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Brief Introduction to Al/ML
SaMD Regulatory in US
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This article briefly introduced the regulatory to Artificial
Intelligence (Al)/Machine Learning (ML) Software as

Medical Device in United States recent years, which is
focused on model training and tuning, modification from

data for re-training and real-time performance monitoring
of adaptive AI/ML, and is based on Total Product Lifecycle
Approach and the Digital Health Software Precertification
Program, in order to establish Culture of Quality and
Organization Excellence Systems and Good Machine
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RE#EEE © ATEZ (adaptive Al) ~3=E] (United States ) #tE&EE#1 ( software
as a medical device, SaMD) -+ ¥ 48 &% /& # (interdisciplinary
regulatory )
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Learning Practices. It also lists out the public feedback to

this legal framework and discusses on the related issues.
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2019 % XBERMEYERES (Food and Drug
Administration, FDA ) 7R EEMETFRRM (NHEEHM ) 1ER
ERNEEI (locked ) EEXZZHEBEMIIE ~ RREH
e E (adaptive ) BRESEER] 2 AR &L - ?é?ﬁ r@ﬁﬁ/\l*”” /
WERBEREZCERSVREEB 2T Y o
Xﬁ: 1 (Proposed Regulatory Framework for Modifications to
Artificial Intelligence/Machine Learning (AI/ML) - Based Software
as a Medical Device (SaMD) - Discussion Paper ) * AFESKE
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** FDA, Proposed Regulatory Framework for Modifications to Artificial
Intelligence/Machine Learning (Al/ML)- Based Software as a Medical
Device (SaMD) - Discussion Paper(last visited Feb. 24, 2020).
Congress, 21st Century Cures Act (last visited Feb. 24, 2020).

2 FDA, Breakthrough Devices Program (last visited Feb. 24, 2020).

—

www.angle.comtw 155



o
O
B
&
mit
=)
il

Z [ oiBIERES ] www.angle.com.tw

(‘'software as a medical device, SaMD ) REI#E5] :

— ~ BIFREERR R MR E EHRARIE A SRR R

2014FHEIRERR M EHR EEMETIE (International
Medical Device Regulatory Forum, IMDRF ) Z#f2 SaMD &
%858 (Risk Categorization Principles ) * & (kI E MR HE
N EERRPAEEM (significance of information provided
by the SaMD to the healthcare decision ) AN EFERE ST

('state of healthcare situation or condition) MISIE » B ERD
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= - APERIZSEE(LZ24E (FDA’s benefit-risk framework ) *

3 21 CFR 807.92(a)(5), 814.20(b)(3), and 860.7(b); IMDRF, Software
as a Medical Device (SaMD): Possible Framework for Risk
Categorization and Corresponding Considerations (last visited Feb.
24, 2020).

4 FDA, Benefit-Risk Assessment in Drug Regulatory Decision Making
(last visited Feb. 24, 2020).
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= HEgERMEEREFEARES (Risk management
principles in the software modification
guidance ) °

HNREEETEOFTEZENED » FDAR2017FHE "7F
HEEERSMcREBEEFEHMRE510k)FE5| 5 (Deciding
When to Submit a 510(k) for a Software Change to an Existing
Device) » SUBHMER-RBHREEFTEAR © (—) WL
MR MTRAE » () EEE# A KSaMD# i #Y ifF /K EF
Bt (=) TEHIAZ - HSaMDIREEREREBcBEMNE
afl

BERVMUREREHETHRERERZBHAS
7%:i% (The organization-based TPLC approach
as envisioned in the Digital Health Software
Precertification (Pre-Cert) Program) °
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AanBEFTER %% » MBS 51 B ELIEMARSE
T LHEIES @ RN EMAERASETIE - REE
m2E A (total product hfecycle TPLC) ER FHESEE
BHY  RSaMDESFIFE A Z BERBUE 1PN °

5 FDA, Deciding When to Submit a 510(k) for a Software Change to an
Existing Device (last visited Feb. 24, 2020).

6 FDA, Digital Health Software Precertification (Pre-Cert) Program (last
visited Feb. 24, 2020).
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