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Examples of AlML-enabled MDs approved in Japan

Nodoca
disease characteristic finding
detection support software for

SaMD=Recording medium endoscope
=Programmed Medical Device (influenza virus infection)
Aillis, Inc.
v 4

Software As Medical
Device(SaMD)




Responsibility of Medical Practitioner to use Al

Physician has responsibility for the final decision
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Market Authorization Review of Medical Devices using Al

Points to consider for the pre-market review for Al is basically the same
as that of other medical devices.

Challenges in premarket review for MLMD
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Plasticity

Post-Approval Change Management Protocol (PACMP/IDATEN)
for Medical Devices

PACMP is introduced for medical devices to enable continuous and timely
improvements through product lifecycle.
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By PMDA

Published in 2019, in force in 2020
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| nternational Regulatory Hamonization

| MDRF (International Medical Device Regulators Forum)

[OUTCOME Documents]

1. Machine Learning-enabled Medical
Devices: Key Terms and Definitions
finalized in 9 May 2022

2. Good machine learning practice
for medical device development -
Guiding Principles

finished public consultation
3. Technical Framework for Al

Lifecycle Management
Start discussion

Collaboration with FDA/EC

MLMD (Machine Learning-enabled Medical Device)

A medical device that uses machine learning, in part
or in whole, to achieve its intended medical purpose.

Artificial Intelligence (Al)
Programming computers to perform tasks to mimic human capabilities- such as understanding language, recognizing
objects and sounds, learning, and problem solving — by using logic, decision trees, machine learning, or deep learning

Machine Learning (ML)

Subset of Al that gives “Computers the ability to learn without being explicitly programmed”
— based on work by Arthur Samuel, 1959

Supervised Learning

(labeled data) Semi-Supervised

Learning

Deep Learning
Subset of ML utilizing deeply stacked neural layers that
enables streamlined and advanced algorithm development

Reinforcement Learning

o’

* The descriptions within the diagram are not definitions, and are included to convey a general sense of the technology.
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Call for Action

e Development may rapidly advance

- If guidance documents covering usage and learning methods can be formulated and
success stories emerge.

« Regulations may also be necessary

- There are also issues regarding how to respond when Al learning is misused.
- Al learning can also result in degradation intentionally.

e Useful to share the same concerns to come together and work
toward a common measures as a best practices

- Regulators face common challenges
- Discussion is ongoing in the international harmonization of medical device regulations.
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Thank you very much!!
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https://www.pmda.go.jp/english/index.html
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