors (wearable, ingestible, orimplantable)

Advanced cybersecurity technologies (blockchain, cryptography, Al based threat detection,
or behavioural analytics)

o

GenAl

_ &

Internet of things (loT)
Digital twins

High-performance computing (HCP)

AR/VR
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£
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3D printing and bioprinting

~
£

Drone technologies

Nanatechnology
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£

Brain-computer interfaces (BCls) .1%
Quantum computing | 0%
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Figure 29: Advanced and emerging digital capabilities

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. Which of the following emerging technologies is your organisation prioritising and investing in
to achieve its business objectives?

4.2 .9Exploring partnership dynamics in Digital Health

Strategic partnerships play a central role in shaping the innovation ecosystem for EU digital health vendors,
particularly through collaboration with stakeholders in clinical care, technology, and life science , key
domains where innovation is developed and applied ( Figure 30). Over half of vendors (51%) collaborate with
healthcare providers =+ partnerships that are essential for clinical validation, seamless workflow integration,
and continuous feedback. Partnerships with tech providers (44%) and life sciences firms (41%) refl ect the
growing convergence of digital and biomedical innovation , with the former enabling advanced
capabilities and infrastructure, and the latter contributing regulatory and clinical expertise. As highlighted

in expert interviews, collaboration between digital health vendors, start -ups and the pharmaceutical
industry (particularly in advancing digital therapeutics) is encouraging digital health companies to adopt
more rigorous, evidence -based validation models and to better navigate the complexities of na tional
healthcare systems by leveraging the regulatory and market expertise of pharma partners.

Only 31% of vendors partner with academic or research institutions, suggesting a potential
underutilisation of Eur ope-s rtam emdicatndthastargéted initiaticestat i on ¢
expand ®triple helix™ collaborations b ehawsignificanttreanl t hcar
for further growth.

Limited engagement with public health authorities or regulators, reported by only 20% of vendors, may
hinder early alignment on compliance and reimbursement strategies. This highlights the needto  strengthen
structured regulatory engagement platforms to close this gap. Engagement with patients (7%) and
investors (4%) remains strikingly low, limiting co -creation opportunities and sustainable business model
development. There is a need to involve patient groups more actively in testbeds and advisory str ucturess,
and to expand mechanisms that support these partnerships.
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Partnerships play a pivotal role in the strategic priorities of EU digital health vendors (  Figure 31), with the
most significant contributions focused on innovation acceleration and evidence generation. Over half (56%)

of vendors cite partnerships as key to accelerating solution development, while 49% use them to support
real-world evidence (RWE) generation and technology validation. This reflects the importance of
collaboration for building clinical credibility, securing early adoption, and facilitating regulatory and payer
engagement.

In addition, 43% of vendors view partnerships as critical for improving market access, and 36% for enhancing
interoperability, underscoring the operational complexity of entering fragmented health systems across
Europe. These partnerships help vendors navigate localisation, integration with existing workflows, and
procurement processes.

Notably, fewer vendors associate partnerships with growth and scalability (26%), regulatory or
reimbursement positioning (21%), or ecosystem trust -building (13%). This indicates a gap in leveraging
partnerships to support longer -term strategic needs, parti cularly around expansion, stakeholder
engagement, and alignment with evolving compliance and reimbursement models. Taken together, this
survey data highlights that while partnerships are heavily used in early -stage innovation and validation,
they are under utilised in advancing broader system integration and market sustainability

Healthcare providers 51%

Tech vendors and services providers 44%

Life sciences companies (pharmaceutical biotech, medical devices companies, or contract

research organisations (CROs)) 41%

Academic institutions and research organisations

27%

Industry organisations and consortia (e.g., MedTech Europe or HIMSS)

Public health agencies and regulators

r
=
ES

Innovation hubs and start-up accelerators

~

®
a
S

Patient associations and advocacy groups

Investors or venture capital firms

.4${:I

b 20% 40% 60%
Percent of Respondents

0

=

Figure 30: Partners prioritization

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. Which stakeholders does your organisation primarily partner within the digital health
ecosystem?
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13%
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Accelerate innovation  Improve real world Improve Enhance Enhance growth Strengthen regulatory Enhance trust
and solutions evidence and market access interoperability and scalability or reimbursement among market
development technology validation positioning stakeholders

(e.g., clinical

trials or pilots)

Figure 31: Partnership value areas

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. Which of the following best describes how partnerships most significantly contribute to your
organisation's digital health strategy?

4.2.10  Navigating regulatory complexity: how vendors are
adapting

As previously noted, regulatory compliance remains the foremost challenge for digital health vendors in the
EU (igure 7). When asked about the most burdensome laws and standards ( Figure 32), 40% of respondents
cited the Medical Device Regulation (MDR) and In Vitro Diagnostic Regulation (IVDR ), followed closely
by the General Data Protection Regulation (GDPR ) at 37%. These results highlight the complexity of
aligning digital (particularly software -based) solutions with the current EU regulatory framework.

Anticipated implementation mechanisms of new regulations also shape vendor strategy. Nearly 29% of
vendors identify the European Health Data Space (EHDS) as a top compliance challenge, while 24% point
to the Al Act. These evolving frameworks are influencing expectations around data governance,
algorithm transparency, and interoperability * areas that are likely to incur significant compliance costs
and introduce uncertainty.

Additionally, cybersecurity directives add further obligations. Nineteen percent of vendors see the NIS2
Directive as a significant challenge, with 13% highlighting the Cyber Resilience Act (CRA). These reflect
increasing regulatory focus on digital infrastructure security across the healthcare sector as products
become more connected and cloud based.

Interestingly, only few respondents cite national health laws (7%), international standards (4%), or
reimbursement regulations (3%) as primary compliance barriers. This suggests that these localised concerns
have been somewhat addressed, with the most pres sing challenges perceived at EU level.

Navigating this evolving regulatory landscape is resource -intensive, especially given varying interpretations
across Member States. Expert interviews further emphasised the need for a harmonised legal approach,
stressing the importance of regulatory cohere nce, clearer technical guidance, and early implementation
support 2 particularly for SMEs. Initiatives such as the European Interoperability Framework (EIF) and the
work of the Medical Device Coordination Group (MDCG) aim to address these issues by enhancing legal
interoperability and streamlining compliance processes to reduce unnecessary administrative burden.
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Figure 32: Greatest Compliance Challenges

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. Which laws, regulations, and standards pose the greatest compliance challenges for your
organisation operating in the digital health technology market?

Digital health vendors are addressing the growing complexity of the EU regulatory environment through a
combination of internal capacity -building and external expertise  (Figure 33) Over half (51%) report
maintaining dedicated compliance teams, and 46% rely on regulatory advisors or consultants. Additionally,
40% conduct regular audits, indicating a structured approach to staying aligned with evolving legal
requirements.

Importantly, 37% of vendors are adopting compliance -by-design practices during product development,
signalling a shift toward more proactive and embedded regulatory alignment. However, the use of
compliance software tools (27%) and partnerships with healthcare providers (23%) remains relatively
limited. This points to opportunities for expanding digital compliance automation and fostering closer
collaboration with health systems to jointly address jurisdiction -specific challenges. In this context, it is
particularly concerning that direct engagement with regulators is low, with only 13% interacting with
national bodies and just 7% with EU -level institutions.

This limited communication, especially among SMEs, highlights the need for more accessible, structured
engagement mechanisms. Without such interaction, smaller innovators may face difficulties in anticipating
regulatory changes or contributing to policy de velopment.

These findings further reinforce the importance of targeted support measures, including advisory services,
compliance tools, and training initiatives, to help vendors, particularly newer entrants, navigate the layered
EU regulatory landscape.
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Figure 33: Strategies for ensuring regulatory compliance

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. How does your organisation navigate the complexities of the regulatory landscape for digital
health technolo gies?

4.2.11  Navigating reimbursement mechanisms: how vendors
are adapting

Digital health vendors in the EU run their business in complex and evolving reimbursement environments,
which according to survey results, they navigate primarily through specialised expertise and focusing on
enhancing evidence generation  (Figure 34).

Nearly half of respondents (49%) maintain a dedicated market access team, and 44% work with external
advisors or consultants to manage the operational complexities of securing reimbursement and viable
business models. Adaptability and validation are key al so levers: 41% of vendors monitor reimbursement
trends in priority markets to adapt their offerings, and 37% focus on generating real  -world evidence (RWE)
to demonstrate clinical value and safety. Health technology assessments (HTAs) are used by 27% of
respondents, though adoption remains limited, likely due to high resource demands and inconsistent
implementation across Member States.

Despite growing EU -level interest in value -based healthcare, only 3% of vendors report actively developing
outcomes -based pricing models. Direct engagement with reimbursement authorities is also limited, with just
11% interacting at the national level and 6% at the EU level. These figures suggest a disconnect between
digital health innovators and public payers. Many vendors, particularly SMEs, may lack the incentives,
resources, or structural support needed to pursue performance -based reimbursement, when av ailable.

This highlights a critical need for clearer guidance, structured engagement mechanisms, and targeted
capacity-building support to help digital health vendors align their innovation strategies with the evolving
reimbursement landscape across the EU.
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Figure 34: Navigating Reimbursement Complexity

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. How does your organisation navigate the complexities of the reimbursement models landscape
for digital healt h technologies?

4.2.12  Strategic approaches to cybersecurity and resilience

Cybersecurity is a critical pressure point for digital health vendors, both technically and from a compliance
perspective (Figure 35) Over half (51%) of respondents cite rapidly evolving cyberthreats as their top
challenge, while 47% struggle with the complexity and misalignment of cybersecurity regulations across
international, EU, and national levels. Vendors operate in a high -risk, fast-changing environment, facing the
dual challenge of countering increasingly sophisticated threats while navigating a fragmented policy
landscape . These findings highlight the urgent need for dynamic security strategies and harmonised
cybersecurity guidance at both EU and national levels as also highlighted by the European action plan on the
cybersecurity of hospitals and healthcare providers. 2

Technical integration challenges further compound the risk . Legacy infrastructure in the healthcare
sector creates significant compatibility and security vulnerabilities, with 44% of vendors reporting
difficulties integrating with outdated systems. Additionally, the financial burden of compliance, especially
for SMEs, can limit the adoption of advanced security measures; 40% cite the high cost of implementing
necessary controls. This underscores that compliance challenges are not only regulatory, but also
infrastructural and financial.

Organisational capacity gaps are also evident. While only 11% of vendors report limited senior management
support, suggesting that cybersecurity is now recognised as a strategic rather than purely technical issue,
nearly one-third (31%) face cybersecurity talent shortages. Additionally, 17% express concerns about
supplier and partner security risks, a growing challenge as the sector becomes increasingly dependent on
third -party digital infrastructure. This interdependence across tech vendors, hospitals, and data processors
amplifies supply chain vulnerabilities, an issue particularly relevant in the context of forthcoming obligations
under the Cyber Resilience Act. The overall picture suggests that vendors are struggling to keep pace with
both external threa ts and internal capacity constraints.

32 European Commission (2025)
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Figure 35: Cybersecurity challenges

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. What are the biggest cybersecurity compliance challenges facing your organisation?

Strategic resilience is becoming critical for EU digital health vendors, particularly as regulatory requirements
tighten, and software supply chain vulnerabilities grow. Survey data ( Figure 36) show that vendors are
actively working to maintain operational autonomy and reduce reliance on third  -party technologies, which
is critical for ensuring service continuity and data sovereignty in a complex and fragmented landscape.

Internal capability -bui | di ng emerges as the cornerstoned46%nbf vend
respondents report investing in in -house R&D and technical expertise to reduce dependency on external

suppliers. This approach supports long -term agility, risk mitigation, and technical independence, particularly

in a context of continuously evolv ing regulatory conditions. In parallel, vendors are adopting complementary

risk mitigation strategies, including supplier diversification (40%) and the enforcement of stricter

contractual safeguards (33%).

However, despite increased regulatory emphasis on secure and sovereign infrastructure (e.g., GDPR, NIS2,
EHDS), key practices remain underutilised. Only 26% of vendors conduct regular supplier audits, and just
20% implement data sovereignty measures such a s EUbased sourcing or local data storage. Furthermore,
only 13% report using standards -based or open-source technologies to enhance flexibility, indicating that
policy ambitions for interoperability and openness have yet to translate into broad vendor ado  ption.

These findings suggest a foundational awareness among vendors of the strategic risks tied to supplier
dependency but also reveal critical implementation gaps, particularly in areas related to traceability,
sovereignty, and alignment with EU principles of digital autonomy. As Europe advances efforts to strengthen
the resilience of its digital health infrastructure, supporting vendors in reducing single  -supplier risk and
improving transparency will be essential.
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Figure 36: Enterprise initiatives for strategic independence

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. What are your organisation's key strategies for maintaining strategic independence when
utilising external suppliers' technologies?

4.2.13  Strategies for talent acquisition

As seen in the survey results on cybersecurity and resilience strategies, the role of an internal skilled team is
clearly strategic, reinforcing the critical importance of talent acquisition and development in the digital
health sector.

Survey data (Figure 37) indicate that vendors are prioritising internal capacity -building across key domains,
with 53% focusing on upskilling existing staff and 44% actively recruiting ICT and Al/data science
professionals. A further 36% are hiring healthcare and digital health  experts to support product
development and commercialisation.

Less commonly, vendors are investing in cross-functional team development (27%) or partnering with
academic institutions (21%). Global recruitment strategies (14%) and outsourcing (6%) remain marginal.
These findings highlight a market dynamic where internal talent development is essential for sustaining
innovation, compliance, and scalability; yet they suggest untapped potential in expanding external
collaborations and international talent pipelines
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Figure 37: Talent acquisition strategies

Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director level or
above. Total sample: 70 Q. What are your organisation's key strategies for addressing talent acquisition and development

needs in digital health?
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4.3 Financial trends analysis

As part of the supply -side analysis of the digital health market, the study included a comprehensive review
of private capital markets to assess investment trends across key international markets. The analysis covered
both EU27 Member States and non-EU countries, encompassing all major geographic regions. This
component contributes to a deeper understanding of the scale, nature, and evolution of capital flows into
digital health technologies, offering valuable insights into market maturity, innovation traj ectories, and
priority areas for strategic growth.

Financial Trends in the European Union: Key Takeaways

A Global capital flows remain heavily concentrated . Between 2019 and 2024, the United States
captured 81% of total global digital health investment volume. The UK (5%) and China (3%) followed
distantly, while no EU country exceeded 2% individually.

A Global Investment Cycle 2019 -2024: Private capital investment in digital health surged during the
Covid-19 pandemic, surpassing 260 billion of i n
by 2024 the | andscape shows c al m#nakind ratitedthab sustdinedo
decline, signalling a maturation phase after extraordinary 2021 peaks.

A European Union Investment Cycle 2019 -2024: The EU27 trajectory mirrors the global
boom ZandZooling pattern but from a lower investment activity base. In 2024 activity remains steady
( 52 million), yet modest compar ed sfragmentaddeneamljand
comparatively smaller pools of late Atage capital.

A Investor Composition in the European Union: Venture capital dominates in the EU27 (as well as
worldwide) accounting for more than 90% of investments, with corporates a distant second,;
private Zquity, debt, and public listings remain peripheral. The narrow investor mix reinforces an
earlyAtage bias and leaves scaledips reliant on a limited funding set.

A Regional Disparities Across the EU27:  Private investment in digital health concentrates in the DACH
(27%) and in the South and Western Europe (30%) regional cluster, with Northern Europe next; Benelux
attracts a moderate share (15%), while Central and Eastern Europe (7%) lags far behind, underscoring
persistent maturity gaps across the EU. Country Zevel patterns echo these divides, with Germany (28%)
and France (23%) topping volumes while others remain more capital Zonstrained.

A Deal activity differs from investment volume : Germany and France also led in deal count (26% and
16%, respectively), but countries like Belgium and Sweden showed high deal numbers relative to
capital raised, suggesting early -stage ecosystem strength.

A Structural Funding Gaps in the EU27: The European Union struggles to convert vibrant early
innovation into large, late Atage rounds. Fragmented reimbursement paths, varying regulatory
interpretations, and limited exit options discourage bigger bets, nudging founders to court non Z£U
investors or list abroad.

A Policy and Strategic Implications: Br i dgi ng the gap will require b
encouraging institutional and strategic capital, and aligning cross 2Zorder regulations to de Zisk
scaledip financing, which are key levers if Europe aims to match global competitors in digital Zealth
innovation.
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4.3.1Methodology for financial trends analysis

To support this effort, the study team leveraged a dataset extracted from PitchBook 33, a leading global
database on private capital markets.

The dataset contained over 46,000 individual deal records covering the period from 1 January 2014 to 13
February 2025.

To ensure relevance and analytical consistency, the following filters were applied for the extraction:

A Vertical Focus : Only companies tagged under the " Digital Health" vertical market were included, in line
with the Observatory-s technology scope.

A Deal Type : The analysis focused exclusively on "full transactions" , enabling robust financial assessment.

A Ownership Status : Companies were included if classified as "privately held (with or without backing), in
IPO registration, publicly listed, or acquired/merged”, including those operating as subsidiaries.

The classification of investments by Deal Class i s definitive and aligned wit
met hodol ogy, which identifies the institutional source
status (e.g. bankruptcy, out of business etc.) 34. The recognised Deal Classes are:

A Venture Capital (VC): Investments from VC firms, typically in early to growth stages
A Private Equity (PE): Capital provided by PE firms, often in later -stage or buyout scenarios

A Corporate: The company is backed or acquired by a private or publicly listed corporation, with no prior
PE/VC/Angel/Accelerator backing

A Public Investment (IPO): Initial Public Offerings, where a company offers shares to the public for the first
time

A Debt: A privately held company financed through private debt or mezzanine financing (combination of
debt and equity) via a lender

A Individual: Financing by an individual or non -PE/VC financial investor, or where investor identity is
undisclosed, but no PE/VC investors are known

A Other: Non -traditional funding sources, such as grants, accelerators, or incubators

Following extraction, the dataset was cleaned, structured, and the time frame was  narrowed to the period

January 2019 to December 2024 for detailed analysis, The investments were recorded in United States

Dollars (USD), and the official European Central Bank (ECB) average exchange rate for 2023 was applied®®.

Countries were categorised into EU27 vs. non-EU27. The EU27 countries were also grouped according to

the five EU macro -regions defined in Annex A2 Methodology for Market Mapping and Segmentation. The
resulting out putGCson sroefterurnme dAntad yas sc®nsish of & stracturedbseriekof Dat a
figures and visualisations capturing trends in:

A Number of investments and Investment volume over time
A Deal Class or type of investor
A Geographic comparisons within and beyond the EU27

This analysis, including the resulting figures, is based on a finalised and validated dataset extracted from
PitchBook. This structured classification supports detailed segmentation by capital type, investor category,
and geographic distribution, offering a solid basis for consistent cross-country and longitudinal analysis.

33 pitchBook
34 pitchBook report methodologies
35 European Central Bank (ECB): Average USD/EUR exchange rate from2 January 2023 to 29 December 2023 is 0.924
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4.3.2Financial trends analysis -results

The financial trends analysis provides a structured view of how investment activity in digital health has
evolved between 2019 and 2024 across the EU27 and globally. Drawing on over 33.000 records filtered from
the initial PitchBook's dataset, this analysi s explores both the volume and distribution of capital invested,
with a focus on identifying emerging trends by deal size, deal count, type of investor, and geographic region.

The analysis aims to support a clearer understanding of:

A How capital flows reflect market maturity and innovation cycles

A The role of different investor categories (e.g., venture capital, corporate, public investment)
A Regional differences in deal activity between EU27 and non-EU markets.

The insights derived here will inform broader discussions within the Observatory on ecosystem
development, innovation readiness, and investment bottlenecks, particularly when triangulated with
qualitative findings from expert interviews and survey data.

Global Investment Activity and Type of Investment

Worldwide Investments and Number of Deals over Time, 2019 -2024
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Figure 38: Global Investment Activity in Digital Health (2019 +2024)
Source:Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025

Figure 38 illustrates the global evolution of digital health investment between 2019 and 2024, showing both
deal volume and number of transactions. The data reveals a significant surge in 2021, likely driven by
pandemic-related demand for digital solutions, followed by a marked decline in 2022 and 2023. While the
number of deals remained relatively resilient, the sharp contraction in capital invested suggests a retreat
from large -scale funding. In 2024, investment activity appears to stabilise. This pattern might reflect a post -
COVID correction phase and may indicate growing selectivity among investors , with a shift toward
smaller or earlier -stage deals rather than a fundamental weakening of the sector.

Analysing investment by country ( Figure 39) shows the distribution of total digital health investment volume

by country from 2019 to 2024. The data highlights the dominant global position of the United States ,
which accounts for an overwhelming 81% of total capital invested in the sector by top 10 countries. The UK
(5%), China (3%), and a few others, including Germany, France, and Singapore (each at or below 2%), follow
at a distant margin. The concentration o f deal volume in a single market suggests a high degree of
centralisation in digital health investment globally. For the EU, these figures might underscore the challenge

of scaling capital deployment and competi ng at a global level.
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Top 10 Countries Wordwide by Deal Size (% of Total Investment Volume) 2019-2024

2% 2% 1%
2 2%

Figure 39: Top 10 Countries Worldwide by Digital Health Deal Volume (2019 +2024)
Source:Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025

Figure 40 illustrates the evolution of global digital health investment by investor type between 2019 and
2024. The data highlights the central role of venture capital (VC), which consistently dominates total funding
throughout the period and peaked sharply in 2021. Corporate investments represent the second most
significant source, particularly in 2020 +2022, suggesting active strategic interest from established firms
during the height of the COVID -19 pandemic. Other categories, such as private equity (PE), public
investment, and individual investors, remain marginal in scale. The overall distribution seems to underscore
a strong early -stage and growth -oriented investment profile globally, while the limited presence of public
and institutional funding may signal a nee d for more diversified capital sources to de -risk later -stage
innovation.

Worldwide - Type of Investor (Deal Class) 2019 -2024 (Million, EUR)
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Figure 40: Global Digital Health Investment by Type of Investor (2019 +2024)
Source: Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025

Investment Activity and Type of Investment by Region in the EU 27

Figure 41 presents the evolution of deal size and number of digital health investments in the EU27 from
2019 to 2024. In line with the global trend, investment activity peaked in 2021, both in terms of deal value
and count, reflecting pandemic -era acceleration. The subsequent decline, particularly from 2022 onward,
indicates a broader market correction and possible investor caution. While deal counts remained relatively
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strong through 2022, the sharper drop in 2023 2024 suggests more selective capital deployment. Overall,
the data reveals a resilient but possibly a constrained investment environment in the EU , with persistent
gaps in scaling larger deals compared to other global regions.

EU27 - Investments and Number of Deals over Time, 2019 - 2024
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Figure 41: EU27 Investment Activity in Digital Health (2019 +2024)
Source:Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025

Still focusing on the European Union, Figure 42 illustrates the breakdown of digital health investments in
the EU27 by investor type from 2019 to 2024. Venture capital dominates the funding landscape, accounting
for most annual investment volumes. Corporate investment plays a secondary role, especially in 2023 and
2024, while other sources, such as private equity, debt, public investment, and individual contributions,
remain marginal. This narrow investor base, combined with the relatively modest overall investment size
compared to non -EU27 countries, suggests a system oriented toward early -stage and growth funding, but
also highlights a structural weakness in late -stage or institutional capital. Expanding and diversifying the
investor pool may be critical to enabling scale -up and cross-border expansion within the EU digital health
landscape.

EU27 - Type of Investor (Deal Class) 2019 -2024 (Million, EUR)
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Figure 42: EU27 Digital Health Investment by Type of Investor (2019 +2024)
Source: Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025
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On the other hand, Figure 43 shows the trajectory of digital health investment across non -EU countries

between 2019 and 2024 3¢, Again, in line with global trends, both total deal value and number of deals peaked
sharply in 2021, surpassing 2.5 billion and over 6,00
during the pandemic. The decline that follows is more pronounced t han in the EU27, with volumes more than

halving by 2023. Despite this contraction, deal levels in non -EU countries remain substantially higher in both

scale and frequency. This might suggest deeper capital reserves, greater risk tolerance, and more mature

ecosystems outside Europe, particularly in North America.

Non EU27 - Investments and Number of Deals over Time, 2019 -2024
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Figure 43: Non-EU27 Investment Activity in Digital Health (2019 +2024)
Source:Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025

Still | oo lEium @ figaetddii Idleustt mat éisst ri bution of digit al heal
EU27 countries by investor type from 2019 to 2024. As v
of funding, particularly in 2021, wher daeiatl aomd awuret. s Hfoon

the chart also reveals a more visible role for corpor:

36 As per the Geographic Clusters and Coverage section in Annex A2. non-EU27 regions and countries include:

1 Americas £ United States: it includes the United States of America only
1 Americas: All other countries in the Americas, including countries such as Argentina, Brazil, Canada, Mexico.
1 APJtChina: it includes the People-s Republic of China (PRI
1 APJzJapan: it includes Japan only.
1 APeJC Asia Pacific excluding Japan and China: It Includes countries such as Australia, India, Indonesia, Malaysia,
New Zealand, Singapore, South Korea.
1 EMEA+United Kingdom: it includes the United Kingdom only.
EMEA- Europe, Middle East, and Africa: It excludes the EU27 Member States and the UK. It Includes countries

such as Israel, Norway, Russia, Switzerland, South Africa, Turkiye, and the United Arab Emirates, as well as other
countries across Africa and the Middle East.
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2022 during the COVID19 pandemic, suggesting a more
individual capital, and debt instruments remain | imite

Non EU27 - Type of Investor (Deal Class) 2019 -2024 (Million, EUR)
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Figure 44: Non-EU27 Digital Health Investment by Type of Investor (2019 +2024)
Source: Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025

Investment Activity by Country and Across Regions in the EU 27

Figure 45 displays the top 10 EU27 countries by total digital health investment volume from 2019 to 2024.
The landscape is clearly led by Germany (28%) and France (23%), which together account for over half of the
total deal value. The Netherlands (12%), Sweden (9%), and Denmark (8%) also show strong capital inflows,
reflecting the presence of active innovation ecosystems. While southern countries such as Spain and Italy
appear in the top 10, their overall share remains modest. This distribution might highlight persi  stent
investment asymmetries within the EU and may underscore the need of targeted analysis and support in
certain Member countries and regions.

EU27 - Top 10 Countries by Deal Size (% of Total Investment Volume) 2019 - 2024
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Figure 45: Leading EU27 Countries by Digital Health Investment Volume (2019 +2024)
Source: Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025

Figure 46 presents the regional breakdown of digital health investment volume across the EU27 from 2019
to 2024. The highest share is held by South and Western Europe (30%), followed by the DACH region (27%)
and Northern Europe (21%). Benelux accounts for 15%, while Central and Eastern Europe lags with only 7%
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of the total. These findings reflect the geographic concentration of capital in regions with larger economies
and more mature digital health ecosystems. Compared to Figure 45 which detailed national -level leaders
like Germany and France, this regional view reinforces the dominance of Western and Central EU countries,
while also highlighting persistent gaps in investment in Eastern Europe.

EU27 Regions by Deal Size (% of Total Investment Volume) 2019 - 2024

7%

m South and Western Europe
mDACH

m Northern Europe

m Benelux

Central and Eastern Europe

Figure 46: EU27 Regional Distribution of Digital Health Investment Volume (2019 12024)
Source: ConsortiumAnalysis on Pitchbook Data Extracted in February 2025, March 2025

Outside the European Union, Figure 47 shows the distribution of total deal value across the top 10 non -
EU27 countries from 2019 to 2024. The United States dominates with 81% of total investment volume, vastly
outpacing all other markets. The United Kingdom (5%), China (3%), Singapore, Canada, and India contribute
modest shares, while advanced economies like Japan, Switzerland, and South Korea remain below 2%. This
sharp concentration of capital might reflect the maturity and scale of the U.S. investment ecosystem, which
continues to set the pac e globally in digital health. Other non -EU countries remain relevant but significantly
less influential in total funding terms.

Non EU27 - Top 10 Countries by Deal Size (% of Total Investment Volume), 2019-2024
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Figure 47: Leading Non -EU27 Countries by Digital Health Investment Volume (2019 +2024)
Source:Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025

Figure 48 ranks EU27 countries by the number of digital health investment deals between 2019 and 2024.
Germany (26%) and France (16%) lead in deal activity, reflecting strong market depth. Belgium and Sweden
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follow with 10% each, showing notable deal flow despite smaller overall investment volumes compared to
top -ranking countries in Figure 45. The contrast between Figure 45 and Figure 48 highlights differing
investment profiles: some countries like Belgium and Sweden are active in terms of deal count but handle
smaller average deal sizes, while others like the Netherlands and Denmark maintain strong positions in both
metrics. This suggests variation in market maturity, with some ecosystems favouring early -stage or
fragmented deal activity over high -capital growth rounds.

EU27 - Top 10 Countries by Number of Deals (% of Total Number of Deals), 2019 - 2024
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Figure 48: Leading EU27 Countries by Number of Digital Health Deal (2019  +2024)
Source:Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025

Figure 49 shows the distribution of digital health deals across EU27 regions based on deal count from 2019
to 2024. The DACH region and South and Western Europe are tied at the top with 25% each, followed by
Northern Europe (21%), Benelux (18%), and Central and Eastern Europe (11%). This indicates a relatively
balanced distribution of deal activity across multiple regions, in contrast to the more concentrated
investment volumes observed in Figure 48 at the country level. Notably, Central and Eastern Europe shows
stronger engagement in deal activity here than in Figure 48, suggesting increasing patrticipation in early -
stage or smaller -scale investments even if total capital remains limited.

EU27 Regions by Number of Deals (% of Total Number of Deals) 2019 - 2024
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Figure 49: EU27 Regional Distribution of Digital Health Deal Count (2019 +2024)
Source: Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025
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Looking outside the European Union, Figure 50 displays the top 10 non -EU27 countries by deal count in
digital health between 2019 and 2024. The United States leads with 66% of global deal activity, followed by
the United Kingdom (9%), and a group of countries (including Canada, South Korea, India, an d Japan) each
contributing 4%. While Figure 47hi ghl i ghted the US-s overwhel ming
reveals a slightly broader distribution of activity by count. Several countries engage actively in smaller deals,
indicating a wider base of innovation and early -stage funding even if capital concentration remains high. This
might suggest a growing diversification in the global investment landscape.

Non EU27 - Top 10 Countries by Number of Deals (% of Total Number of Deals), 2019-2024
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Figure 50: Leading Non -EU27 Countries by Number of Digital Health Deal (2019  +2024)
Source:Consortium Analysis on Pitchbook Data Extracted in February 2025, March 2025

Overall, the results indicate that between 2019 and 2024, global investment in digital health from private
capital markets peaked during the COVID-19 pandemic before entering a correction phase, with the United
States alone accounting for over 80% of total capital deployed. In contrast, the EU27 exhibited a more stable
yet comparatively modest investment trajectory, heavily r eliant on venture capital, similar to trends
observed in other regions, and showing limited engagement from later -stage or institution al investors.
Within the EU, Germany and France led in both deal volume and count, though regional disparities remain
pronounced, particularly in Central and Eastern Europe. Compared to non -EU markets, which benefit from
more diversified investor profiles and larger deal sizes, the European Union appears to face structural
challenges in scaling digital health innovation. Addressing funding gaps, broadening capital sources, and

essential to enhancing the EU-s competitiveness and
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Foreign Direct Investment in the EU: Outward and Inward Trends in Context
(2019+2023)

Foreign Direct Investment (FDI) is a key component of the balance of payments and reflects long -term economic linkages
between countries. It occurs when a resident entity in one economy acquires a lasting interest (defined as ownership of 10%

or more of voting rights or equity capital) i n an enterprise located in another economy. This investment may take the form
of a new business establishment (greenfield investment) or the purchase of an existing firm through mergers and
acquisitions (see Eurostat, Globalization of Businesses, informati on on Data
https://ec.europa.eu/eurostat/web/globalisation _ -businesses/information -data).

To enable cross-country and temporal comparisons, cumulative FDI stocks are expressed as a percentage of GDP of a
country or region (FDI stocks in % of GDP). This normalization adjusts for differences in economic size, allowing
policymakers to assess the relative importance of FDI in national or regional economies. A rising ratio may indicate greater
integration into global value chains and investor confidence , while a decline could reflect divestments, slower capital flows,
or shifting strategic priorities

Although Eurostat data do not allow sector -specific analysis at the granularity required for digital health technologies,
given the limitations in disaggregating by detailed NACE codes (such asSection J: Information and Communication, including
NACE 62: Computer programming, consultancy and related activities, and 63: Information service activities), macro -level
trends in FDI provide useful context for understanding broader investment dynamics within the EU economy.

Outward and Inward Foreign Direct Investment in the EU27, 2019 -2023

Foreign Direct Investment in the EU27, 2019- 2023

120¢ 117% 118% 116%

2019 2020 2021 2022 2023

e Direct investment in the reporting economy (DIRE Direct investment abroad (DIA)

Source: Consortium-s ABWUditegtisavessmemtsindiEators o §tofesGDP, Dnadctandicators and rate of
return on direct investment (BPM6 - DOI: https://doi.org/10.2908/BOP_FEDI6_IND ), April 2025

According to Eurostat, the European Union (EU27) has experienced notable shifts in both outward and inward FDI stocks
(as % of GDP) between 2019 and 2023:

A Direct Investment Abroad (DIA)  # reflecting the stock of investments held by EU -based enterprises in foreign
economies = declined from 117% of GDP in 2019 to 99% in 2023. This reduction may reflect a moderation in outward
expansion, changes in corporate internationalisation strategies, or a relative increase in nominal GDP outpacing FDI
growth. Despite this drop, the 2023 level still indicates a high degree of external engagement and global footprint by
EU firms.

A Direct Investment in the Reporting Economy (DIRE) +indicating the stock of foreign direct investments within the
EU + fell from 99% of GDP in 2019 to 84% in 2023. This trend may signal a reduction in inward investor appetite,
potentially shaped by geopolitical uncertainty, a realignment of global supply  chains, or an increasing emphasis on
strategic autonomy and digital sovereignty in key sectors.

Taken together, these shifts pointtoa gr ad u a |l recal i bration of the EU27,.in8uencear
by structural trends such as the post -pandemic economic recovery, the green and digital transitions, and the emergence of
new global investment regimes. While not specific to the digital health technology market , these broader macro -financial
dynamics offer critical context for evaluating the EU27 overall investment attractiveness  and its capacity to mobilize
international capital. In pa rticular, the decline in both inward and outward FDI suggests a reduced role for the EU in
global capital flows, an environment that may constrain the growth trajectory of innovation  -led sectors, including digital
health, by limiting access to scale -up funding and cross-border expansion opportunities.

76


https://ec.europa.eu/eurostat/web/globalisation-businesses/information-data
https://doi.org/10.2908/BOP_FDI6_IND

Observatory for digital health technologies in  Europe * Final Report CQWMQinvent

4.4 Emerging Digital Health technology trends

Emerging Digital Health Technologies in the European Union: Key Takeaways
Landscape and Maturity Snapshot

In the European Union, the emerging digital health technology pipeline spans three readiness bands.
Al-powered diagnostic tools are transitioning from pilots to routine clinical use, supported by growing
operational deployment and MDR compliance efforts. N ext-generation virtual care and Al -based
hospital infection warning systems are at the large -scale pilot stage, with demonstrated use in real -
world settings but still facing integration and scaling barriers. In contrast, virtual human twins and novel
biolo gical sensors remain in early-stage development, primarily concentrated in EU -funded research
consortia and limited clinical trials.

A Al investment is nearly universal:  94% of healthcare providers are either using or planning to
invest in Al within four years. Top use cases include clinical decision support (58%), early diagnosis
(53%), and remote monitoring (44%), while Al applications at the administrative and operatio nal
level, such as supply chain, workflow automation, and quality management, remain underutilised
despite high efficiency potential and fewer data governance constraints. Al is a top strategic growth
area for digital heal th vendors, with 46% prioritising AlI/ML investment, reinforcing its cross  -cutting
role across diagnostics, monitoring, and virtual care.

A Al-powered diagnostic tools lead in maturity and adoption : Currently used by 28% of healthcare
providers, with 50% planning adoption by 2029. Nearly 40% consider them critical to achieving
strategic goals, placing these tools at TRL 7 +8, the highest among assessed technologies.

A Next -generation virtual care & monitoring poised for rapid uptake : Adoption is projected to
reach 91% by 2029. Currently at TRL 67, these technologies are recognised for enabling
personalised, remote care, though broader integration is hindered by fragmented reimbursement
and workflow challenges.

A Al-based hospital infection warning systems gaining traction : Now used by 20% of providers,
with 74% planning adoption by 2029. Estimated at TRL 6 +7, these systems support early sepsis
detection and AMR surveillance, but face data fragmentation and trust barriers.

A Virtual human twins show strategic momentum, but low maturity : Only 10% of providers
currently use them, though 51% plan adoption by 2029. With TRL 4 5, supported by major EU
projects (e.g. EDITH, VITAL, ARTEMIS), this field is advancing in simulation and academic settings
but remains early -stage for clinical deploy ment.

A Novel biological sensors progressing unevenly  : Ingestible sensors are currently used by 12% of
providers, with 50% planning adoption; wearable biosensors show stronger uptake potential, with
60%+ projected adoption by 2029. Technologies are assessed at TRL 516, advancing through EU
R&D but still face safety, usability, and regulatory hurdles.

A 10T is the most mature adjacent enabler : 30% of providers already use loT, and an additional 47%
plan to adopt. It underpins interoperability, real -time monitoring, and data integration for multiple
digital health applications.

4.4.1Methodology and overview of key technology assessed for
the analysis of emerging digital health technology trends

The digital health landscape in Europe is evolving rapidly, making it crucial to identify and analyse emerging
technology trends to anticipate future market trajectories, inform investment strategies, and guide
policymaking at both national and EU levels.

77



Observatory for digital health technologies in  Europe * Final Report Capgw/v\b/\iQinvent

This section builds on extensive desk research, expert interviews, and surveys insights to examine a selection
of high-impact innovation areas that are shaping the next generation of digital health technologies in
Europe. The technologies highlighted here were selected based on their strategic relevance, clinical
potential, and alignment with recent global and European focused studies, including the 2023 WHO report
emerging technologies and scientific innovations a global public health perspective 37 and the European
Innovation Council Tech Report 2024 38, as well as in recent EUfunded research and initiatives *° and academic
literature 4°.

Key Innovation Areas Assessed 4%

A Virtual Human Twins / Digital Patient Twins: Patient -specific digital replicas of organs, tissues, or
physiological systems, continuously updated using real -world data (e.g. electronic health records,
imaging, wearable sensor data, laboratory results, etc.) and computational models. These twins enabl e:

i Clinical decision support: simulate treatment responses.
I Predictive health insights: anticipate disease progression and individual risk profiles.
i Personalised treatment: optimise interventions based on individual biology and genetics.

A Al-Powered Diagnostic Tools: Al-driven systems that enhance diagnostic accuracy, consistency, and
speed across modalities including imaging, pathology, and clinical data integration. Key applications
include:

T Medical image interpretation (e.g. MRI, CT, X-ray).

T Workflow prioritisation and triage automation.

i Digital pathology: tumour classification, histopathology, biomarker detection.
T Predictive diagnostics: early disease identification using multi -source data.

A Next -Generation Virtual Care and Patient Monitoring: Integrated Al -enabled platforms that combine
real-time clinical, behavioural, and environmental data to deliver proactive, personalised, and remote
care. These systems extend beyond traditional telehealth through:

T Multimodal data integration: e.g. wearables, genomics, patient -reported outcomes.
T Predictive analytics: hospitalisation risk, treatment response.
T Immersive tech (VR/AR): used in mental health, pain management, rehabilitation.

A Novel Biological Sensors: Advanced wearable, ingestible, or implantable biosensors designed for
continuous, minimally invasive monitoring of physiological and biochemical markers. These sensors
often incorporate:

i Miniaturised, medical -grade electronics and IoT communication.
i On-device Al analytics for personalised, real -time health feedback.
i Applications in chronic disease management, early detection, and preventive care.

A Al-Based Hospital Early Infection Warning Systems: Real-time surveillance platforms using advanced
analytics and machine learning to detect early signs of infection and potential outbreaks within hospital
settings. These systems analyse:

37 WHO, "2023 emerging technologies and scientific innovations: a global public health perspective"

38 European Innovation Council Tech Report 2024 DOI 10.2826/6693253

¥Such as the ®Eur opean Oaevotteeiflagshipssobthe Europé'sBeating &dnienvPéan (EBCP) and

focus on to make the most of the potential of data and digital technologies such as Artificial Intelligence (Al) or High

Performance Computing (HPC) to combat cancer.

0Suchas®Emer ging Technol ogies for Next Gener at i oFEEReasn\wlelOHe al t t
pp. 56094-56132, 2022, . Devel@ment and validation of artificial intelligence models for early detection of
postoperative infections (PERISCOPE) : a multicentre study wu
Health + Europe, Volume 49, 101163;

41 For complete definitions please referto Annex Al
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i EHRs, vitals, lab results, and environmental data.
T Staff movement and transmission patterns.

T Use cases include sepsis alerts, hospitalacquired infection monitoring, and antimicrobial resistance
surveillance.

These technologies represent promising frontiers in digital health, each with distinct levels of technological
maturity, adoption, and integration potential within European healthcare systems. The analysis that follows
assesses each technology's Technology Readiness Level (TRL) , current and projected adoption by
healthcare providers, and associated policy implications. To support this, the study team applied a TRL
framework 42 specifically adapted for digital health, underpinned by a comprehensive, multi -source data
collection strategy (see Figure 51). This includes quantitative adoption data from the European Healthcare
Providers Survey, expert interviews, and desk research.

TRLLevel Description Digital Health Context Assessment Methods Used by Researchers and Companies

Initial concept of the digital health

1 Basic principles observed. colution.

Literature review, expert interviews, and patent analysis.

Potential applications identified in

2 Technology concept formulated. healthcare. Feasibility studies and market gap analysis.
3 Experimental proof of concept. Initial prototype/MVP developed. Initial lab testing, user feedback, and technical documentation reviews.
4 Technology validated in lab. Basic functionality tested in controlled Usability tests, security assessments, and performance benchmarking of

environment. solutions.

Technology validated in relevant Pilot studies, feedback from healthcare professionals, and testing of

5 . Testing in simulated healthcare setting. integration with other relevant digital technologies in the target
environment. ;
environment.
Technology demonstrated in . . . Small-scale clinical trials and real-life implementations providing the first
6 N Clinical setting demonstrations. . N
relevant environment. real-world evidence of outcomes and benefits.
7 System prototype demonstration in | Full-scale prototype in actual healthcare Extended clinical trials and implementations in healthcare organizations,
operational environment. settings. regulatory compliance assessments.
Syste_m co_mplete and qualified. All . i . Full regulatory approval achieved, marking the start of post-market
8 functionality completed and Final clinical validation. - e
. surveillance and monitoring.
validated.
9 Actual system proven in operational | Widespread adoption and commercial Extensive real-world evidence gathered on elements such as user
environment. suCcess. satisfaction, business benefits and health outcomes.

Figure 51: Key stages of Technology Readiness Level (TRL)

Source: Consortium reelaborated from TRL description in"Horizon Europe Work Programme 20232025 13. General
Annexes

This section primarily references hREgulebhandFigaere p3rwidhv i der s
additional insights drawn from the vendor survey results in  Figure 29. However, the overall TRL assessment

also incorporates additional data from both surveys on adjacent technology areas and topics, as well as

insights from literature review and secondary research, offering a more comprehensive understanding of

adoption tr ends, maturity levels, and interdependencies within the digital health ecosystem.

“2 Horizon Europe Work Programme 2023 -2025 13. General Annexes
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Figure 52: Emerging Technology Investment Plans Providers

Source: Digital Technologies in Healthcare: Providers 2025 survey. Respondents included a mix of IT and hokbusiness
(LOB) decisionmakers. Total Sample Size: N = 30@. Which emerging technologies and solutions does your organization
use or is it planning to use in the next four years?
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Figure 53: Emerging Technologies Deemed Critical to Achieving Organizational Goals

Source: Digital Technologies in Healthcare: Providers 2025 survey. Respondents included a mix of IT and lokbusiness
(LOB) decisionmakers. Total Sample Size: N 300 Q. Which of the emerging technologies and solutions that your
organization uses or plans to use are crucial to achieving your organization's objectives?

4.4.2Virtual Human Twins / Digital Patient Twins

Insights from desk research, executive interviews, and anecdotal evidence 2 including the relatively higher
number of active companies compared to other global regions 2 highlight Europe as a particularly dynamic
market for Virtual Human Twins, supported by de dicated funding initiatives at both EU and Member State
levels. A key initiative is the European Virtual Human Twins Initiative, launched in December 2023 as a
framework to support the emergence and adoption of the next generation of virtual human twins so lutions
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in health and care.*® The Initiative includes the European Virtual Human Twin (EDITH) project %, a
Coordination and Support Action funded under the DIGITAL programme, which is developing a strategic
roadmap for the integration of virtual human twins in health and care. This roadmap outlines key enablers,
including interoperable data models, secure i nfrastructures, and standardised workflows. Ongoing research
and validation initiatives include:

A Horizon Europe * Research and Innovation Actions on ®@ntegrated, multi -scale computational models of
patient patho -physiology for personalised disease management ~ (EUR 80 million), featuring projects
such as:

T VITAL: Virtual twins for personalised cardiovascular care 4°

I SMASHHCM: Stratification and guidance of hypertrophic cardiomyopathy patients using hybrid
digital twin solutions 46

i GEMINF and TARGET: Multi -scale virtual twins for ischaemic and haemorrhagic stroke, including
atrial fibrillation -related stroke management

T CERTAINTY: Virtual twins for personalised cellular immunotherapy in cancer 4°
T VIRTUAL BRAIN TWIN: Personalised digital twin models for psychiatric disorder management 5°
i ARTEMIS: Virtual twins for personalised management of metabolic liver disease 5!

i dAlbetes: Federated virtual twins for privacy -preserving, personalised treatment outcome
prediction in type 2 diabetes 2

A Projects funded under the Innovative Health Initiative (IHI): Supporting the development of predictive
computational models for comprehensive stroke management, integrating patient health data and
advanced visualisation tools 3.

A Projects funded under the Digital Europe Programme (DIGITAL): Funding the deployment of a pan -
European federated infrastructure for Intensive Care Unit (ICU) data integration 54 This initiative
supports the development of data -intensive computational models and virtual twin -based decision-
support tools, and ICU data integration and data sharing frameworks contributing directly to the
implementation of the European Health Data Sp ace (EHDS).

These initiatives are collectively contributing to the advancement of Virtual Human Twins towards clinical
readiness, demonstrating the EU-s | eadership in foster
for future large -scale adoption.

The EU is also home to a growing and lively industry ecosystem with global reach. For instance, Dassault
Systémes has partnered with the U.S. Food and Drug Administration (FDA) on the ENRICHMENT project,
which uses virtual heart models for in silico clinic al trials. This initiative enables the evaluation of medical
devices without human or animal testing and has produced the ENRICHMENT Playbook, a regulatory guide
for integrating virtual twins into medical innovation, improving patient safety and accelerati ng device
development. °°

43 European Commission (2025)

44 EDITH (2025

45 European Commission (2025)

46 European Commission (2025)

47 European Commission (2025)

48 European Commission (2025)

49 Certainty (2025) ; European Commission (2025)

50 European Commission (2025)

51 European Commission (2025)

52 European Commission (2025)

58 Umbrella (2025

S4European Commission (2025)

55 Dassault Systemes (2025), Aycock, K. I., Battisti, T., Peterson, A., Yao, J., Kreuzer, S., Capelli, C., Pant, S.,
Pathmanathan, P., Hoganson, D. M., Levine, S. M., & Craven, B. A. (2024FDA (2023)
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The current Technology Readiness Level (TRL) for Virtual Human Twins / Digital Patient Twins is estimated
by the study team at TRL 445 (Validation in Laboratory / Relevant Environment). The technology has
advanced beyond the conceptual stage, with proof -of-concept applications demonstrated in controlled
settings, including organ -on-a-chip platforms, tumour modelling, and cardiac electrop hysiology. Validation
is ongoing in laboratory environments and limited clinical simulations, particularly within academic  centres
and EUfunded research initiatives. Several programmes are actively advancing this technology across a
range of clinical areas.

Healthcare provider survey data reveal that only 10% currently use Virtual Human Twins, yet 51% plan
adoption by 2029 (Figure 52). This significant projected growth signals strong conceptual traction, with
expected progression to TRL 6 £7, contingent on addressing data heterogeneity, interoperability challenges,
and the availability of supportive policy and infrastructure frameworks

Table 2: TRL Assessment of Virtual Human Twin

TRL Description Assessment

TRL 1+3 Scientific research
begins to be Achieved: Strong academic base and EU funding support models
translated into and infrastructure development.
applied R&D

TRL 4 Ongoing: Predictive models developed for organs (e.g., heart, liver,

Technology

validated in lab brain) and diseases (e.g., cancer, neurodegeneration); early

simulations of treatment impact have been validated in silico.

TRL 5 Technology Emerging: Used in early clinical simulation (e.g., pre -surgical
validated in relevant | planning, health professional training, rare disease modelling) but
environment lacking sizable number of robust and generalizable clinical trials.

TRL 6+7 Demonstration in

Limited: Small pilots in academic hospitals but clinical workflow

clinical integration and decision impact are not yet fully demonstrated

environments

TRL 8+9 Full deployment &
market -ready

Not yet achieved.

Source: Consortium Assessment based on literature revietf, survey insights, and expert interviews.

4.4.3Al-Powered diagnostic tools

Al-powered diagnostic tools, trained on large -scale clinical datasets such as medical imaging, histopathology,
and multimodal patient data, are rapidly reshaping diagnostic workflows 2 particularly in radiology,
oncology, and pathology. These technologies en hance or automate diagnostic decision -making, enabling
earlier disease detection, greater accuracy, and more consistent clinical outcomes. With active deployment
in several European and international healthcare organisations, use cases include for example Al-assisted
stroke detection, lung nodule classification, musculoskeletal triage, dementia risk estimation, Gleason
scoring for prostate cancer, and intraoperative diagnostics for paediatric brain tumours.

This expanding range of clinical applications reflects a maturing ecosystem of commercial and research -
driven Al diagnostic tools. Notably, the European Cancer Imaging Initiative 57 aims to make the most of the
potential of data and digital technologies such as Al to combat cancer. The cornerstone of the Initiative is
the Cancer Image Europe platform developed by the EUCAIM project: a pan-European federated
infrastructure  of harmonised and standardised cancer imaging data , available to researchers and
innovators in a privacy -preserving setting 8. The goal is to foster the development of Al -driven innovations
to advance personalised and precision medicine for cancer patients.

56 please refer to notes throughout th is section on Virtual Human Twins
57 European Commission (2025)
58 EUCAIM (2025
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EUCAIM builds upon the results of the work of the Al4Health Imaging 5° group of EU-funded projects under
Horizon 2020, advances Al solutions for cancer diagnostics in radiology and pathology. Key initiatives
include:

A CHAIMELEON? Developing a cancer imaging repository to accelerate the transition of Al tools from lab
to market.

A ProCAncer-1°t Building an Al-based platform for prostate cancer diagnostics, integrating imaging data
and predictive models to support precision care through prostate cancer -s conti nuum.

A INCISIVE? Creating a multimodal Al toolbox and interoperable imaging repository to enhance cancer
diagnosis, prognosis, and monitoring.

A EuCanlmagé® Establishing a pan-European cancer imaging platform linking biological and health data
to drive Al -enabled precision oncology.

Initiatives focused on clinical validation are also emerging to demonstrate the real -world applicability of Al
diagnostic technologies. An example is AIDA, a Swedish research and innovation arena dedicated to artificial
intelligence in medical image analys is. AIDA brings together academia, healthcare, and industry to translate
Al advancements into clinically effective tools that benefit patients. The initiative operates within the
Medtech4Health Strategic Innovation Programme, and is jointly supported by VI NNOVA, Formas, and the
Swedish Energy Agency®.

Many tools are undergoing conformity assessments under the evolving EU Medical Device Regulation (MDR),
placing their current maturity at TRL 748, signifying systems demonstrated in operational environments.

Heal t hcare providers- survey data reinforce this matur
of Al powered diagnostic tools, with an additional 50% planning adoption by 2029. This growth trajectory

indicates high levels of trust -building, clinical readiness, and demand for Al integration, especially in high -

volume diagnostic domains as pathology. The healthcare providers survey also reveals that 40% of
respondents consider Al -powered diagnostic tools to be crucial in achieving their organisat i on-s str at e
objectives, highlighting the growing role of Al in supporting diagnostic accuracy and efficiency (  Figure 53).

These figures should be interpreted also in comparison with related adoption trends in adjacent areas such

as advanced diagnostic systems for genomics, radiology and pathology (see section European healthcare
providers- digital h e mJegtnnent plahsy),ptd dordextualése Matufityuandi readiness

across interconnected digital health domains.

Despite these advances, several barriers remain. These include the need for greater explainability and
transparency, seamless interoperability with existing IT infrastructures, and regulatory clarity under both
the Al Act and MDR frameworks as also confirm ed by executive interviews. Additionally, concerns regarding
bias and generalisability persist, as tools are often trained on demographically narrow datasets. To
accelerate progress toward TRL 9 and widespread clinical adoption, policies should prioritise  streamlined
regulatory pathways, procurement incentives, and workforce training to ensure safe, equitable, and
effective deployment of Al diagnostics across Europe.

59 European Commission (2025)
60 Chaimeleon (2025)

61 Procancer-i

62 |ncisive project (2025)

63 Eucanimage (2025)

64AIDA (2025)
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Table 3: TRL Assessment of Al Powered Diagnostic Tools

TRL Description Assessment

TRL 1+3 Conceptual Completed: AI/ML methods and use cases well -defined (e.qg.,
development convolutional neural networks for image classification)

TRL 445 Lab / prototype Achieved: Validation in curated datasets (e.g., LIDC-IDRF® for
validation lung nodules, TCGAS® for digital pathology)

TRL 6+7 Demonstration in Ongoing: Used in clinical pilots, decision -support for radiologists,
relevant / operational and workflow assistance (e.g., stroke triage, prostate cancer
environment classification)

TRL 8 Complete system Emerging: Certified tools in some hospital deployments with
qualified in operational evidence of improving workflow and diagnostic accuracy (e.g.
environment Aiforia)

TRL 9 Full commercial Select tools approaching TRL 9 but limited generalizability across
deployment healthcare systems and countries

Source: Consortium Assessment based on literature review, survey insights, and expert interviews.

4.4.4Next -generation virtual care and patient monitoring

Next-generation virtual care and patient monitoring technologies represent a convergence of Al  -driven
remote monitoring, clinical decision support, automation, and immersive tools such as ambient sensors and
VR/AR. These solutions are shaping the evolution of remote care delivery, particularly in chronic disease
management, rehabilitation, mental health, and home -based care, with less invasive and more natural
patient interaction model. Healt hcar egenemtowvvirtdua cascands ur v e
patient monitoring are among the most promising emerging technologies, with strong expectations that
they will play a critical role in advancing organisational objectives and improving care delivery ( Figure 53).
With successful pilot implementations of predictive vital sign monitors, symptom forecasting tools, and fall
detection systems, alongside the growing clinical use of VR for stroke recovery, pain management, and
phobia therapy, the technology is currentl y estimated by the study team at TRL 647, reflecting
demonstration in real -world clinical environments.

Survey data shows optimistic uptake projections, with total expected adoption projected to surpass 80% by
2029. This reflects substantial momentum toward broader deployment; however, current implementation
remains uneven across Member States. These figures should be interpreted in comparison with related
adoption trends in adjacent areas such as virtual care and hospital -at-home models, to contextualise
maturity and readiness across interconnected digital health domains.

Several European and international research initiatives are advancing the evidence base for these
technologies. The VITALISE project (Horizon 2020), for example, is enabling living lab infrastructures to
support real -world experimentation in digital rehabi litation and remote care solutions across multiple EU
countries ¢’. Similarly, HOLOBALANCE, another Horizon 2020 project, explores the use of augmented reality
and Al for personalised balance training in older adults, using smart wearables and cognitive -motor
exercises®. Other examples include the use of VR for chronic pain therapy at Charité University Hospital in
Germany®® and post-stroke cognitive rehabilitation at IRCCS San Camillo in Italy 7°, both supported by EU
digital health funding schemes.

Despite increasing technological maturity, several persistent barriers, affecting both next generation and
traditional virtual care and patient monitoring solutions, continue to hinder full integration into routine

65 Lung Image Database Consortium and Image Database Resource Initiative
66 The Cancer Genome Atlas

67 Vatalise project (2025)

68 Holobalance (2025)

69 Stamm, O., Dahms, R., Reithinger, N. et al. (2022)

OWrzeciono, A., Ciedik, B., Kiper, P. et al. (2024), Salvalaggio S, Turolla A, Ancd M, et al. (2023)
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healthcare delivery. These include fragmented virtual care reimbursement mechanisms, inconsistent data
quality from wearable devices, workflow integration challenges, and gaps in digital literacy among both
clinicians and patients "*. Addressing these obstacles, particularly through harmonised funding and market
access frameworks, expanded living lab infrastructures, and robust interoperability, will be essential for
advancing this technology to TRL 8 and beyond, enabling scalable, pe rsonalised care delivery across Europe.

Table 4: TRL Assessment of next -generation virtual care and patient monitoring technologies

TRL Description ‘ Assessment
TRL 1+3 | Concept, early Completed: Prototypes of predictive monitoring tools, telehealth
development platforms, VR therapy validated in academic R&D
TRL 45 | Lab/relevant Achieved: Simulations and early pilots in rehabilitation (e.g. stroke,
environment Post-Traumatic Stress Disorder), chronic disease management, and
training
TRL 6 Demonstration in Ongoing: Al-powered alert systems and virtual wards deployed in

operational setting real-world care pathways (e.g., Chronic Obstructive Pulmonary
Disease, diabetes) across EU member States

TRL 7 System prototype in | Emerging: Some success in workflow integration, especially in
clinical use hospital -at-home and post-acute care pathways
TRL 89 | Certification, full - Not yet achieved at full scale across most EU Member States

scale deployment

Source: Consortium Assessment based on literature reviel, survey insights, and expert interviews.

4.4.5Novel biological sensors

Novel biological sensors, comprising advanced wearables, ingestibles, and implantables, are digital health
tools for continuous, real -time monitoring of physiological, biochemical, and metabolic parameters. These
technologies hold transformative potential for personalised care, early detection, and preventive health
interventions, leveraging innovations in miniaturised electronics, materials science, new biosensors
technologies, wireless communication, and embedded Al for smart collection and interpretation of data.
Currently generally estimated at TRL 516, these technologies are undergoing clinical validation in real -world
environments, marking the transition from consumer wellness applications to regulated medical use.

A broad range of use cases across different medical specialties is currently under development and
validation, including, for example, sweat -based sensors for hydration and electrolyte monitoring, skin
patches for non-invasive glucose and lactate tracking, and ingestible diagnostics for gastrointestinal
assessment.”® 74, A growing body of EU-funded research, such as the ELSAH (Electronic smart patch system
for wireless monitoring of molecular biomarkers for healthcare and well  -being) "> and the WELMO (Wearable
Electronics for Effective Lung Monitoring) 7 projects funded under Horizon 2020, aims to demonstrate their
feasibility in real -world environments.

Healthcare providers survey data highlights the early -stage maturity and diversity of these technologies.
Ingestible biosensors are currently used by only 12% of healthcare providers, with combined adoption
projected to reach 50% by 2029. In contrast, wear able biosensors show a stronger uptake trajectory, with

"t As emerging from desk research and literature review see for example: Oudbier SJ, Souget-Ruff SP, Chen BSJ, et al.
(2024);Tagn e, J. F. , Burns, KGullslettOK BRorchi B, Lundberg Le dt al. $2025); Me@textedrdpe
(2022); DIGTAL EUROPE (2024 Mckinsey & Company (2023)

72 please refer to notes throughout th is next-generation virtual care and patient monitoring section

73 Mukherjee, S.: Suleman, S.: Pilloton, R.: Narang, J.; Rani, K. State of the Art in Smart Portable, Wearable, Ingestible and
Implantable Devices for Health Status Monitoring and Disease Management. Sensors 2022, 22, 4228.

74 Thwaites PA, Yao CK, Halmos EP, Muir JG, Burgell RE, Berean KJ, et al. Review article: Current status and future
directions of ingestible electronic devices in gastroenterology. Aliment Pharmacol Ther. 2024 ; 59: 459+474.

75 European Commission (2025)

76 European Commission (2025)
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expected adoption for 2029 exceeding 60%. These differences indicate that biosensing technologies are not
advancing uniformly, but rather following distinct adoption pathways based on their clinical readiness,

usability, and integration potential. This tra jectory underscores both the promise and the immaturity of the
field.

To advance these technologies to higher TRLs, challenges must be addressed in areas such as
biocompatibility and long -term safety, interference and calibration in variable environments, and ethical
concerns over continuous and potentially invasive data col lection?”. In parallel, regulatory harmonisation,
privacy-by-design frameworks, and dedicated trial infrastructure are needed to accelerate clinical validation
and system integration.

Table 5: TRL Assessment of Novel Biological Sensors

TRL Description Assessment
TRL 1+3 Applied research Completed: Materials science and miniaturised sensing
platforms well explored
TRL 4 Lab validation Achieved: In-vitro and animal testing of ingestible and
continuous monitoring devices
TRL 5+6 Validation in relevant Ongoing: Clinical trials underway for sweat sensors, glucose
setting patches, and smart pills
TRL 7 Demonstration in Partial: Some CEmarked devices used for glucose monitoring,
healthcare system cardiac rhythm, or hydration

TRL 8+9 Widespread commercial Limited: Broad deployment hampered by safety, data integrity,
deployment and regulatory clearance hurdles

Source: Consortium Assessment based on literature reviet, survey insights, and expert interviews.

4.4.6Al-based hospital early infection warning systems

Al-based hospital early infection warning systems are transforming infection control by enabling real  -time
surveillance through the integration of electronic health records (EHRS), structured and unstructured clinical
data, medical imaging, laboratory resu Its, and sensor inputs. These solutions may operate as standalone
software platforms or in combination with point -of-care diagnostics, for instance creating lab on a chip
solution. These intelligent platforms detect early signals of infectious outbreaks, s  epsis, and antimicrobial
resistance (AMR) risks, allowing hospitals to intervene before clinical deterioration or cross  -infection occurs.
Currently estimated at TRL 6x7, these technologies have been validated in select hospitals, particularly in
intensive care units (ICUs), oncology departments, paediatrics and infectious disease wards.

Findings from the Healthcare Providers Survey indicate that 20% of providers currently use Al -based
infection alert systems, with projected adoption expected to reach 74% by 2029. Additionally, 34% of
healthcare providers identify these systems as critical to achieving their organisational objectives,
underscoring their perceived value in enhancing clinical responsiveness and operational efficiency ( Figure
52, Figure 53). Al-driven early warning systems are already delivering tangible benefits, such as real -time
sepsis alerts based on temperature, C-Reactive Protein (CRP), and vital sign data, detection of infection
clusters, and heatmapping of hospital -acquired infectio ns (HAI), supporting timely interventions and
improved care outcomes "°. AMR surveillance solutions, such as those integrating resistance gene profiles
with antibiotic prescribing behaviour, are being piloted to support antimicrobial stewardship.

TLuT,JiS,Jin W, Yang O, Luo Q, Ren-IL. Biocompatible and Long -Term Monitoring Strategies of Wearable, Ingestible
and Implantable Biosensors: Reform the Next Generation Healthcare. Sensors. 2023; 23(6):2991 ; Kim, J., Campbell, A. S.,
de Avila, B. E., & Wang, J. (2019). Wearable biosensors for healthcare monitoring. Nature biotechnoloqy, 37(4), 389 +406
8 Please refer to notes throughout th is section on Novel Biological Sensors

79 Epelde, F. Revolutionizing Patient Safety: The Economic and Clinical Impact of Artificial Intelligence in Hospitals.
Hospitals 2024, 1, 185-194
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Research projects rapidly multiplied during the COVID -19 pandemic as for instance the ICU4Covid initiative,
supported under the Emergency Support Instrument, funded infrastructure for integrating real -time ICU
data across Member States, contributing to inf ection and risk prediction efforts 8°. Today several European
and international projects such the Targeted Real -Time Early Warning System (TREWS) developed by Johns
Hopkins University 8, or EU funded SepTec project®? demonstrate how these systems can identify sepsis
cases early, leading to a significant reduction in mortality rate. Healthcare organisations are increasingly
leveraging analytics and Al platforms to strengthen their hospital -acquired infection monitoring systems;
for example, the Region of Southern Denmark has implemented the SAS Al platform to track and reduce
hospital -acquired infections across its facilities 8. EHR vendors such as Epic and Dedalus have developed
early warning tools, including Epic-s Infection Control
in alignment with clinical guidelines and mapped to standard medical terminologies. Additiona Ily, medical
device companies such as Thermo Fisher Scientific have developed solutions like SepsisFinder, which uses
clinical decision support algorithms to generate real -time alerts for sepsis and hospital -acquired infections
(HAISs).

Despite their promise and studies results, several barriers constrain advancement to TRL 8. Data
fragmentation across hospital systems, and in particular interoperability with EHR systems, limits real -time
performance 8. Moreover, broader challenges associated with the application of Al in healthcare, such as the
lack of interpretability, transparency of Al models and reproducibility of results, can contribute to issues like
false positives and over -alerting, ultimately reducing clinician trust. In addition, integration with hospital
antimicrobial stewardship programmes remains fragmented, limiting their overall systemic impact &5,

Policy support for hospital infrastructure modernisation, combined with inclusion of Al alert systems in
national surveillance mandates, will be essential to scale these technologies. With improved data
harmonisation and regulatory clarity, advancement to TRL 8 within the next 2+3 years is achievable,
positioning Al -based infection warning systems as a core component of resilient, data -driven hospital care.

Table 6: TRL Assessment of Al -Based Hospital Early Infection Warning Systems

TRL Description Assessment
TRL 1+3 Al model design Completed: Predictive models developed using retrospective datasets
(EHR, labs, vitals)

TRL 4 Validation in lab Achieved: Deployed in sandbox environments, with retrospective
setting accuracy studies

TRL 56 Early hospital Ongoing: Real-world use in pilot ICUs, cancer wards, post-operative
deployment surveillance, paediatrics wards.

TRL 7 Operational Achieved in select sites using alert dashboards
demonstration

TRL 8+9 Nationwide Not yet consistent across EU due to variable data infrastructure, legal
deployment barriers

Source: Consortium Assessment based on literature revief, survey insights, and expert interviews.

80 European Commission (2025)

81 Adams R, Henry KE, Sridharan A, et al. Prospective, multisite study of patient outcomes after implementation of the
TREWS machine learningbased early warning system for sepsis. Nat Med. 2022:28(7):1455-1460

82 European Commission (2025)

83 Sas (2025

84 Pennisi F, Pinto A, Ricciardi GE, Signorelli C, Gianfredi V. The Role of Atrtificial Intelligence and Machine Learning Models
in Antimicrobial Stewardship in Public Health: A Narrative Review. Antibiotics. 2025; 14(2):134

85 Cesaro, A., Hoffman, S.C., Das, P. et al. Challenges and applications of artificial intelligence in infectious diseases and
antimicrobial resistance. npj Antimicrob Resist 3, 2 (2025)

8 please refer to notes throughout th is section on Al based Hospital Infection Early Warning System
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Figure 54: Comparative Analysis of Five Emerging Digital Health Technologies: Technology Readiness Levels

(TRLs) vs Expected Adoption Rates by 2029

Source: Survey: Digital Technologies in Healthcare, Vendors, 2025. Respondents included a mix of executives at director
level or above. Total sample: 70. TRL Study Team estimates and Q. Which emerging technologies and solutions does your
organization use or is it planning to use in the next four years?

Figure 54 provides a comparative view of five emerging digital health technologies, aligning their estimated
Technology Readiness Levels (TRLs) with total expected adoption rates by 2029 based on survey data. The
scatterplot reveals a quite consistent alignment bet ween technology maturity and adoption projections,
highlighting three key clusters that can inform differentiated policy responses:

Sustain & Scale (High TRL, High Adoption)

A

A

Al-powered diagnostic tools stand out as the most mature and widely accepted technology, nearing TRL
7-8 with an expected adoption near to 80%.

This group is ready for greater scaling across EU, with a need for enhanced interoperability frameworks,
procurement harmonisation, and inclusion in national clinical guidelines.

Accelerate Deployment (Mid TRL, High Adoption Intention)

A

A

Next-generation virtual care and patient monitoring and Al -based hospital early infection warning
systems are advancing toward TRL 6-7, with projected adoption rates of 91% and 74%, respectively.

These technologies would benefit from targeted policies to accelerate clinical integration, including
reimbursement reform, coordinated public procurement, targeted digital infrastructure investments.

Support Innovation (Low TRL, Moderate Adoption Potential)

A Virtual patient twins and novel biological sensors remain in TRL 4 -5 and 5-6 stages, with more modest

A

adoption projections (61% and 59% &7, respectively).

These technologies require still require systemic enablers: R&D investment, particularly in real -world
validation environments, regulatory sandboxes for iterative development, incentivised pilot schemes to
bridge the gap between lab -based validation, proof of concept and healthcare deployment.

87 Average of the projected adoption of wearable and ingestible biosensors
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4.4.7 From enablers to niche innovations: adoption trajectories
of adjacent emerging digital technologies

The Healthcare Providers Survey also examined adoption trajectories of complementary emerging
technologies, such as IoT, AR/VR, hospital digital twins, 3D printing, robotics and drones, enabling and
adjacent innovations that support or intersect with the  core digital health technologies assessed (virtual
patient twins, novel biosensors, Al powered diagnostics, Al -based hospital early infection warning systems,
and next generation virtual care and patient monitoring). Some of these technologies act as enabl ers of
primary solutions, while others represent more standalone innovations within the broader digital health
ecosystem.

100%

80%

60% -

40%

Percent of Respondents

20%

0% . : . :
Other digital twins (e.g. 3D printing and bioprinting Robotics Drone technologies
hospital digital twin)

Internet of things (loT)

m Already using = Planning to use in the next two years = Planning to use in the next three or four years

Figure 55: Adoption Trends of Adjacent Emerging Digital Technologies

Source: Digital Technologies in Healthcare: Providers 2025 survey. Respondents included a mix of IT and hokbusiness
(LOB) decisionmakers. Total Sample Size: N = 300 Q. Which of the following emerging technologies and solutions does
your organization use or is it planning to use in the next four years?

As shown in Figure 55 the Internet of Things (I0T) emerges as the most widely adopted technology among
those surveyed. With 30% of providers already using loT and an additional 47% planning adoption within the
next four years, it plays a foundational role in the digital health ecosystem. 0T underpins key functions such
as real-time patient monitoring, virtual care delivery, and sensor data integration, and also serves as a critical
data source for digital twin technologies. Its maturity and broad applicability make it a key en  abler of system -
wide interoperability and scalability.

AR/VR technologies are following a significant upward trajectory. Although only 18% of providers currently
use AR/VR, more than half (52%) plan to adopt it by 2029. This growth aligns with expanding use cases in
rehabilitation, pain management, and clinica | training within virtual care environments. While still slightly
behind compared to other advanced technologies, AR/VR is expected to transition from proof of concepts
and pilots to integrated clinical applications in the coming years.

Hospital / healthcare organizations digital twins, including models for infrastructure and operational
simulation, remain in the early phases of adoption. Currently used by just 13% of providers, they are gaining
traction, with 34% planning to adopt over t he next 3+4 years. These systems face similar challenges
encountered by patient virtual twins around data integration, infrastructure requirements, and real -world
validation, placing them at a lower projected adoption level despite growing strategic intere  st.

3D printing and bioprinting show moderate uptake, with 20% of providers already using these technologies
and an additional 45% planning to adopt them. Their adoption is more specialised, with clear value in custom
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medical device fabrication, implants, and regenerative medicine. While less transformative at scale than Al
or loT, 3D printing is proving highly valuable in surgical and orthopaedic contexts.

Robotics, generally associated with surgical innovation, seems to face adoption barriers. Only 17% of
providers currently use robotics, and just 37% plan to adopt by 2029. High costs, complex integration, and

limited interoperability and healthcare profess i onal s - skills remain key <chall
emerging technologies, especially Al driven diagnostics and virtual care technologies, survey results show a
sl ower adoption path for robotics, t hough fiten hospitai -mpor t :

targeted, and the survey sample includes both hospital and non -hospital healthcare providers.

Lastly, drone technologies remain the most nascent and narrowly adopted. With only 8% of providers
currently using drones and 31% planning adoption, a majority (61%) report no plans to integrate them.
Though drones offer promising use cases such as medical supply and lab sample transport, their uptake is
constrained by logistical, air -space regulatory, and clinical validation challenges. As a result, drones remain
highly specialised, with limited systemic integration to date.

4.4.8 Al in Digital Health: a cross -cutting driver of innovation

Artificial Intelligence (Al) has moved beyond the realm of experimentation and is now establishing itself as

a mainstream pillar of digital transformation across the European healthcare landscape. The healthcare
providers survey results highlight that Al i s not only one of the most widely anticipated technologies, but
also one of the most broadly applicable across clinical, operational, and strategic domains. It is increasingly
regarded as a key enabler of innovation, underpinning many of the emerging techn ologies previously
analysed.

60%

54%

40%

Percent of Respondents

20%

14%

5%

o o

Already using Mot using but plan to Planning to replace or Not using and no plans to invest
invest for the First time expand current solution

Figure 56: Heal t hcare Providers- Plans for Al Technol o

Source: Digital Technologies in Healthcare: Providers 2025 survey. Respondents included a mix of IT and hokbusiness
(LOB) decisionmakers. Total Sample Size: N = 30@. Is your organization using or planning to invest in artificial
intelligence (Al) technologies in the next four years?
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linical decision support | -
Early diagnosis and predictive analytics | -
Patient engagement and experience |, -
Remote patient monitoring and care |, -
Care personalization and pathway orchestration _ 37%
Clinical documentation | : -
Medical image analytics | -
clinical research | -
Quality and risk management _ 29%
Population health management _ 24%
Administrative process automation _ 21%
Regulatory compliance support _ 20%
Clinical workforce experience _16%
Planning and forecasting capacity _ 1%
Supply chain and procurement _ 9%

0% 20% 40% 60%
Percent of Respondents

Figure 57: Healthcare Providers Key Al use cases

Source: Digital Technologies in Healthcare: Providers 2025 survey. Respondents included a mix of IT and hokbusiness
(LOB) decisionmakers. Total Sample Size: N=30@.Wh at are or will likely be your

The survey reveals an overwhelming sector -wide commitment to Al investment. Only 5% of respondents
report no intention to invest in Al over the next four years. In contrast:

A 27% are already using Al technologies;
A 54% are planning to invest for the first time;
A 14% intend to expand or replace their current Al systems.

In total, over 94% of healthcare providers are actively engaged in Al, either through current deployment or
near-term investment plans. These figures reflect not only a strong appetite for digital innovation but also
a sector-wide understanding that Al int egration is becoming a strategic imperative ( Figure 56).

Survey participants also identified a broad spectrum of Al use cases, with a pronounced focus on clinical
value and operational efficiency Figure 57. The most cited applications include:

A Clinical decision support (58%);

A Early diagnosis and predictive analytics (53%);

A Patient engagement and experience (45%);

A Remote monitoring and care (44%);

A Clinical documentation and care pathway orchestration (37%).

While clinical functions remain the primary focus, the survey results indicate interest in applying Al to
administrative processes, like regulatory compliance, workflow automation, and quality management.
Interestingly, use cases such as supply chain optimisation, forecasting, and planning, areas with significant
efficiency potential which are typically less sensitive from a data governance perspective, from the survey
results seems to be under -prioritised despite their potential for high -impact implementat ion and efficiency
gains. These areas represent untapped opportunities where Al could be rapidly tested and scaled to support
broader system performance. Studies show that Al plays a pivotal role in transforming hospital operations
and management. By integrating Al technologies, hospitals can optimise logistics and resource
management, automate administrative tasks, and enhance patient flow and scheduling. Al systems can be
used to predictively manage inventory, streamline facility operations, and optimize resource allocation,
improving efficiency and reducing costs. Additionally, Al automates administrative processes like patient
data management and revenue cycle management, enhancing accuracy and reducing workload. In patient
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flow, Al optimises scheduling, reduces waiting times, and enhances overall patient experience, marking a
significant advancement in healthcare management 88,

This robust commitment to Al also mirrors the Technology Readiness Level (TRL) assessments and adoption
trajectories of the emerging technologies reviewed earlier. The findings confirm that Al readiness is a
fundamental enabler of innovation across healthc are, supporting the deployment of digital twins,
biosensors, advanced monitoring, and diagnostic systems.

Also from the vendor survey , Al emerges as a top strategic priority. As previously shown in Figure 29
investment in Al is being actively pursued to support operational goals and product innovation. Moreover,

Al is consistently ranked among the primary drivers of sustainable growth over the next four years  (Figure
23), further validating its central role in shaping the future of healthcare technology markets.

8 See for example, analysis on the potential of Al in healthcare supply chains in Deveci, M. Effective use of artificial
intelligence in healthcare supply chain resilience using fuzzy decision -making model. Soft Comput (2023). Or a broader
analysis of Al use cases and impact inMaleki Varnosfaderani, S.; Forouzanfar, M. The Role of Al in Hospitals and Clinics:
Transforming Healthcare in the 21st Century. Bioengineering 2024, 11, 337
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4.5 Comprehensive market structure and competitive landscape analysis

of the EU Digital Health sector

A

EU Digital Health Market Analysis: Key Takeaways

Market Fragmentation and Competition  : High. The EU digital health market is highly fragmented,
with significant variations in vendor concentration across Member States. In the Mapping, 15 EU
Member States have five or fewer digital health vendors, while countries like Germany and France
show high vendor density, creating regional disparities in competition levels. Competition mainly
revolves around core health IT systems with 85% focusing on mature segments as EHRs and medical
imaging, while emerging techno logies like Al and genomics remain underrepresented. The market is
service-oriented, driven more by operational modernization than by innovation.

Opportunities for New Entrants : Moderate to High. Despite regulatory complexity, the sector's
projected growth (from 11 billion in 2023 to
new entrants, especially in Al, data-driven solutions, and advanced cybersecurity. Despite strong
market growth projections, high regulatory complexity (for 50% of vendors) and lack of
interoperability (43%) continue to hinder expansion, especially for SMEs and startups.

Bargaining Power of Buyers : Moderate to High. Healthcare providers have growing bargaining
power, although in some case limited by the local nature of the suppliers. Providers prioritize solutions
that demonstrate measurable benefits in cost -efficiency, patient outcomes, integration and
interoperabili ty.

Bargaining Power of Suppliers : High (for selected technology areas). Suppliers of critical
technologies (data infrastructure, cybersecurity, Al) hold considerable power, particularly non -EU
vendors. Only 20% of EU vendors implement data sovereignty measures, and just 13% use standards -
based or open-source technologies, indi cating limited progress in reducing reliance on external
platforms and tools.

EU Capabilities in Critical Enabling Technologies : Moderate. The EU's capacity to develop and
deploy critical enabling technologies like HPC, Al, and cybersecurity is growing but still lags behind
global leaders like the US. Efforts are underway to strengthen local capabilities, R&D and reduce
reliance on non-EU sumliers.

Strategic Focus : To foster a competitive, resilient, and innovation -driven market, the EU should
consider focusing on:

o Strengthening local capabilities;
o Simplifying regulatory complexities;
o Improving interoperability;

o Reducing reliance on non-EU suppliers for critical technologies.
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4.5.1Methodology for comprehensive market structure and
competitive landscape analysis

This section presents a comprehensive analysis of the structure and competitive dynamics of the EU digital
health technology market. By triangulating insights from surveys, literature review, the market mapping and
segmentation exercise, and from expert in terviews, the analysis explores market composition, entry
barriers, dependencies and strategic positioning.

Leveraging Porter-s %ithe analysie assesses cfiticah dimemsons kncluding market
concentration, ecosystem resilience, foreign dependency, and growth potential. The framework analysis has
been tailored to the specificities of the digital health landscape and aims to generate a  nuanced, evidence-
based understanding to inform targeted policy and investment decisions. It supports the identification of
strategic levers to foster a more competitive, resilient, and innovation  -driven market.

4.5.2Intensity of rivalry among incumbent firms

The EU digital health market is highly fragmented, with substantial variations in vendor concentration across
Member States. As shown in the market mapping and segmentation (see Figure 10: Number of Digital Health
Vendors by EU27 Country (2025)), while countries like Germany and France have a high number of vendors,
15 Member States report five or fewer, leading to uneven competition levels across the region. This dynamic
creates highly competitive environments in some countries and less intense competition in others.
Companies looking to expand beyond their domestic markets must navigate significant regional differences

in competition, demand, and technology adoption.

Most competition centres around core health IT systems (health data management, diagnostics, clinical
workflows, and administrative tools), comprising over 85% of vendor activity. Emerging technologies like Al,
digital twins, and genomics remain underrepre sented, making the market less innovative and more focused
on operational modernization.

Survey results confirm that vendors primarily focus on established sectors like EHRS, telehealth, and medical
imaging, with less emphasis on frontier technologies. Although over half of respondents cite product
innovation and investment as key competitive levers, current competition seems to centre on cost,
functionality, and system integration, leading to a relatively undifferentiated market.

The lack of differentiation among products intensifies rivalry, driving a service -oriented market where
vendors offer more personalized solutions and integration services to stand out. However, this strategy
contributes to technological fragmentation and v endor lock -in, further increasing competitive pressures as
it makes harder for customers to switch providers as they become reliant on specific platforms and
technologies.

4.5.30pportunities for new entrants

The EU digital health sector presents both challenges and opportunities for new entrants. The Digital Health
Vendors survey results show that regulatory complexity and market fragmentation discourage cross  -border
growth, reinforcing a siloed, country -specific market presence. As highlighted in expert interviews with
digital health vendors and Medtech associations, navigating the interplay between multiple regulatory
frameworks, such as the Medical Device Regulation (MDR), In Vitro Diagnostic Regulation (IVD R), the General
Data Protection Regulation (GDPR), and national healthcare regulations, is widely perceived as a significant
barrier to market entry. These challenges are further compounded by the fragmented nature of healthcare
systems across Member States, inconsistent standards, and interoperability issues, making cross -border
expansion costly and difficult. Such regulatory complexities complicate market entry and scaling, particularly
for startups and SMEs.

89 Harvard Business School (2025)
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Despite these hurdl es, the sector's projected growth (
presents significant opportunities (see section EU Digital Health market size and ). Increased investments in

core technologies like EHRs, as well as innovative Al-driven solutions and advanced cybersecurity, create

openings for new entrants. Vendors focusing on these areas, especially in Al and data -driven solutions, can

secure a footh old. Survey responses indicate that 50% of vendors prioritize market leadership in niche areas,

signalling a shift toward specialized, high -value solutions. Additionally, 46% are focusing on AI/ML and other

emerging technologies, reinforcing their position in advanced digital health applications. New entrants can

capitalize on existing gaps in advanced technologies and the increasing demand for patient -centred

solutions if they effectively navigate the regulatory environment and target unmet needs within em erging

technology areas.

4.5.4Bargaining power of buyers (healthcare providers)

Healthcare providers in the EU hold significant bargaining power in the digital health market. Healthcare
providers- survey findings reveal that organisations p
outcomes, cost-efficiency, and operat ional improvements, driven by increasingly complex health needs,

constrained budgets, and rising healthcare costs (Figure 4). Providers are seeking solutions that offer
measurable clinical and operational benefits, including improvements in clinician efficiency, patient

throughput, medical equipment utilization, and the overall experience for both patients and healthcare

profe ssionals.

Expert interviews highlight the growing demand for solutions that seamlessly integrate into existing
workflows, enhancing efficiencies and outcomes without disrupting current systems. The increasing need
for interoperable solutions and evolving government  policies further strengthens the bargaining power of
healthcare providers. As providers face increasing pressure to meet regulatory requirements and patient
care demands, they become more selective, favouring vendors whose solutions seamlessly integrate in to
existing workflows, offer interoperability, and adapt to their evolving needs, while demonstrating tangible
improvements. Vendors who fail to address data and workflow integration, usability concerns, and lack a
proven track record in the healthcare ind ustry may struggle.

4.5.5Bargaining power of suppliers (data, infrastructure, talent)

In the EU digital health ecosystem, suppliers of critical enabling technologies (such as data infrastructure,

cloud services, cybersecurity solutions, and emerging tools like Al and genomics) wield significant bargaining
power. Non-EU vendors, particularly from the United States and the UK, are often at the forefront of

innovation and market presence in these areas. These suppliers, who provide the foundational infrastructure

for digital health technologies, hold considerable influence, as the sector cannot  function without robust,
secure systems.

This reliance on external suppliers creates a dependency that leaves the EU vulnerable to fluctuations in the
global supply chain and geopolitical risks. As the EU strives to build a more resilient and sovereign digital
health ecosystem, there is an increa sing push to reduce this dependency. Efforts are underway to strengthen
local capabilities through enhanced R&D, mandating compliance with EU standards, and stricter digital and
data residency regulations. Survey data however shows that only 20% of vendors implement data
sovereignty measures (e.g. EU-based hosting or local data storage), and a mere 13% report using standards -
based or open-source technologies, suggesting vendors' reliance on proprietary, non -EU platforms (Figure
36).

Non-EU suppliers continue to play a dominant role, particularly in cybersecurity, where the growing
sophistication of cyber threats has heightened their influence and 51% of vendors cite evolving cyber threats
and 47% point to fragmented regulations as top challenges (Figure 35). However, as also shown by vendor
survey responses, there is growing awareness within the EU ecosystem (reflected in 46% of vendors
investing in in-house R&D and 40% diversifying their supplier base) that reducing reliance on dominant
foreign players is essential for long -term resilience and autonomy ( Figure 36).
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4.5.6 Availability of EU capabilities in critical enabling
technologies and substitutes

The EU's capacity to develop and deploy critical enabling technologies like cloud computing, high -
performance computing (HPC) °°, cybersecurity, and Al is growing, but it still lags behind leading global

markets like the US. The market mapping show that while some Member States, such as Germany and France,

have made significant progress in areas like Al adoption and health data pla tforms, the overall ecosystem

remains fragmented and dependent on external technology providers for critical infrastructure. Moreover,

the dominance of non-EU vendors in core areas like cybersecurity r ei nf orces Europe-s str
on external providers for key digital health components ( Figure 17, Figure 18, and Figure 19).

This dependency poses challenges for the EU in scaling emerging and infrastructural technologies that could
transform the healthcare sector. In key areas like Al and genomics, EU capabilities are often reliant on non -
EU suppliers, particularly from the US, for innovation in Al -driven clinical decision support and data analytics.
As demand for these technologies grows, the availability of substitutes within the EU remains limited,
compelling many vendors to rely on external players to fill critical gaps.

Survey data from EU digital health vendors confirm this trend: only 20% of vendors implement data
sovereignty measures, and a mere 13% use standards-based or open-source technologies, underscoring the
limited availability of internal substitutes ( Figure 36). Furthermore, 51% cite cybersecurity threats and 47%
note fragmented regulatory environments as major challenges ( Figure 35), areas that are dominated by
foreign suppliers.

However, there is increasing recognition within the EU of the need to reduce this dependency. As shown by
the digital health vendor survey, efforts are underway to enhance internal capabilities, upskill staff, diversify
partners and supplier to ensure digi tal sovereignty and resilience of digital health ecosystem.

In conclusion, the EU digital health market is characterized by intense competition and fragmentation, with
opportunities for new entrants focusing on emerging technologies like Al, genomics, and digital health
platforms. Vendor survey results show that 46 % of companies are investing in in-house R&D and 40% are
actively diversifying their supplier base to improve strategic independence and digital sovereignty (  Figure
36). Additionally, 53% are prioritising staff upskilling, and 44% are recruiting talent in ICT and Al/data
science, supporting the development of local expertise ( Figure 37).

In conclusion, the EU digital health sector remains competitive but fragmented, offering opportunities for
new entrants, particularly in Al, genomics, and next -generation platforms. Yet progress is constrained by
persistent regulatory complexity, cross -border interoperability gaps , and an overreliance on external
suppliers for critical infrastructure. To build a more competitive and resilient ecosystem, the EU should
strengthen internal capabilities , expand R&D and talent pipelines , simplify compliance , and align
procurement and certification pathways to support the integration and scaling of emerging technologies.

% see section Accelerating Innovation: The State of Play in Performance Intensive Computing and Supercomputers
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5 Digital Health Market Demand Analysis

This section explores demand -side dynamics in digital health technologies in the EU. The analysis is
structured around two main components:

A Analysis of Digital Health Strategies of Healthcare Providers in the EU: Combines survey results and
expert interviews to assess providers- digital
patterns, and procurement priorities. It highlights key barriers such as adoption challenges,
interoperability gaps, cost -effectiveness, and integration issues, offering a comprehensive view of
market readiness and scalability.

A EU Digital Health Market Size and Growth Trajectories: Provides baseline estimates for 2023 and
2025, with projections to 2030 and 2035, alongside analysis of regional variations and investment
patterns by technology category and provider type. The findings offer strategic insights to guide
policymakers, investors, and vendors in aligning decisions with market growth and opportunities.

5.1 Methodology for the analysis of Digital Health strategies of
healthcare providers

This section draws on the European Healthcare Providers Survey, which examines technology uptake,
investment patterns, and strategic priorities across hospitals, outpatient clinics, and national health systems.
The findings provide both qualitative and qua ntitative insights into current and projected demand for digital
health solutions, highlighting investment priorities and the factors shaping procurement decisions (see
Methodology , Primary Data Collection: Survey and Expert Consultation, for further details).

Insights are complemented by expert interviews with healthcare leaders, authorities, patient groups, and

academia, providing real-world perspectives on adoption barriers, funding models, and regulatory
compliance. Together, the evidence highlights both inv estment priorities and gaps between vendor
offerings and provider needs, particularly in interoperability, usability, cost  -effectiveness, and IT integration

By combining survey data with expert insights, this section assesses market readiness, scalability challenges,
and the key barriers to digital health adoption. Integrating quantitative and qualitative evidence provides a
comprehensive view of the factors s haping digital transformation in European healthcare. °*

%1 Due to the relatively limited sample size of the healthcare providers survey (N=300), it is not statistically feasible to
provide a detailed analysis of digital health technology uptake at the level of individual Member States or EU regions. As
aresult, survey findings are reported at the aggregate EU27 level to ensure analytical robustness. However, readers are
encouraged to consult the EU Digital Health market size and section to gain additional insights into likely uptake
trajectories and proportional dynamics across EU regions. These data points offer a useful lens through which to
contextualise adoption patterns and inform strategic considerations at both national and EU region levels.
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5.2 Analysis of Digital Health budget allocation and growth in EU
healthcare: a shifting landscape

Analysis of Digital Health Strategies of Healthcare Providers in the EU

Digital Health Budgets Evolution and Core Technologies Adoption: Key Takeaways

A Spending and Budget Landscape : Digital health spending for EU27 healthcare providers is inching
upward: 42% organisations still set aside less than 5% of overall funds, and 37% allocate 5 +10% while
only 13% report spending above 11%. Yet the future outlook is cautiously positive with  yearZdnZear
increases are now treated as strategic rather than discretionary, signalling a normalisation of digital
health as ®&ore and strategic — expenditure.

A Southern Europe shows growing ambition despite current underinvestment: While 60% of Italian
and 49% of Spanish providers spend less than 5%, they report some of the highest growth
expectations (notably 10 +20% increases).

A Europe moves forward at different speeds  : France and Southern Europe have the highest current
spenders in the 11+15% range (France 20%, Southern Europe 23%) and also lead in the 16t20%
bracket (Southern Europe 13%). Conversely, France (25%) and Southern Europe (37%) have the
highest proportion o f organisations expecting cuts, indicating shifting priorities or emerging
financial strain . DACH (Germany and Austria), Benelux, and the Nordics report higher digital health
budget allocations: 47% of organisations in DACH and 46% in Benelux allocate 5+10% of their
budgets. This suggests broader economic capacity and policy maturity continue to shape the digital
health market.

European healthcare providers signal cautious optimism in Digital Health budgets

Findings from the Digital Technology European Healthcare Providers Survey indicate that digital health
investment remains cautious but is steadily increasing across European healthcare organisations. A
substantial majority (nearly 80%) allocate less than 1 0% of their annual budget to digital health
technologies. Specifically, 42% of organisations dedicate less than 5%, while 37% allocate between 5 -10%
of their budgets to digital initiatives (  Figure 58).

This data should be analysed within the historical context of underinvestment in digital technologies in
healthcare, where most organisations have traditionally allocated less than 5% of their budgets to such
initiatives. For example, the 2019 HIMSS/McKinsey European eHealth Trendbarometer survey °2 reported
that the average healthcare provider allocated just 3 +4% of total expenditure to digital technologies,
Following the COVID -19 pandemic, this pattern of limited investment has begun to shift. During and in the
aftermaths of the crisis, solutions s uch as telemedicine, data interoperability, remote patient monitoring,
and Al-driven analytics demonstrated their value, prompting health systems and individual organisations to
adjust their financial strategies accordingly °. The Digital Technology European Healthcare Providers Survey
reveals that 58% of respondents plan to allocate more than 5% of their budget to digital health,
underscoring a growing recognition of digital health as a critical area of investment, rathertha  n a secondary
or peripheral expense. Notably, no respondent s

sel e

organi sation-s 2025 digital heal th budget allocation,

are structured and intentional.
Future investment trends: a positive but varied outlook

The survey also provides valuable insights into how European healthcare organisations anticipate their
digital health budgets evolving in 2026 compared to 2025 ( Figure 59). The data presents a mixed, yet overall

92McKinsey & Company (2019)
93 Special report 25/2024: Digitalisation of healthcare +EU support for member states effective overall, but difficulties
in using EU funds. European Court of Auditors 2024. European Court of Auditors
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positive trajectory, with 38% of organisations maintaining current spending levels, 45% anticipating budget
increases, and 18% expecting some level of reduction, although no organisations foresee a drastic decrease
in their budgets. These figures overall s uggest a relatively stable positive commitment to digital health
investment, though financial constraints may limit aggressive expansion in some regions. These findings
indicate that maintaining minimal funding is no longer considered sufficient for advanc ing digital health
strategies. The growing budget allocations signal that digital health investments are finally aligning with
their strategic importance in care delivery. While disparities remain, the overall European trend points
toward a larger share of healthcare budgets being dedicated to digital health.

Regional disparities in Digital Health investment

Despite the overall positive trend, digital health budget allocations vary significantly across Europe, with
differences in spending levels and growth rates.

A ltaly (60%) and Spain (49%) have the highest proportion of organisations spending less than 5% of their
budget on digital health. However, these countries are also among the most optimistic in terms of future
growth, with a notable percentage expecting bud get increases of 10-20%.

A The 5-10% budget allocation category has the highest representation in Germany and Austria (47%) and
Benelux (46%), suggesting consistent investment levels.

A Higher investments (11 -15% of total budget) remain relatively rare (13% overall), with France (20%) and
Southern Europe (23%) respondents showing higher rates in this category. Budgets above 15% remain
the exception: only 5% allocate 16 -20%, and 3% exceed20%. The highest allocations (more than 20% of
the total budget) are seen among Southern Europe (13%) for 16 -20% and Central & Eastern Europe (8%)

A Budget reductions are anticipated in some regions, with France (25%) and Southern Europe (37%) having
the highest proportion of organisations expecting cuts, highlighting shifting priorities (e.g. from more
sustained spending in 2025 as observed in the pre vious point) or financial constraints.

These regional variations underscore that while Europe is collectively moving toward greater digital health
investment, the rate of change remains uneven. Some health systems have made digital health a strategic
budgetary priority, while others are still i n the early stages of increasing investment. Economic pressures,
national government policies, and healthcare system maturity levels will continue to shape the pace and
scale of investment growth across different countries.

100%

80%

60%

40% -

Percent of Respondents

20%

0% T T
Total France Germany & Austria Spain Italy Benelux Northern Europe Central & Eastern  Southern Europe

Europe
m Less than 5% " 5-10% m11-15% u16-20% = More than 20%
Figure 58: Percentage of organisations- annual budget all oca
Survey:Digital Technologies in European Healthcare, Providers Sample: B2B, CATI, Hospital and other Healthcare
Services, mix of IT and LOB decision maketsT ot al sampl e: N=300 Q. What percentage o

budget is allocated to digital heal th technologies in 2025?
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Figure 59: Evolution of digital health technologies spending

Survey: Digital Technologies in European Healthcare, Providers Sample: B2B, CATI, Hospital and other Healthcare
Services, mix of IT and LOB decision maketssT ot al sample: N=300 Q. How do you expect
digital health technolo gies will change in 2026, as compared with 2025?

53 European healthcare providers- digita
Investment plans in core technologies

Analysis of Digital Health Strategies of Healthcare Providers in the EU
Core Technology Adoption and Investment Plans: Key Takeaways

A Foundational digital health technologies are widely adopted : Over 75% of providers currently
use solutions for EHRs, medical imaging, clinical workflow optimisation, and patient administration.

A Cybersecurity is a priority, but gaps remain  : Despite its critical role in trust and data protection,
22% of providers report incomplete adoption of cybersecurity measures.

A Long-term investment plans are strong : 81% of providers plan to invest in new or upgraded EHR
systems over the next four years, highlighting strategic focus and the extended timelines required
for full -scale integration.

A Modernisation is driving next  -stage investment : Significant replacement and upgrade intentions
are reported across core systems, driven by expectations of vendor innovation in Al, data analytics,
and cloud platforms. Between 53% and 65% of providers plan to replace or upgrade core digital
health systems (including EHRs, medical imaging, and clinical workflow tools).

A First -time investments remain active : In addition to upgrades, a notable proportion of providers
are planning net new purchases, particularly in areas that enhance interoperability, efficiency, and
care quality. Up to 34% of providers expect to make net new investments in key technologies,
particularly in clinical data management, cybersecurity, and workflow optimisation, within the next
four years.

When analysing adoption levels across various healthcare technologies, the survey data reveals widespread
use of foundational technologies, with more that 75% of healthcare providers reporting adoption for patient
record, medical imaging, clinical data and workflow optimisation, and patient administration tools.
Cybersecurity measures are also prominently implemented to ensure trust and data integrity, although
there is still 22% of respondents reporting to not have fully adopted them ( Figure 60). The sustained
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commitment to investing in these technologies highlights healthcare providers' recognition of their value. A
significant proportion of respondents also plan to invest in these technologies over the longer term (the
next four years), especially in complex a reas as EHR ( with 81% of respondents planning to invest in new or
existing solutions) signalling strategic foresight in digital health strategies, as well as an understanding that

digital health adoption requires extended timelines for successful implemen

tation and integration ( Figure

61 and Figure 62). Expectations of continued innovation from vendors likely play a significant role in this
trend. Key innovation accelerators, such as Al, advanced data analytics, and cloud-based solutions, are

expected to drive competitive advantages in healthcare, impr

a proactive commitment to adopting transformative technologies that are set to significantly reshape

healthcare delivery.

oving patient outcomes. This approach reflects
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Figure 60: Heal t hcare providers- Core Technol

Survey: Digital Technologies in European Healthcare, Providers Sample: B2B, CATI, Hospital and other Healthcare
Services, mix of IT and LOB decision maketsTotal sample: N=300 Q. Which technologies does your organisation currently
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Figure 61: Healthcare Providers Core Technologies Replacement / Upgrade plans

Survey: Digital Technologies in European Healthcare, Providers Sample: B2B, CATI, Hospital and other Healthcare
Services, mix of IT and LOB decision maketsTotal sample: N=300. Q. Does your organisation plan to replace or
expand/upgrade any of its current technology solutions in the next 4 years?
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Figure 62: Healthcare Providers Core Technologies Net New Investments

Survey: Survey: Digital Technologies in European Healthcare, ProvidetsSample: B2B, CATI, Hospital and other Healthcare
Services, mix of IT and LOB decision maketsTotal sample: N=300. Q. Which technology solutions is your organisation
planning to buy for the first time in the next 4 years?

In the following sections, the analysis will explore adoption and investment trends in greater detail, focusing
on specific technologies within each category.
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5.4 Digital health technologies adoption and investment plans detailed
analysis

Analysis of Digital Health Strategies of Healthcare Providers in the EU
European Healthcare Providers Investment Plans for Digital Health Technologies: Key Takeaways

A EHR Modernization and Workflow Fit:  81% of EU27 providers plan to invest in new or upgraded
EHRs by 2029, aiming to reduce clinical burden and support care beyond hospital walls. Top
priorities include Al -driven decision support (42%), documentation automation (39%), patient
collaboration (3 7%), and virtual care enablement (36%), showing that usability and data liquidity
now outweigh basic data capture.

A Imaging and Diagnostics Evolution:  Following the pandemic -driven surge, medical imaging and
digital pathology investments remain steady but more targeted. Up to 75% of providers report
adoption or planned investment in enterprise platforms and Al -assisted diagnostics, aiming to
unify data silos and strengthen diagnostic capabilities.

A Data and Clinical Workflow Innovation:  Interoperability solutions (27% adopted, 53% planned)
and health analytics platforms (20% adopted, 61% planned) are moving toward system -level
deployment. Al clinical assistants and workflow tools show lower adoption, but 65% of providers
plan to invest, p ositioning automation as a key tool for workforce burden relief and faster
decisions.

A Virtual and Remote Care Expansion: Virtual care is consolidating with national telemedicine
platforms and lower device costs driving investment: 51% of providers plan to investin e -visits
and 55% in hospital -at-home models. Outpatient RPM shows strong growth (22% adopted, 57%
planned), while inpatient RPM and virtual wards face slower uptake. Digital therapeutics remain
niche but have nearly 50% planned investment.

A Focus on Patient Engagement: Patient engagement is no longer optional: over 80% of
providers will adopt or expand engagement solutions by 2029. Established tools such as portals,
mobile apps, and multichannel platforms are widespread, while chatbots and Al assistants are
earmarked for the next wave (33% planned) driven by a shift towards continuous, personalised
support.

A Digitalization of the Administrative Backbone: Patient administration tools are widely used
and still growing. Appointment scheduling leads with 41% adoption and 48% planned
investments e -referrals, currently at 21%, are expected to grow rapidly (53% planned),
supporting integrated care pathways across institutions. ePrescription solutions (37% adopted,
49% planned) and payment systems (53% planned) reflect a push to modernise core workflows.

A Resource and Departmental Optimisation: High-acuity areas are embracing digital tools: 24%
of providers have adopted emergency department (ED) systems, with 44% planning further
investment. Real -time location systems (26% adopted, 50% planned) and command centres
(17% adopted, 48% planned) show growing interest in operational intelligence. Robotics remain
niche due to cost and skills barriers.

A Digital Solution for Genomics Expected to Grow: Despite low current adoption (4 +16%) mainly
due to infrastructure and skills gaps, 48 +54% of providers plan to invest in genomics tools,
particularly for sequencing, bioinformatics, and clinical reporting. EU initiatives like 1+ Million
Genomes and the Genomic Data Infrastructure are becoming key catalysts for scaling genomics
applications in oncology, rare diseases, and personalised medicine.

A Trust and Cybersecurity: Cybersecurity maturity is advancing across EU healthcare providers,
with strong adoption of identity management (66%), data protection (63%), and SOC capabilities
(53%). Training leads at 69%, underscoring a shift toward embedded security culture. However,
smaller providers face persistent barriers, including limited funding, IT capacity, and outdated
infrastructure.
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5.4.1Electronic Health Records (EHR)

Heal t hcare providers- survey respondents reported

Records (EHR), with data indicating particularly strong investment plans for EHR solutions. These
investments are characterised by relatively shorter implem entation timelines, reflecting the maturity and

prioritisation of EHR systems within digital health strategies ( Figure 60, Figure 61, and Figure 62).

When respondents were asked about their preferences for the most important advanced functionalities in

EHR solutions based on their organisational needs, the data revealed a strong emphasis on Al -driven
solutions (for both clinical decision support and doc umentation), patient -centric collaboration features, and

remote care enablement ( Figure 63).

A The prioritisation of Al -driven clinical decision support (42%) and documentation capabilities (39%)
reflects the growing demand for tools that assist healthcare professionals with real -time, evidence -
based recommendations to improve clinical decision -making and patient care. Additionally, these

functionalities aim to reduce the documentation burden on overworked staff by streamlining processes

and enhancing the accuracy of clinical records, ultimately improving efficiency and the overall quality of

patient data.

A The importance placed on EHR capabilities supporting patient -centric care collaboration (37%), patient
communication and engagement (36%), and virtual/remote care model enablement (36%) indicate that
European healthcare providers are increasingly aware of the need for EHR systems that can adapt to and
support evolving care delivery models. Patient -centric care collaboration reflects the growing demand
for seamless communication and information sharing among multidisciplinary teams, enhancing

continuity and coordination of patient care. Virtual/remote care model enablement reflects the shift
toward more flexible care delivery, extending services beyond institutional settings to meet patient

needs in diverse environments. The focus on patient communication and engagement underlines the

importance of solutions that enable direct interaction between patients and providers, with features

like patient portals, appointment scheduling, and secure messaging improving the patient experience.

Moreover, although at a low er prioritisation level, the fact that nearly 30% of respondents highlighted

the need for EHR systems to integrate with population health management tools signals that healthcare
organisations are increasingly looking to leverage EHR data to better manage patient populations and
proactively address emerging health trends. Collectively, these trends reveal that healthcare providers
are increasingly aware of the need for EHR systems that adapt to changes in health services demand,
organisational structures, w orkflow, and patient -facing interactions, ensuring greater efficiency,

collaboration, and patient satisfaction as care models evolve.

A Although less prominent, survey results highlight the evolving role of EHR systems in optimising
workflows, ensuring efficient resource allocation, and enhancing organisational performance. The
integration of EHR systems with operational systems (22%) help s reduce bottlenecks and improve
patient care delivery. Similarly, the indications on intelligent Al -driven workflow automation (21%)
reflect a push to streamline both administrative and clinical processes. Integration with financial and
business-intellige nce solutions received a lower prioritisation (12%), underscoring a relatively weaker
emphasis on adopting next -generation tools that intelligently and dynamically link financial and
operational data. Such tools would enable healthcare providers to make qu icker and more informed

decisions regarding budgeting, forecasting, and resource allocation, ultimately promoting greater

financial sustainability and operational effectiveness.
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Figure 63: Advanced EHR solution functionalities considered most important

Survey: Digital Technologies in Healthcare, Providers Sample: B2B, CATI, Hospital and other Healthcare Services, mix of IT
and LOB decision makera Total sample: N=300. Q. Which advanced EHR solution functionalities does your organisation
consider the most important?

5.4.2Medical Imaging solutions

General adoption rates for medical imaging solutions are notably high, especially within larger healthcare
organisations. Overall investment plans, while sustained, are slightly oriented more toward the longer term
(Figure 60, Figure 61, and Figure 62). This trend likely reflects substantial recent investments made during
and immediately after the COVID -19 pandemic, when healthcare organisations significantly upgraded their
diagnostic capabilities to meet heightened health demands. As a result, the imm ediate urgency for
additional short - to medium -term investment in medical imaging has diminished. Nevertheless, modern
medical imaging technologies remain important investment areas for European healthcare providers, as
they improve workflow efficiency, en hance diagnostic accuracy, and facilitate multidisciplinary
collaboration.

Examining investment trends across various medical imaging technologies ( Figure 64), survey data indicates
that more established solutions, such as Picture Archiving and Communication Systems and Radiology
Information Systems (PACS/RIS), currently exhibit the highest adoption rate (44%). This high adoption
underscores their position as foundational medical imaging technologies within healthcare organisations.
Additionally, a combined 40% of respondents plan to adopt these systems within the next four years,
highlighting sustained interest and ongoing investment in these technologies.

Digital pathology solutions currently show moderate adoption (19%), with substantial planned investments
(approxi mately 54%) expected within the next four y e
recognition of digit alnclyiag advaricedqgvigaion aral Alapgowered analysis of i

whole -slide images to facilitate quicker and more accurate diagnoses, for instance, identifying cancerous

tissues or quantifying biomarkers. Digital pathology also supports the advance of precision me dicine by

enhancing biomarker detection and enabling more personalised treatment decisions. Additionally, it

improves data management, secure sharing, and interoperability among healthcare professionals and

institutions, while enabling remote consultations and telepathology. These capabilities address challenges

such as pathologist shortages, ultimately streamlining diagnostic workflows and improving patient

outcomes.

Vendor-Neutral Archives (VNAS), currently adopted by 22% of respondents, also demonstrate significant
future investment potential, with nearly 50% planning adoption within the next four years. VNAs has been
increasingly positioned as essential solutions fo r integrated, vendor -agnostic data storage, improving
interoperability and facilitating easier data accessibility across different systems. VNAs offer significant
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benefits, such as consolidating imaging data from multiple departments, including radiology, cardiology, and
pathology, into a single, accessible repository, thereby streamlining data management and reducing costs
associated with maintaining multiple propr ietary systems.

More comprehensive enterprise medical imaging platforms, which build upon the capabilities of PACS, VNAs,
and enterprise viewers, also currently show moderate adoption rates (20%), with notably strong investment
intentions as 55% of healthcare providers pl an to invest within the next four years. These platforms enable
end-to -end management of imaging data, providing a more complete and integrated patient view while
optimising imaging workflows, processes, and resource allocation. Increasingly, they eithere mbed advanced
Al capabilities or facilitate integration with Al -based medical imaging analysis tools, enhancing diagnostic
accuracy and efficiency. Additionally, these platforms support integrated diagnostics by consolidating data
from multiple imaging mod alities, fostering clinical collaboration through centralised, rapid, and secure
access to comprehensive patient imaging histories.

Understanding the investment evolution in enterprise imaging platforms is critical, as these platforms
provide the foundation for adopting more advanced capabilities. In this context, it is noteworthy that
interest in Al -powered solutions for radiology and pathology, as well as teleradiology and telepathology
systems, is particularly strong, with approximately 70 +75% of healthcare providers either already adopting
these technologies or planning to invest in them. This trend indicates a strategic focus on en hancing remote
diagnostic capabilities and leveraging Al -driven tools to improve clinical insights, efficiency and increase
access to medical imaging services. More forward -looking technologies, such as advanced visualisation tools
(e.g., those leveraging 3D, AR, and VR), currently have lower adoption rates (9%), with planned investments
(42%) skewed toward the longer term. With nearly half of providers indicating no plans for adoption, the
data suggests a relatively cautious approach, likely due to uncerta inty around the immediate, scalable impact
of these technologies on healthcare delivery, as organisations weigh their clinical value, cost -effectiveness,
and complexity integration.

Figure 64: Medical imaging, radiology, and pathology systems adoption and investment plans

Survey: Digital Technologies in Healthcare, Providers Sample: B2B, CATI, Hospital and other Healthcare Services, mix of IT
and LOB decision makers Total sample: N=300. Q. Which medical imaging, radiology, and pathology systems has your
organisation adopted or does it plan to adopt in the next four years?
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