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GLOBAL CONTEXT
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“J. CAESAR” CROSSES THE RUBICON IN 49 BC



USA VS EUROPA — LIFE SCIENCES & INNOVATION

Indicator VS Europa (EU + VK + CH)

Publicaties 

(medisch/biomedisch)

~30–35% ~30–40%

Patenten (medtech) –

EPO (2022)

~5.8k ~6.6k

Pharma R&D (2023) ≈ 2× Europa €52.4 mrd
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WHY IS A TRANSFORMATION URGENT?

1. The double aging of the population

2. Structural financial pressures

3. Widespread staff shortages

The current model is not scalable 

without a "system overhaul"!



CHALLENGES OF HEALTHCARE
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°Dipti Itchhaporia

J Am Coll Cardiol. 2021 Nov, 78 (22) 2262–2264



SOLUTION FOR OUR HEALTHCARE



STANDPUNT 25 VAN KVAB - 2014



FUTURE OF HEALTH
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°Source: Philips

HEALTH CONTINUUM



OUR BODY IS A NETWORK

°Imec

Wearables & insideables

Smart phones & tablets 



A SMART HOSPITAL IS A NETWORK

°MariaMiddelares Hospital , Belgium
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An Intervention center with a command  tower:

patient flow management for efficient and safe

access and care for patients intra & extra muros

A FUTURE PROOF HOSPITAL



ZERO LINE IS THE “GAME CHANGER”
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G. Stevens, L. Hantson, P. Verdonck °2021



MAIN TYPES OF DATA IN HC SECTOR
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Administrative data                      

Clinical data                                  

• EHRs
• Lab results

• Medications
• Procedures 

• Insurance claims
• Billing records

• Hospital admission and 
discharge records

Patient-generated health data

• Self-reported information
• Wearable devices

Public health data                          

• Epidemiological data
• Surveillance data

Research data                             

• Clinical trials
• Observational studies

• Diagnostic medical images 

Health care data



VALUE BASED HEALTH CARE
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Connected care Integrated care Value-based care

HEALTHCARE STRATEGY TOWARDS FOH



STRATEGIC SHIFT MAYO CLINIC



PHYGITAL HOSPITAL 



LEGAL CONTEXT
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TERMS & CONDITIONS FOR IN-HOUSE SOFTWARE

̶ Within a single legal entity

̶ Documented justification

̶ Requirements

̶ Quality system

̶ General safety and performance

̶ Documentation

̶ Registration and declaration

°Arne Sunaert 025



HEALTH DATA SPACE



A STABLE & SECURE REGULATORY FRAMEWORK
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LIMITATIONS & DIFFICULTIES



DIGITAL OMNIBUS



THE DILLEMA OF THE REGULATOR



INTERNATIONAL REGULATORY LANDSCAPE



COST OF REGULATORY STRATEGY

°Hendrik Lambert 2026



OUR BURNING PLATFORM

31



32



33

°EY, 2019

FUTURE VALUE: INNOVATION & DATA



INNOVATION OF A TRANSMURAL PLATFORM

°2025 BeMedTech





ROLE OF MEDICAL DEVICE SOFTWARE 

Software intended for medical purposes (diagnosing, 

monitoring, or treating diseases and conditions)

̶ Software as a Medical Device (SaMD): “Standalone” 

example: a mobile app that uses AI to detect skin cancer 

from photos.

̶ Software in a Medical Device (SiMD): “Embedded”

 examples: firmware in a pacemaker
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KEY QUESTIONS FROM HOSPITAL PERSPECTIVE
̶ Actual qualification and classification?

̶ What is the EU regulation framework?

̶ What are future proof pathways for in-house developed 

medical software?

̶ …
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