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Introduction

Flnal Document Artificial intelligence 10, have the potential to

transform health care by deriving new and important meagms from the vast amount of
data generafed in health care every day. They e elgoritims that can leam from real-
But
they aiso present unique considerations due 1o the terstve and deta.diven nature of
their develcpment. This document estabiishes a comman set of principles for the
communily o promote the development of safe, effective, and high-quaiity medical

ALT e important to apply across the ffecycle

of the medical device
The 10 iples for Good Machine Leaming Practice (GMLP) presented in this

Good machine learning Bejes .4 5 B acel 1 MO i s, ek
Pe = % callaboration include research, creating educational tools and resources, intemational
h ation, and standards, form il d ator
practice for medical device T Ly Pk s iy
tailor them to the medical technology and healthcare, and to develop nove! practices for

development: Guiding

Further advances in Al technologies in healthcars, exenplifid by penerative Al
- highlight the imporiance of clearly describing a products iniended use/ iniended
p rl ncl p Ies purpese and identifying its regulatory status. Morsover, generative Al may heighten the.
importance of GMLP, including fundamental software engineering practices. For
example, heslthcare technologies that incorporate generative Al may employ
foundation models that are not under the provenance of the medical device
manufacturers, thereby potentially introducing unique risks. Generalive Al may also.
poss a mare fundamental ge with respect to ing device
The regulatory science of measuring performance as well as characterizing and
detecting erors in fhese models s maturing to mest this chalengs
A5 the Al medical device fisld continues to evalve, 50 1oo must GMLP and sonsensus
standards. Strong partnerships with our infemational pubfic health pariners are
essential to empower respansible innovations in this area. Thus, we expect this
i cani IMDRF L ts.
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Guiding principles

1. The intended usel intended purpose of the device is well understood, and
multi-disciplinary expertise s leveraged throughout the total product life
cycle: Indepth understanding of & medical device’s inlended use/ intended
purpose including context of use within the clinical workflow, and the desired
benefits and associated patient risks, can heip ensure that Al-enabied medical
devioes? address clcaly meaningful needs over the ol product e cyole of
the device*. Multidi expertise provides st.specific insight and
experience, informs the intended use/ intended purpose, and enhances the safety
and effctivensss of the device.

2 Good software engineering, medical device design, and security practices
are implemented throughout the total product life cycle: Model design is
implemented and maintained with aftention to the fundamentals: robust sofware

engineenng practices, usebilly, data qualty assurance, data management, (=31 i
cybersecuriy= 7, and quality management practices®. These practices include. Please visit our website
methodical risk management® and design processes hat can appropriately record H
and communicate decisions and rationale, as well as ensure traceabiity, for more details.

data authenticity, inegrity, and avadabilty. The.

infrastructure needed for modsl deployment, monitoring, and maintenance is
carefilly considered. These praciices help support the nights, safety, and weifare

of patients, including through the sthical use of patient data. WWW.ImdrT.or
WeEt Device Saffwars: fons for Device and
Risk Gisrastznzabon DBl
,  Copyright 208 by the inemstons M Devios Regutators Forum.
* IMDRFISSMD WGIN10 FINALL2013 Soffware as  Medca! Devioe (SaMD)- Key Difitions
Ths ork s copyrght. Subject 6 these Terms and Concitiors. you may cowrload,
# MDRF/AIMD WGNGT? (Ediion 1):2022 Maahine L eaming-enabled Medical Devisse: Key: Mot et e gt o s ek ok
Terma and Defirition= oxm person use. for research, for dusatons # you are part of an
* IMDRF/SGMD WE/N23 FINAL 2015 Sofware 25 2 Madioal Devios (SaMD): Appioaton of T e T e
anagement System 4 y o o oF s v, you must
£ IMDRFICYBER WG/NSD FINALZ020 Principies and Practioss for Mediosl Disvics
Cybersscuriy oiher rights are reserver, nd you = not alowed o repradoe fhe whole or any
psﬂc’\hiswnd( 1 any vy secionc o Gerivse) wthout st being guen specic
. WGINTO FIRAL o writen pemisscn from IMDRF 1 to s Requests and naquies. conceming
of Legacy edical Deviced eerskohen ot e e . b e o MADFE Bt
7 IMDRFICYBER WG/K72 FINAL-2023 (Editon 1) Frinciies and Frasiose for Sofware Bl of Incarporaton of s dorumet. in par of 1 mhcle, o anciher decument. o /5.
Materiala for Medioal Device Cyberoecurty ransiaion o [anguages oiher than Englsh. doss not comvey or represent an

endorsement of any kind by the IMDRF.
© IMDRFISSMD WG/N12 FINAL-2014 Software 22 2 Medioal Device: Possibie Framework for
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