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Simple Curriculum Vitae .;3} AIR 202%

= [IECTC62 A, D (Medical equipment, software and systems)
* (Convenor) PT 63521 (Project Team 63521) - Al/ML-MD performance evaluation
* (Project leader) IEC 63521 Machine Learning-enabled Medical Device - Performance Evaluation Process
« SNAI(Software Network Al) Adhoc group member

= |SO/IEC JTC 1/SC 42 (Artificial Intelligence)
* (Project editor) ISO/IEC TS 29119-11 Testing for Al Systems

» |EC TC124 (Wearable Electronics)
 (Convenor) ahG7 (Future Use Cases for Wearable)
* (Project Leader) IEC 63203-402-2:2024 (Step counting)

= ISO/IEC JTC 1/WG 12(3D Printing & Scanning)
* (Project Editor) ISO/IEC 3532-2:2024 Medical image-based Modeling - Part2: Segmentation.
* (Project Editor) ISO/IEC CD 8803 - accuracy and precision evaluation process for modeling from 3D scanned data
* (Proposed NP) Phantom-based evaluation methods for 3D printing modelling software

= IMDRF(International Medical Device Regulators Forum) AIMD WG

« Chair of Korean mirror committee

= KoSAIM Director of Standardization (1st term: 2018-2020, 2nd term: 2021-2023)
= Head of the Standards and Technology Subcommittee of the Medical Al Technology Standardization Forum

ETr 3



Definition of MLMD ) Arszs

Co-organized by MFDS and U.S. FDA

*IMRDF s MLMD Definition

- 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” -Arthur Samuel, 1959

Supervised Learning
(labeled data)

Deep Learning
Subset of ML: enable computer to teach itself
by exposing it to vast amount of data

Reinforcement Learning

o _/
« “the ability to learn without being explicitly programmed” = learn from DATA
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Categorization of MLMD O AR5 202

/ Software \

ML

MLMD
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. medical purpose | ™MD Hardware,:
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SaMD: Software As a Medical Devices

SiMD: Software In a Medical Devices (sometimes referred to as “embedded” or “part of”)

MLMD : Machine Learning-enabled Medical Devices
ETRI 5



Why Performance evaluation process ? ;3}

» Performance Evaluating of a AI/ML-MD product is an essential part of
implementing an effective AI/ML model

; Machine Learning Implementation Life Cycle I
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Why Performance evaluation process ? * AlRI> 2024

Co-organized by MFDS and U.S. FDA

Performance evaluation of a medical Performance evaluation in machine learning is crucial for several
device is a continuous process by which reasons, which underscore its necessity:
data are assessed and analysed to = Task processing ability verification
H H HA * Performance evaluation allows us to verify how well a model can make task’s goal(predictions or
demonSt rate the SCIentIfIC va I Id Ity’ classifications). This helps determine if the model is ready for real-world data application.
technical(analytical) performance and - Model Comparison
clinical performa nce of that device for its * When multiple models have been developed, performance evaluation is necessary to compare which model
intended purpose as Stated by the performs better. This enables the selection of the best model.
manufacturer. = Detecting Overfitting
* It allows for the detection of overfitting, where a model is too closely fitted to the training data and performs
poorly on new data. By comparing the performance of a model on training data versus validation or test data,
overfitting can be identified.
= Hyperparameter Tuning
* Performance evaluation is essential during the process of tuning hyperparameters to optimize model
performance. By experimenting with various hyperparameter settings and evaluating the outcomes, the
The M an UfaCtU rer used assessment optimal configuration can be discovered.
and analyS|S of clinical data of a = Evaluating Generalization Ability
d evice tO Verlfy the Cllnlcal Safety, * It'simportant to ensure that a model not only performs well on training data but also on new, unseen data.

Performance evaluation helps assess a model's generalization ability.

performance, and effectiveness of
the device.

Achieving Business Objectives

* Performance evaluation is needed to verify if a machine learning model meets business goals or requirements.
For instance, specific accuracy or response time may be required, and its achievement needs to be evaluated.

Providing Reliability and Transparency

* Systematically evaluating and documenting model performance enhances its reliability and provides
transparency to users or stakeholders.

ETr !
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-organized by MFDS and U.S. FDA

Why Performance evaluation process ? ;3} b

Company A Company B Company C Company D

¥

¥

. Different Training dataset =

Intern: lidation

(own da I, metrics A)

Can’t compare

performance

Difficult to expect Expensive Harmonization
real performance clinical trials impossible

how can we evaluate by the standardized way?

IT RED Global Leader



History of IEC TC62 PT8 (PT 63521) D) s

= Oct 15,2021 - TC62 CIB (62/399/Q, 6 week, by Nov 26)

= Dec 1, 2021 - Established PT8 and registered PWI162-3 (according to 62/409e/RQ)
* Project Leader: Jonghong Jeon (KR)

= Dec 14, 2021 - Kickoff meeting of PT8
= Sep 8, 2022 - 18th meeting of PT8 (1st phase)
= Sep 15, 2022 - NP submit to TC62 plenary

= Nov 11, 2022 - CAG presentation and Resolution 62/2022/13

« TC 62 appreciates the draft for a new work item proposal submitted by PT 8 and requests a further improvement of the
document by the end of 2023, in particular by clarifying the terminology and the concepts used. TC 62 hopes to circulate the
NP by early 2024.

= May 2, 2023 - kickoff meeting of PT8 (2nd phase)

= July 17, 2023 - 9th meeting of PT8 (24 phase)

= July 25, 2023 - 2nd NP submit to TC62 plenary

= Aug 11, 2023 - Start 62/474/NP ballot (until 11/03)

= Nov 3, 2023 - Approved NP, Changed Project Team number to PT 63521
= 1stPT63521 meeting : Nov 29

= 2nd PT63521 meeting : Dec 13

= 3 PT63521 meeting : Jan 9, 2024 ~ (bi-weekly)

ETr ?
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Goal of IEC 63521 O it

ETr

It is based on the existing standard systems of IEC TC62 and should be avoided
as much as possible of redundancy.

It should provide the process (or framework) for verifying the safety/efficacy of
Al/ML-MD.

Should be applicable to various types of AI/ML-MD

Should be able to support various Al/ML tasks, models, data modalities,
evaluation metrics, etc.

It should be applicable to various types of medical devices (PEMS, SaMD, IVD,
Dentistry, Implantable, and medical robots, etc.) that utilize Al/ML technology

Evaluation requirements, methods, standards, etc. should be established through
the process.

The evaluation process should be able to support conformity to global regulations

1



Scope of IEC 63521 O it
=This document defines a standardized performance evaluation process for Machine
Learning-enabled Medical Devices. The set of processes, activities, and tasks
described in this document establishes a common framework for MLMD performance
evaluation processes.

=This process is to assist manufacturers to evaluate the ML suitability, the technical and
clinical performance of the MLMD. It may be used for evaluation the performance to
assure expected performance during post-market monitoring.

=This document is applicable to the performance evaluation of all forms of MLMD,
comprising ML components and, where appropriate, the integrated ML component
with non-ML components. The most important factor to consider performance
evaluation of ML is whether it affects the intended purpose and the safety and
effectiveness of medical device.

ETr 12



Basic [1] - Three pillar model

hree pillar model of Performance

MLMD

Performance
fEm—

3 @

2 & | Device ability to e

Association of ML é g correctly actya g
technology (model, c>U S | particular S
data, learning 5 S | intended ML ‘€
algorithm) to a = O | tasks(classificati é'_’
clinical needs or = ® | on. detection, ©
medical purpose | .2 € | prediction, 2
(}; S | generation, etc) | £

S @)

]
]

Device ability to yield
results for the
intended use of the
real clinical
environment

Intended purpose

IT RED Global Leader

Use fll Medic lPd t Devi l
® W Y A Regulatory & Intemational Symposium
Co-organized by MFDS and U.S, FDA
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Basic [2] - Evaluation flow

IT RED Global Leader

[ B |

SCIENTIFIC VALIDITY
DETERMINATION

Device

PERFORMANCE
EVALUATION

COMPLIATION
OF CLINICAL
EVIDENCE

STAGE 1
Is the
Scientific Validity of the
MLMD established?

STAGE 2 STAGE 3
Identification of . Apprai§al and
Scientific Validity Analysis of
information Scientific Validity
information

Does the
information

rm NO |Collect more
sufficiently

YES information in

STAGE 4
Generation,
Appraisal and Analysis
of Technical

demonstrate
Scientific Validity?

support of
Scientific Validity

MLMD Scientific
Validity Evaluation

YES conjunction with the
Scientific Validity sufficient
to demonstrate conformity
with the relevant

EPs?

MLMD Technicall

conformity with the
relevant EPs?

Prepare
Clinical Evidence Report
(Scientific Validity,
Technical Performance,

Clinical Performance)

Add
Clinical Evidence
to Technical Documentation

|
|
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|
|
|
|
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STAGE 5 STAGE 6 | Clinical Performance :
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Generation of 1| of Clinical Performanice |- py reanalyzed toserveas |
Clinical Data \ an additional input to 1
Performance Data . Scientific Validity 1
fEE RO IR IR |
A ]
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Clinical
Collsct more Performance Data
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ESHormance demonstrate 7
Data

MLMD Clinical
Performance
Evaluation

AIRIS 2024

Use of Al in Medical Product Development
Al Regulatory & Intemational Symposium
Co-organized by MFDS and U.S. FDA
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Basic [3] : Safety and Effectiveness of ML o it 2

1. Data quality and management
+ Data plays a crucial role in the performance of machine learning medical devices. Ensure accurate data collection, preprocessing, labeling, and annotation.

2. Model validation and verification
* Ensure the machine learning model serves its intended purpose and provides accurate predictions.

3. Algorithm transparency and explainability
* The decision-making process of the machine learning model should be understandable and transparent.
4. Bias and fairness
+ The machine learning model should provide unbiased predictions for different patient groups and clinical situations.

5. Robustness and generalization
+ The machine learning model should be able to adapt to different patient populations, clinical situations, and data quality changes.

6. Personal data protection and data security
+ Machine learning medical devices must protect patient privacy and ensure data is secure from external threats.

7. Software and hardware stability
* The software and hardware components of machine learning medical devices must be safe from errors, defects, and failures.

8. User interface and human factors consideration
* The user interface of machine learning medical devices should minimize user errors and enable effective device use.

9. Clinical evaluation and validation
* The safety and effectiveness of machine learning medical devices must be validated in real clinical environments.

10. Benefit and risk
» Al should never cause foreseeable or unintentional harm

ETr 1>



Co-organized by MFDS and U.S. FDA

PE Requirement analysis(...ing) O HRo2

Safety & Effectiveness Category Three pillar model 5. Development process 6. maintenance PROCESS
) ) sSUNIT | 56 | e || PR e i
No. |category Candidate Requirements 51 5.2 53 54 atio 6.1 Problem Modifi MANAGEME | management
develop | requir chitect ¥ ¢ 7 mainten| and OCESS OCESS.
G|1|2|a|a|5|6|7]|8a|a|10]sv|rev|cev e |archect] s otalled | ationand | nand | ton |NTPR e
ment | ments ural release | ance |modificati
design | verificatio |integratio impleme
planning | analysis | design n n plan on
. analysis
1 |aBsTRACT A stm'mary shall be pmvi_de_d, detai'ng objectives, study despn, setting, participants, sample size, ) o)
predict I , analysis, results, and conclusions.
2 The scientific background and rationale for the study shall be explained, including the medical context o
Background and objectives |(diagnostic or prognostic) and references to existing modals.
3 Specific objectives or hypotheses shall be clearly stated. 0
4 Any pre-existing evidence supporting the Al intervention shall be described. 0 0
5 |Background and rationale The intended use of the Al intervention n the dmcal pa!hway shall be explained, including its purpose and ) o
intended users (e.g., healthcare professionals, patients, public).
6 The rationale for the choice of comparators in the study shall be provided. [o) 0
7 |dlinical problem The dlinical problem for the moder's application shall be detailed. 0 0
8 Characteristics of the cohorts (training and test sets) shall be described in detail. [o} 0|0 [o) [o) 0
cohorts The representativeness of the cohorts (training and test sets) in realworld clinical settings shall be
9 o oo o o o
demonstrated.
The targeted medical condition(s) and probl ), current standard practice, and intended patient
|
10 |Intended use population(s) shall be described. ©° °
11 [SOTA The state-of-the-art solution used as a baseline for comparison shall be identified and detailed. 0
12 De-identification methods shall be described. o o 0
13 The sufficiency of data for training the algorithm shall be evaluated. ] 0O|O|0O o
14 Data sources shall be identified. o O|0 o o
15 |Data Data pre-processing steps shall be described. ] 0|0 o 0
16 The quality of data used for training the algorithm shall be assessed. ] 0|0 o
17 The extent of data accuracy and bias-free nature shall be evaluated. ] 0 o
18 Standardization and i perability of data shall be confirmed. (o] (o] o] 0
19 |Data collection methods Plans for assessing and collecting trial data shall be outlined, including processes to promote data quality. ] ] ] o
20 |data independ Independence bet 1 training and test sets shall be confirmed. 0O|O[O|O o
21 |pata toring Composition and role of the Data Monitoring Committee shall be its ind o and conflict of ) olo )
moni Interest policies.
22 Data Partitions Inlended_sanple size arfé determination rT\elhod shall be sié-led. [o) 0 0
23 Data assignment to partitions and proportions shall be specified. [o) [o) 0
24 Definition of the ground truth reference standard shall be sufficiently detailed for replication. ] 0O|O0|0O 2]
25 Rationale for choosing the reference standard shall be provided. ] 0|0 o
26 |Ground Truth Source of ground-truth annotations and annotator qualifications shall be described. 0 0|0 C -
27 Annotation tools and measurement of variability shall be detailed. [o) 0|0 C
28 Mathods for mitigating variability and resolving discrepancies shall be outlined. o) 0|0 C g 7 Software Risk Management
29 |models Inf tion on evaluated models and selection criteria shall be provided. O(O0O[O|O|0O C ™
30 |transformation Data transformations prior to model application shall be d ibed. o) 0|0 C s 5.6 SW
Methods for collecting, sharing, and m , about 1 tect = hall 515w 5.25wW \ 535w S.ASW\ 5.5 SW Unit
31 |Confidentiality be ore 9. 8 C = © protee ¢ o C "6.. Development )Requirements Archi | ) Detailed 1 d ";::::;:"&
" " Planning Analysis / Design Design / & Verification
32 [Consent or ascent The p for 9 or assent from p trial par or gates shall be o c w Testing
specified. [ X [ ]
33 | Declaration of interests F and other competing of g for the overall trial and each study site shall be c 8 | 8 Software Configuration Management |
disclosed. W)
= 34 [Research ethics approval Plans for seeking h ethics review board approval shall be outlined. 0 C 9 Soft Probl 1
L -~ o




IEC 63521 : Focused on Safety and Effectiveness of ML

SAMD PEMS VD Implantable

diCly & SCCUTILY Safety requirements for electrical safety, marking and for
Health software IEC 60601-1 equipment for measurement, control, information to be provided by the
DOg and laboratory use manufacturer

basic safety and essential performance

EMC - Electromagnetic disturbances (2)

Radiation protection (3)

Usability (6)

alarm systems (8)

environmentally conscious design (9)

physiologic closed-loop controllers (10)

used in the home healthcare environment (11)

use in the emergency medical services environment (12)

Al TCI

Health software and health IT systems safety, effectiveness and security - Part 5-1: Security Activities in the product life cycle

Software Lifecycle
Usability

Risk Management

Quality Management

ETRI Figure 1 in the 4th SNAIG Report (62/432/INF)
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IEC 63521 : Focused on Safety and Effectiveness of ML

basic safety and essential performance
EMC - Electromagnetic disturbances (2)
Radiation protection (3)

Usability (6)

SAMD alarm systems (8) IVD
Safety & Security

Implantable
safety, marking and for

information to be provided by the
manufacturer

environmentally conscious design (9)
physiologic closed-loop controllers (10)
used in the home healthcare environment (11)

Safety requirements for
electrical equipment for

Health software
product

Al TC62/TC215 particular Al TC62 particular Al IVD particular Al TC150/SC6 particular

measurement, control, and

Safety & effectiveness of ML

Scientific Validity

Technical Performance
Clinical Performance

Health software and health IT systems safety, effectiveness and security - Part 5-1: Security Activities in the product life cycle
Software Lifecycle
Usability
Risk Management

Quality Management

ETr 18
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https://documents.iec.ch/ords/f?p=700:610:::::P610_DOCUMENT_FILE_ID:3086470

Considerations 1: Align with IEC 62304 process

IEC 62304 Software Development Processes

Customer
Customer
needs needs
satisfied

v t

System development activities (including system risk management)

A
e
g 7 Software Risk Management
~ L
o) : 5.6 SW :
5.1SW 5.2 SW 5.3SW 5.4 SW 5.5 SW Unit Integration & 5.7SwW
"'6 -« |Development /Requirements Architectural / Detailed /Implementation In:: :at?on System
P Planning Analysis Design Design & Verification g . Testing
Q.
8 8 Software Configuration Management
%)
9 Software Problem Resolution
==

IEC 63521 : MLMD - Performance Evaluation Process

ETR| ETRI, hollobit@etri.re.kr 19



Considerations 2: IEC TC62’s Al standardization roadmap

IT RED Global Leader

SAMD PEMS IVD Implantable
IEC 82304-1 IEC 60601-1 IEC 61010-1 ISO 14708-1

Al functional 2

Al functional 3

) Al functional 4
Al functional 1

Al Base Standards (Performance Evaluation & Testing)

Figure 1 in the 4th SNAIG Report (62/432/INF)

20
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IEC TC62’s Al standardization roadmap - extend

SAMD PEMS IVD Implantable Robot Dentistry  Wearable
IEC 82304-1 IEC 60601-1 IEC 61010-1 ISO 14708-1

Al functional 3

Al functional 2

) Al functional 4
Al functional 1

Al Base standards (Performance Evaluation & Testing)

Figure 1 in the 4th SNAIG Report (62/432/INF)

ETr 21
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How to role as Foundational level standar o it L

IT RED Global Leader

ETRI

Co-organized by MFDS and U.S. FDA

Level 3 - application level

* 1EC63524 Al enabled medical device —
Computer assisted analysis SW for pulmonary
images — Algorithm performance test methods

» ..see “list of suitable standards” ‘"

Level 3 - application level

application requirements, concepts, or
processes related to Al/ML technologies
relevant for specific use cases

Level 2 - functionality level
+ |ECTR 60601-4-1 Medical electrical equipmentand

medical electrical systems employing a degree of autonomy
» ..see “list of suitable standards” !}

Level 1 - foundation level

» |EC 63450 Testing of Artificial Intelligence /
Machine Learning-enabled Medical Devices

* ISO/IECTS 4213 Artificial intelligence -
Assessment of machine learning classification fundamental requirements, principles, concepts, processes, or methods related to Al/ML technologies
performance

* |EC 63521 Artificial Intelligence/Machine
Learning-enabled Medical Device -
Performance Evaluation Process Established ,Base Standards” for all medical devices

» ...see “list of suitable standards” \*!

IEC 63521 : MLMD - Performance Evaluation Process

Level 1 - foundation level

see “list of suitable standards” ")

IEC 60601-1 Medical electrical IEC 61010-1 Safety requirements for ISO 14708-1 Implants for surgery —
equipment- General requirements electrical equipmentfor General requirements for safety,
for basicsafety and essential measurement, controland markingand for informationto be
performance laboratoryuse provided by the manufacturer

Established general IEC 82304-1 Health software—
safety standards for Part 1: General requirements for
medical devices productsafety

SamMbD PEMS IVD Implantable devices

EC TC 62 supporting document “Standards suitable for use in the development of Al/ML standards in the medical area” 22



Standards architecture for medical devices using artificial intellig

Established sectoral
base standards

Al particular standards
(after publication)

Al base standards/ @R
horizontals

horizontals

3) Software as a medical device
4) Programmable electrical medical system
5) Invitro diagnostic medical device

SamD 3

Align with other standards

PEMS 4

ence (AI) technolo . 1) 1) Adapted from Figure 1 in the 4th report of IEC

Implantable devices

IEC 82304-1 Health software —
Part 1: General requirements for
product safety

IEC 60601-1 Medical electrical
equipment — General requirements for
basic safety and essential performance

IEC 61010-1 Safety requirements for
electrical equipment for
measurement, control and laboratory
use

1SO 14708-1 Implants for surgery —
General requirements for safety,
marking and for information to be
provided by the manufacturer

Al medical device - Computer assisted
analysis SW for pulmonary images -
Algorithm performance test methods

Al PEMS particular 1

Dig Pathology & algor-based image
analysis

Al implantable particular 1

Data handling in Al supported 2D
image X-Ray analysis

Al PEMS particular 2

Al IVD particular 2

Al implantable particular 2

Al PEMS particular 3

Al IVD particular 3

Al implantable particular 3

Al Base standards (ISO/IEC TS 4213, TR 34971,...)

After publication also IEC 63450 Testing of Artificial Intelligence / Machine Learning-enabled Medical Devices,
IEC 63521 : MLMD - Performance Evaluation Process

81001-5-1 (...Part 5-1: Security — Activities in the product life cycle)

ISO 14971 (Application of risk management to medical devices)

IEC 62304 (Medical device software — Software life cycle processes)
Established medical : i " : . . .
device base standards/ [ IEC 62366-1 (Application of usability engineering to medical devices)

AAMI / BSI TS 34971

ISO 13485 (Medical devices — Quality management systems — Requirements for regulatory purposes)

AIRIS 2024

Use of Al in Medical Product Development
Al Regulatory & International Symposium
Co-organized by MFDS and U.S. FDA
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Align with other standards : point 1

IT RED Global Leader

Medical device
management standards

ISO 14971
ISO 13485

Medical device process
standards

IEC 62304

IEC 62366-1

Gives detailed direction
how to develop and
maintain safe software
system

Other sources of
information

IEC/ISO 12207
IEC 61508-3
IEC/ISO 90003, ...

Gives additional guidelines,
techniques, etc that may be
used

Lays out a foundation to
develop a medical device

affects affects

affects

Implementation

of MLMD

inspires

Medical device product
standards

IEC 60601-1

IEC 61010-1
IEC 82304-1

Gives specific direction for
creation of a safe medical
device

AIRIS 2024

Use of Al in Medical Product Development
Al Regulatory & Intemational Symposium
Co-organized by MFDS and U.S. FDA
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Regulatory Requirements for Medical Devices

1 requests l

l

|

|

1

Considerations 3: Regulation requirements and International stand @aﬁ!m

MLMD -
Management Management . P Y Investigation (PEMS) evaluation Testing
Life Cycle process
| I [ h | | . [ “_ || . [ [ || . _“ [ || . A [ || . [ || . [ [ || . q
ISO/NP TS 23918 specifies
Medical devices — Guidance on
the application of ISO 14971 — I
ol mlonee IEC 60601 Ver 4.
BS/AAMI 34971:2023 e omDRED (DesignSpec) IEC IEC |l
Application of ISO 14971 to
nachneeaning i 63521 | 63450 |
h . [ -P || . [ .P || . [ [ || . [ [ || . [ [ || . ) [ || | | I [ ] [ [
|EC New standardization
For Al/ML-MD
ISO 14971 || 1SO 13485 || IEC 62304 || IEC 62366 || ISO 14155 /
60601-X
Market needs
%:i"R. hollobit@etri.re.kr 25



Considerations 4: GenAl Foundation model, LLM

Multimodal self-supervised training Medical domain knowledge Flexible interactions

’--
Literature Publications ‘.
N l'! S

Q&A exchanges ®-- S._)

Reasoning with multiple Dynamic task specification
GMAI knowledge sources
b
Applications e o o
N
Chatbots for Interactive Augmented Grounded Text-to-protein Bedside decision
patients note-taking procedures radiology reports generation support

Regulations: Application approval; validation; audits; community-based challenges; analyses of biases, fairness and diversity

IT RED Global Leader
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. Clinical Knowledge Multimodal inputs
Omics notes graphs and outputs

a Bedside decision support
EHRs Audio Text

2o B

= Insulin
required!

’ To correct
hyperkalaemia. =~

b Grounded radiology reports

--- Why?

S

[Narrowed joint space|and|osteophytes|,

compatible with osteoarthritis of the //\‘
L4

right hip.

Explain the object
appearing on the left
on the screen.

The object resembles an
artery wall, situated close
proximity to the duodenum.
Given size and location, it’s
most likely the aorta
(aortoduodenal fistula).
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Conclusions ) Arsze

=History, Goal, Member, Schedule of PT 63521

=\Why Performance Evaluation ? IEC

= Three pillar model of Performance MhPLf]iEgggizl :!' -
- Scientific Validity requirements, RN —
* Technical (analytical) performance requirements m =
« Clinical performance requirements z

=Current major discussion topics of PT 63521
- Safety and Effectiveness of ML ’ . . "
* TPLC & MLLC & performance evaluation

* V-model or W-model 3
@ IX- ( ) s/'
- Align with baseline standards - 62304, 13485, 14971, 62366 - @ m . a
« TC62’s Al standardizati admap & iderati
=Future cs:onssic;]er;tlizor:c;n A {_} iml =
‘9@5’ CLECTREN

* Global harmonization & Al regulation/law
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Conclusions

Please join us
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Use of Al in Medical Product Development
| Regulatory & Interational Symposium
L) AR & 5
Co-organized by MFDS and U.S. FDA

AIRIS 2024
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