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Medtech in Europe

The European MedTech sector has around 27.000 companies, 95% of
which are SMEs. These companies need to demonstrate not only safety
and performance over the entire life cycle of a product, but also
tangible benefits for the patients and the healthcare system.

https://www.medtecheurope.org/wp-content/uploads/2022/09/the-european-medical- BEN’NAEONTRO
technology-industry-in-figures-2022.pdf




Innovation Value Chain Gap in Medtech (TRL approach)
Empirical perception
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Innovation Value Chain Gap (CIMIT approach)
Empirical perception
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“More than 300,000 health applications exist with more than
200 added daily.

“However, an evaluation of 280 diabetes mobile applications
found only 5 associated with clinically meaningful
improvement and none were of high methodological quality.”

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10799285/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6232741/ 3
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10799285/

“A 2020 assessment of the regulatory status of paediatric drug
calculator apps made available to the EU market, which have

an intended purpose classifying them as medical devices,
found that one only out of 74 apps (1.4%) had the necessary

regulatory approval.”

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9889316/



"App stores must ensure through verification checks that apps
comply with specific requirements in the regulation EU MDR,
and remove noncompliant apps.”

https://www.nature.com/articles/s41746-023-00754-6 3@%@%



developer responsibilites in general and undar MOD
app slore responsdiities in general and under MDD
shared app store and developer responsibilities

new app slore responsibiities under MDR
proposed app store responsibilites under EHDS

'-.-m
[rot-ok] X [MD-W-app] {MD-app) - Review MD-app labelling, conformity
‘ ’ documentation, description
ok, non MOW-app) | [non MD-app) FARNNOT SN VENDD W
[AmmruJ [ Review W- ] [not ok
Retease app labelling
[ok]

o

3 ENCONTRO
NACIONALE
INVESTIGAGAO CLINICA
& INOVAGAO BIOMEDICA

e.com/articles/s41746-023-00754-6



NAICI3

AGENCIA DE
INVESTIGACAO
CLINICA

E INOVAGAO
BIOMEDICA

10



NAICI3

AGENCIA DE
INVESTIGACAO
CLINICA

E INOVAGAO
BIOMEDICA

11



“...FDA has authorized over 690 Al-enabled medical devices... As of October 19th
2023, the FDA has not authorized as a medical device any technology that uses
generative Al or LLMs as most medical devices currently approved have “locked

?n

algorithms’.

“The biggest challenge with approving GenAl and LLM medical devices is how to
provide responsible regulatory oversight to a model that is continuously learning
and updating without stifling innovation.”

”It can be said that this is the “Wild, Wild West of Al” due to the regulatory
oversight not keeping up with the pace of innovation.”

LLM - large language models

(2) https://www.himss.org/resources/section-5-navigating-regulatory-landscape-analysis- BEN’NAgomRo -
legal-and-ethical-oversight-large -
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The Al Act is an historic milestone

and largely reflects the risk-based
approach we called for. We have our
concerns, especially on the regulatory
burden for SMEs. Now, for Europe to

win the global Al race we need to work
together to support our innovators.

CECILIA BONEFELD-DAHL
DIRECTOR-GENERAL, DIGITALEUROPE

DIGITALEUROPE[:B




“EDIHs and TEFs will play a significant role in mitigating the costs
of compliance for SMEs when adhering to the Al Act
regquirements.

Timely involvement of EDIHs and TEFs — through the
development of common technological, legal, and management
services — is recommended to activate economies of scale and
generate cost savings for SMEs when complying with the new
requirements.
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Testing and Experimentation Facilities for
Health Al and Robotics

For Producers of Al solutions
(start-ups, SMEs, industry)

Access to 50+ leading Hospitals, Medical
Universities, certification bodies.

Test Al Solutions in large-scale real —or
realistic- environments

Y P

-Q:

Receive funding (total 30M€ as reduction in

fees)

Support in market access for intelligent

technologies
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Close the gap in
Al Innovation
Chain

Grow and scale
Validate Al solutions in
real health environments

Match & connect
Facilitate market access
for Al solutions in health

Train and Attract
Upskilling in Health Al for
entrepreneurs &
professionals

© TEF-Health Consortium

For Providers of facilities
(Hospitals, R&D Centers)

Access to 1500+ international start-ups, SMEs

Privileged and early access to Al solutions as
well as data networks

Receive funding (total of 30ME€)

Optimize investments and avoid duplication of
facilities
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Testing and Experimentation Facilities
(TEF) for Health Al and Robotics

Objectives

1.
Validate Al
solutions in real
health
environments

.

Physical and Virtual
testing services

2.
Facilitate market
access for Al
solutions in health
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Certification Support
Services

© TEF-Health Consortium

TRL 4 - Validation of the technology in
the lab;

TRL 5 - Validation of technology in a
relevant environment (semi-industrial);
TRL 6 - Demonstration of the technology
in a relevant (semi-industrial)
environment;

TRL 7 - Demonstration of the prototype
system in an operational environment;
TRL 8 - Complete and qualified system;
and,

TRL 9 - Approved system in series
production environment.
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TEF-Health Call #1 - Start-ups e PMEs

TEF-Health Pilot Call #1 - Portuguese service providers | 2024
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https://tefhealth.eu/call
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Obrigado

Antonio Lindo da Cunha
cunha@ipn.pt
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