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GLOBAL CONTEXT




"J. CAESAR” CROSSES THE RUBICON IN 49 BC
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USA VS EUROPA — LIFE SCIENCES & INNOVATION
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Publicaties ~30-35% ~30—40%
(medisch/biomedisch)

Patenten (medtech) — ~5.8k ~6.0k
EPO (2022)

Pharma R&D (2023) = 2% Europa €52.4 mrd
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A New Era
iIn Belgian
Healthcare:

Key Findings and Collaborative
Insights towards Implementation of
Value-Based Healthcare
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WHY IS A TRANSFORMATION URGENT?

T

48t |HF World
Hospital Congress

1. The double aging of the populatior

10-13 November 2025
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RS 2. Structural financial pressures
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for every patient

Widespread staff shortages
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CHALLENGES OF HEALTHCARE

Triple Aim Quadruple Aim Quintuple Aim
2007 2014 2021

1. Improved Patient
Experience 4. Clinician 5. Health
2. Better Outcomes Well-Being Equity

3. Lower Costs

Improved
Economy

°Dipti ltchhaporia
- & J Am Coll Cardiol. 2021 Nov, 78 (22) 2262—-2264
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SOLUTION FOR OUR HEALTHCARE




STANDPUNT 25 VAN KVAB - 2014
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MEDISCHE
TECHNOLOGIE

in januar 2004 pubiiceerge CAWET, het Comite van de Academie voor Wetenschappen en
Techriek, voonoper van de kigsse Technische Weterschappen, Zjn rapport 1y, 45 met ais fited
‘Siomeadische ingenieunswetenschoppern: speerpunifechnoiogie van een modeme gezona-
heidzzorg”. Dt nieuwe Standpunt over ‘Medsche Technoiogie ais mofor voor innovateve
gezendheidszong” is £en venvolg op het infussen 10 joar oude CAWET-rapport.

Dit Stongpunt werd voorbersid coor een werkgroep die werd voorgezeten door Pascal
verdonck, bestuurder van het AZ Mana Miadeiores in Gent. Werkgroepleden woren Yvan
Bruynseroede, depanement fysca en stemenkunde KU Leuven, Bart De Moor, cepaement
ESAT KU Leuven, Bat Swoelers, CEO van Materiaise, Enk Tambuyzer, voorzitter van het
Centrum voor Medische iInnovatie, Sick Vandamme, deparement DioChemische en micro-
bige technologie UGent, Jos Vander Sioten, deparfement biomechanica KU Leuven, Bwour
Varsteenkiste, Technoiogy Developer HyCT UGent, en vo Van Vosrenbemh, vooriiier
Agoena Metgen en Matenaen.

“Heaith technoiogy™ is voor de Worid Heaitn Organzation (WHO) van net hoogste baiang
voor het fot stand komen van stabiele en guuzame mondiaie gezondhexdssystemnen. Meads-
sche Technologie omyat de foepassing van wetenschappeljke kennis en 1echrieken in het
brege domein van de gezondnadszong. In dit Standpunt echter werd de focus Deswust
beperkt to1 ‘medical devices', Zoals bv. medische beelavorming, implantasen, sersceen,
£1c, Medcal devices hebben 1ot doel behandsaiingen te opfimaiseren, de patent mees
comfiort te geven en finagl uiteroond ievers e redden

Opaat Begische baaniven en siart-ups een Saende 1ol Iouden kunnen spelen n geze
sector, pisiten de gurewrs van dit Standpunt voor de oprniching van een unek platform,
[medTechpiatform Randers en MedTech.be innovafieconsartium) woor overneid, indusine,
ondenzoskswersig en nekenhussector met ekoar in overeg kunnen tregen. B2n ganie-
greerde oanpok en een efficiente dialoog fussen deze stakenciders, woarbj het beiang van

MEDISCHE=S:
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FUTURE OF HEALTH




HEALTH CONTINUUM
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Healthy living Prevention Diagnosis Treatment Home care
Help people to live a Enable people to Ensure first time nght Enable more effective Support recovery and
healthy life in a healthy manage therrown health  diagnosis with personalized  therapies, faster recovery chromc care at home
home enyironment and adaptive care pathways and better outcomes

Monitoring, informatics and connected care

Improve papulation health outcomes and efficiency through integrated care,
redl-time analytics and value-added services

°Source: Philips



OUR BODY IS ANETWORK

EEG

VISION
POSITIONING

HEARING
!

w— ECG

GLUCOSE
BLOOD PRESSURE

TOXINS

Smart phones & tablets

IMPLANTS

Wearables & insideables
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A SMART HOSPITAL IS ANETWORK

IP wireless
phones

Patient terminal  IP phones

o)

Nurse call Patient monitoring

L medical equipment
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*MariaMiddelares Hospital , Belgium



A FUTURE PROOF HOSPITAL

An Intervention center with a command tower:
patient flow management for efficient and safe
access and care for patients intra & extra muros

—— T —————

TTSH C3 Operations Command Centre
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ZERO LINE IS THE "GAME CHANGER”

04 [iins zorg
1t lijns zorg
2% liins zorg
34 liins zorg

16
G. Stevens, L. Hantson, P. Verdonck °2021



MAIN TYPES OF DATA IN HC SECTOR
Loinesgoe

Health care data

 EHRSs e PMedications
e Labresults * Procedures

* Diagnostic medical images

Administrative data

* Insurance claims * Hospital admission and

* Billing records discharge records

Patient-generated health data

* Self-reported information
* Wearable devices

Public health data

 Epidemiological data
 Surveillance data

Research data

e Clinicaltrials

e (QObservational studies 5



VALUE BASED HEALTH CARE

The fundamental of health
care is

Michael E. Porter
Elizabeth Olmsted Teisberg

Health outcomes
that matter to patients

Value =

Costs of delivering these outcomes

Redefining
Value is the only goal that can
ea are of all system participants

Value is created in caring for a patient’s
over the

. <

The most powerful single lever for

Creating
Value-Based Competition
on Results

reducing cost and improving value is

Source: ICHOM 2019




HEALTHCARE STRATEGY TOWARDS FOH

Connected care Integrated care Value-based care
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STRATEGIC SHIFT MAYO CLINIC

ﬁ Digital Adoption = digitally enabled care.
L&T Episodic Care = Continuous Care.
Hospital Based - Platform enabled care.

Pipeline Model = platform model .

Leadership In Healthcare - Mayo Clinic



PHYGITAL HOSPITAL

MyHospital ™
digital

Maria Middelares
physical
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Innovative and high-tech
intervention center

Continued care

Health Coach _
companion

Value
propositie

» Self-care paths (with medical coaching) » High qualitative and safe care * No unnecessary
* Dashboards with insights in healht and * Minimal time diagnosis > start phyical contacts —
g measurable goals, based on consumer treatment tele services where
[ -3 wearables » Less (long) (re)admissions and when relevant
‘% & - Just-in-time (early) interventions (save time, cost and
> = -+ Nounnecessary phyical contacts — tele hastle)
- services where and when relevant » 24/7 accessible and
© :
(save time, cost and hastle) connected
» 24/7 accessible and connected + PROMs - PREMs
» Dashboards with
- * Reduce waiting times insights in healht
i + Easy appointment and measurable
— » Orientation to right multi- goals, based on

UN_IVERSITEIT disciplinary team consumer
GENT wearables

+ (Care coordination




LEGAL CONTEXT




TERMS & CONDITIONS FOR IN-HOUSE SOFTWARE

— Within a single legal entity

— Documented justification

— Requirements
— Quality system
— General safety and performance
— Documentation

— Registration and declaration

UTIVERSITEIT °Arne Sunaert 025

GENT



HEALTH DATA SPACE T

Health Data

#EHDS
#HealthUnion
#EUDigitalHaalth

b




A STABLE & SECURE REGULATORY FRAMEWORK

A stable and secure regulatory framework

European Data GeDm:ral

YT Health Data - ata
Data availability Space Governan Protection
Act Regulation

& sharing Regulation

Cyber Cyber Revised NIS |l

Security and trust Resilience Security elDAS Directive
Act Act Regulation

e-Health target: 100% of
EU citizens access to

Medical Clinical Health Revised electronic health
Safety and Device Trials Technology Pharma- records by 2030
Regulation Regulation [} Assessment ceutical

robustness Legislation

v

7

= Commission

Implementation!
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LIMITATIONS & DIFFICULTIES

Individuals have difficulty
accessing and controlling
their health data

2

Healthcare

professionals s'o
have difficulty
accessing o.s

health data

Providers of digital
health services and
products face barriers

,
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Limited research and
innovation takes
place on the basis of

Policy makers and
regulators cannot
easily access health

data health data
N 7
> ) Primary use: Care delivery (—> , innovation
N

% MedTech Europe

X from diagnosis to cure



DIGITAL OMNIBUS

Al Act |

* Extension of application timeline to 2 August 2029 ‘ \ N\ Ni
Single conformity assessment and Notified body procedure A ) ' |
Exemption of investigational devices / devices for performance studies from the 4 D / |

scope of the Al Act R
\/
&

Cybersecurity

Cybersecurity Act: Reground voluntary aspects within EU cybersecurity b
certification

Network and Information Security Directive Il (NIS2): SliIEpLPOI't harmonised
transposition, implementation and application across EU Member States

Data Act

Establish a coherent framework for health data sharing
Extend timeline for the Data Act’s application

Exclude legacy devices and avoid ad-hoc changes to products
Reduce high burden to protect trade secrets

European Health Data Space

Limit the overly broad “EHR systems” definition

&/

Align ‘substantial changes’ definitions '
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MDD -> MDR (2009 - 2017 - 2021 - 2027)

Accelerated pathway for Breakthrough Devices

PMD Act, 2014



INTERNATIONAL REGULATORY LANDSCAPE

Canada (Health Canada)

Follows CMDR regulations and
accepts MDSAP certification
for streamlined approval.

China (NMPA)

Requires CFDA registration
and local testing but may
allow priority review or
exemptions for MDR/FDA-
approved devices

Australia (TGA)
Brazil (ANVISA) Uses a risk-based
Requires local clinical classification system and
data but allows simplified recognizes EU CE marking
registration for FDA/CE- for faster approvals.

marked devices.

South Korea (MFDS)

Requires KGMP
compliance, though some
devices benefit from an
abbreviated approval
process.

Japan (PMDA)

Devices must undergo
PMDA review, but Foreign
Manufacturer
Accreditation (FMA) can
expedite approval.



COST

COST OF REGULATORY STRATEGY

.. B: Cost of no/delayed

' -~&— A: Cost of quality / Reg system

approval/withdrawal from market

= C: Total cost

0% REGULATORY RIGOR 100%

Be pro-active in defining your Regulatory strategy !

°Hendrik Lambert 2026



OUR BURNING PLATFORM
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FUTURE VALUE: INNOVATION & DATA
Data

Future B [ Innovation ] (Connect + Combine + Share)

Value _ Outcomes x Personalization

33
°EY, 2019



INNOVATION OF A TRANSMURAL PLATFORM

Status publiek-private samenwerking Financiering stopgezet
“*continuiteit platform
“*transitie periode

56 (33)
ziekenhuizen

30 (11)

telemonitoring ' ‘

bedrijven

TMP
platform

8 EPD
bedrijven

> 2700 patiénten
16 gestandaardiseerde
zorgpaden

UNIVERSITEIT

GENT °2025 BeMedTech



(NEJM
Catalyst

CONVERSATION 'F X in b

Building a Global Innovation Ecosystem to
Transform Health Care from Within

Health care transformation requires more than isolated innovation efforts — it demands a global
ecosystem where institutions become engines of entrepreneurship, spinning out solutions from within

while collaborating across borders to scale impact and achieve financial sustainability.
Authors: Eyal Zimlichman, MD, MSc, and Thomas H. Lee, MD, MSc  Author Info & Affiliations

NEJM Catalyst | August 12, 2025 | Copyright © 2025



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 Al to detect skin cancer
from photos.

— Software in a Medical Device (SIMD): “Embedded”

examples: firmware in a pacemaker

Software as a

UNIVERSITEIT
GENT




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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