How to bring Al medical
devices to the market

Regulatory Insights
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* Disclaimer: the European regulatory framework has been recently modified. Strictly speaking, there are still 3 types of medical technologies: in vitro diagnostic medical
devices, medical devices and active implantable medical devices. The last 2 types, however, are merged into one single category under the Medical Device Regulation (MDR).

Medical Device Types

From an European Regulatory perspective
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Breast Cancer Detection Algorithm

Deep Learning as a Medical Device




Regulatory Authorities

Department of Health



European Medical Device Market
Regulations (EU) 2017/745&746

REGULATIONS
REGULATION (EU) 2017745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCEL
on medical dev 200 LY Mo 17H2002 and
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In a nutshell

Steps to bring a medical device to the market

Determine which EU Choose a conformity Identify relevant standards Declare conformity (Appoint an authorized
Regulations apply assessment procedure  and common specifications  with(out) a notified body representative) and
register in the market
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Define the intended Classify your medical Implement a quality Develop your medical CE-mark your medical Carry on post-market
use of your product device management system device, carry on a clinical device surveillance and keep
evaluation and compile the your documentation

technical documentation updated



Regulating Al

“Al holds enormous promise for the future of medicine. We're actively developing a
new regulatory framework to promote innovation in this space and support the use of

Al-based technologies”
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The Software Precertification Pilot Program (Pre-Cert)'s version 1,0 working model explains how the FDA has
reimagined its way of regulating digital health products and details the proposed key components of the Pre-Cert
pilot program

Download Version 1.0 Working Model
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ProFound Al

Discover the ProFound impact of artificial
intelligence for digital breast tomosynthesis

Now available in the United States

LEARN MORE




Doing now what patients need next
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