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Quality comes not
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from improvement of
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AlEE#KIE L (X

Artificial Intelligence (Al) ATxust

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) w2z
Subset of Al that gives “Computers the ability to learn without being explicitly programmed”
- based on work by Arthur Samuel

Supervised Learning _ '
(labeled data) Semi-Supervised

BT — 95 Learning
Deep Learning #&E¥3

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

Reinforcement Learning 2

"~ —

X The descriptions within the diagram are not definitions, and are included to convey a general sense of the technology.

Figure 1 Overview of Al and ML Concepts
IMDRF/AIMD WG/N67: 2022
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1989: Quality Standard Conference (Paris)

1990: 1st Global Medical Device Conference (DC)

1991: 2nd Global Medical Device Conference (San Diego)
1992: 3rd Global Medical Device Conference (Nice)
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EEEmMOMFFEAFIEHICHE. 1989F(CRHRESNIZICDRASE & H(CENIL
ICH: International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals

for Human Use (BE:XEUEZERRFFAIEESE
ICDRA: The International Conference of Drug Regulatory Authorities (WHOM24E(C1ERET DEERBIDHE

73



QMSICEY D MitE - ABIDESE

AitS Al
ISO 9001:1987
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ISO 9001:1994
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ISO9001: Quality management systems - Requirements 74
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GHTF: Global Harmonization Task Force
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IMDRF: International Medical Device Regulators Forum
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A Harmonization

Harmony
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