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No Global Consensus on AI definition
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What is AI? FDA…
• Artificial Intelligence has been broadly defined as the science and engineering of making intelligent machines, 

especially intelligent computer programs (McCarthy, 2007). Artificial intelligence can use different techniques, 
including models based on statistical analysis of data, expert systems that primarily rely on if-then statements, 
and machine learning.

• Machine Lea
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Definitions in Standards
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What is AI ? Physicians Viewpoint…

Augmented intelligence in health care

https://www.ama-assn.org/system/files/2019-08/ai-2018-board-report.pdf
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Terminology challenges: If you can’t agree on what to call it, there’s 
no way you can agree on what it should do
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Why should I care?
AI-augmented multidisciplinary teams: hype or hope?

Fierce Healthcare CB Insights Report

the care needs of a growing, aging population

https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(19)32626-1/fulltext?rss=yes&fbclid=IwAR0NjNF28AbOhwLO240m5WN89jlmsipVYMOzV-83Qaqs0JafUmlWl2HPOBA
https://www.fiercehealthcare.com/tech/investors-poured-4b-into-healthcare-ai-startups-2019
https://www.cbinsights.com/research/report/ai-in-numbers-q1-2020/
https://nam.edu/wp-content/uploads/2019/12/AI-in-Health-Care-PREPUB-FINAL.pdf
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Example of FDA Cleared AI: IDx-DR
Screening retinal images to detect retinopathy

Source: https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm604357.htm



Why now? What is driving 
this?
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There have been several 
AI Winters in the past –
why is AI warming up 
again? Why do we think 
this might be the last 
Winter?

Two + one reasons:

1. IoT / Big Data

2. Video games!

3. The IoMedical Things
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Types of AI Applications in Healthcare
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New Technology = New Risks
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Model Diversification – Refinement & Drift
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Model Diversification – Refinement & Drift 
continued.. 



Success Factor: Good Data Handling Practices
ssctoGood Data Handling Practices
: Good Data Handling Practices

15



Levels of Autonomy
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Levels of Autonomy



Loopy Humans  - to what degree are “humans in the loop” ??

Third level does not 
allow for intervention

A simple model of Autonomy for 
human over-ride

First level needs a 
human to 
complete the task
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• Adaptive artificial intelligence and machine learning 
Adaptive artificial intelligence and machine learning 
technologies differ from other software as a medical 
device (SaMD) in that they have the potential to adapt
and optimize device performance in real-time to 
continuously improve health care for patients. 

• The FDA is considering a total product lifecycle-based 
regulatory framework for these technologies that would 
allow for modifications to be made from real-world 
learning and adaptation, while still ensuring that the 
safety and effectiveness of the software as a medical 
device is maintained.

• differ from other software as a medical device (SaMD) 
in that they have the potential to adapt and optimize
device performance in real-time to continuously improve 
health care for patients. 

• The FDA is considering a total product lifecycle-based 
regulatory framework for these technologies that would 
allow for modifications to be made from real-world 

FDA Position – AI/ML Enabled SaMD
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Good Machine Learning Practice Principles
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https://www.fda.gov/medical-devices/software-medical-device-samd/good-machine-learning-practice-
medical-device-development-guiding-principles

The FDA, Health 
Canada, and MHRA  
published a draft set 
of GMLP Guiding 
Principles. These 
principles will help 
guide the 
development of 
future standards and 
regulations. 

The FDA, Health 
Canada, and MHRA  
published a draft set 
of GMLP Guiding 
Principles. These 
principles will help 
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TC215 Task Force 5 Application of AI to 
Health Informatics
In 2019, ISO/TC 215 started a project to assess the impact that AI will have on 
future TC215 projects, and after publishing the report, established a Task Force to 
help TC215 develop those standards.

TF5 has been created to (among other things..)
The FDA, Health Canada, and MHRA  published a draft set of GMLP Guiding 
Develop Definitions
Maintain a Standards Landscape of what other committees are developing
Support use cases
Consider educational projects
Liaison and collaborate with other organizations.

Develop Definitions
Maintain a Standards Landscape of what other committees are developing
Support use cases
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Summary
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Thank you


