Non-random reflections of the implementation
of Al(s) in the health systems
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Al - classify or predict

Real-life effectiveness and safety
Uptake surveillance

Identification of unmet needs

Misuse detection

Measurement of patients’ experience
Impact of a “tech” on the HC processes

Health systems effectiveness & efficiency
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|A - observational data
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Challenges in getting Al ready for use

On the rationale:
» Software as a device is the only way
» Should we aim at a “locked product-oriented” approach or a more systemic-oriented one

On the methods:

» What is the current knowledge base on adaptive Al?

» How to define the standard of care - so what are the actual information gains?

» How you assess generalisability to scale up or transfer the results to other clinical settings?
» Are methods equipped to leverage Real World Data for real life monitoring of Al uptake?

» How to interpret variations in noise and signal?

On the governance:

» Should we start by accepting that any environment has the right for the development of Als
» What are the capacity needs on policy- and law-making ?

» Set up of data access, oversight mechanisms, standards of good use

» Set up for x-Al in decision-making



Challenges in the implementation

Conventional Al

* Aim: generalization and stability

Manually curated data

.

Training

Test

Validation

~

T Conformance with Al
and MD regulations

g Clinical decision
support system

Controlled environments:
* Consistently formatted input
« Static output
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Resilient Al

* Aim: adaptability and trustworthiness against uncertainty, variability, and biases

Raw real-world data
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— Continual Foundation
learning @ models

Resiliency functions

Data quality handling

Training Variability handling
Test Fundamental rights assurance
Validation functions 1/0 uncertainty quantification
3t Self-conformance with Explainable Al

Al and MD regulations
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Clinical decision
l:—l support system @ @ @
Resiliency functions Model transportability

Variable environments:
* Open, real-world input
* Responsive, refinable, uncertainty aware output

Parallel supporting predictions



Challenges in the decision

Identifying Identifying Informing Identifying Identifying Informing Informing Informing

knowledge unmet clinical adverse uptake policy resources managen’t
gaps needs decisions events gaps decisions allocation
(pred / class) (pred / class)
Critical
Serious
Mild

(*) Critical, serious, mild problems to address




Challenges in the decision
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