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Access to Data for the development and 
deployment of advanced tools (based on 
AI and others) requires a move from a 
central exchange mechanism, with central 
permission management, to open 
standards (FHIR)

Game Changer: providing the patient with 
the ability to decide with whom to share 
his data
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2021 – Jump Starting our FHIR Community

Digital Prescriptions

Reimbursement Clinical Trails

Diabetes Management Hospital at Home

Federated learning

2022 - The SCALE UP Year 
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Nothing in the Regulatory Framework forbids AI 

applications. 

We see Increasing implementation:

Digital triage

Risk monitoring
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v Can we rely on existing regulatory frameworks 

(SaMD) for AI algorithms?

v Do AI tools need different funding mechanisms? 

(Israeli DIGA?)

v Privacy & Security – from risk management by 

Health organizations to accreditation? 

v ……

Open Questions



When is the right time to answer these 

questions? 

“We have created a start-up government that recognizes 

when it comes to innovation regulation never comes 

first…The way I view it is that if this were football we haven’t 

even started the first quarter. This is the warm-up Before the 

game….There is still the ability to learn what the shortcoming 

will be and what the harms to society will be”

Mayor Peduto, Pittsburgh
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