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1. =& 48

Australia

Standard
Time

Program

9:00-9:15

Opening Remarks

Welcome and Introduction
Masaaki Othsuka, DITTA Chair
keynote Address

Tracey Duffy, IMDRF Chair

9:15-9:55

Safety and Performance-Developing “ THE
Comprehensive Standard

1. Need and Challenges-Regulator’s Perspective
Madoka Murakami (MHLW, Japan)

2. Need and Challenges-Industry Perspective
Hwiyoung Kim(DITTA),Pat Baird(Philips, GMTA)

3. Better Safety and Performance Standard(s)-Panel
Discussion
Moderator: David Wotton, TGA

Madoka Murakami, Hwiyoung Kim, Pat Baird, Scott
Colbum(Us FDA)

9:55-10:35

Security-Enlisting All Security Forces

1. Need and Challenges-Regulator’s Perspective
Johan Ordish (MHRA)

2. Need and Challenges-Industry Perspective

Varun Verma(Philips, DITTA Cybersecurity WG vice-
chair)

3. Better Security Standard(s)-Panel Discussion
Moderator: Zack Hornberger, MITA

Johan Ordish, Varun Verma, Dr. Abdullatif Watban
(FDA Saudi Arabia)

10:35-
11:00

Morning Tea

11:00-

Artificial Intelligence/Machine Learning-Can “ one




11:40

size” fit all

1. Need and Challenges-Regulator’s Perspective
Brendan O’Leary(US FDA)

2. Need and Challenges-Industry Perspective
Martin Meyer(DITTA)

Al Standard(s)- Panel Discussion

Moderator: David Wotton and Dr David Hau, TGA
Brendan O’Leary, Martin Meyer, Dr. Vince McCauley,
Robert Turpin(BSI)

11:40- Response from the SDOs and IMDRF
12:03 1. Perspective from ISO/TC 62
Brodie Pedersen, vice Chair IEC SC62A
2. Perspective from ISO/TC 210
Peter Linders, Chair IEC 210
3. Perspective from IMDRF Standards Liaison program
Melissa Torres/Scott Colburn(US FDA)
12:03- Closing Remarks from DITTA and IMDRF
12:20 Patrick Hope, DITTA Vice Chair
Tracey Duffy, IMDRF Chair
2. T ERAR
Australia Program
Standard
Time
13:30- Welcome and Introduction
13:35 Jusus Rueda, MedTech Europe
13:35- Current and Emerging AI and Medical Device
14:15 Technologies and Products

1. Al technologies and their application in health care
settings

Kyu-Hwan Jung, VUNO
Farah Magrabi, Macquarie University

2. Panel Discussion, including speakers above as well
as:

Moderator: David Hau
Cassie Scherer, Medtronic ; Dianne Johnson,

7




Johnson& Johnson

14:15-
15:05

Current Regulatory Approaches to AI and Medical
Device

1. IMDRF’s Al and medical device work
Johan Ordish, MHRA
Brendan O’Leary, US FDA
Mr. Lin Anle, Singapore
2. Panel Discussion, including speakers above as well
as:
Moderator: David Wotton

David Hau, TGA; Rolf Oberlin Hansen, Danish
Medicines Agency

15:05-
15:30

Afternoon Tea

15:30-
16:00

Opportunities for AI and Medical Device Regulation

1. Opportunities for global convergence and
prioritization of Al

Subok Park, LUNIT Inc.

Scott Thiel, Hologic

2. Panel Discussion, including speakers above as well
as:
Moderator: David Hau
Cassie Scherer, Medtronic ; Dianne Johnson,
Johnson& Johnson

16:00-
16:50

Considerations for Mitigating Bias in Al and Medical
Device
1. Unintentional sources of bias that can affect the
performance of Al and Medical Device
Pat Baird, Phillips
Yarmela Pavlovic, Medtronic
Dongmin Kim, JLK Inc
2. Panel Discussion, including speakers above as well
as:
Moderator: David Wotton
Farah Magrabi and Kyu-Hwan Jung, VUNO

16:50-
17:00

Closing Remarks from IMDRF
Tracey Duffy, IMDRF Chair
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Australia

Standard
Time

8:30- 8:35

Program

Welcome and Introduction

Adjunct Professor John Skerritt, Deputy Secretary, Health
Products Regulation

8:35-12:00

Regulatory Updates from IMDRF Management Committee
and Official Observers

1.Australia : Mr John Jamieson, TGA

2. Brazil : Mr Leandro Rodrigues Pereira, ANVISA

China : Mr Yuan Peng, NMPA

EU : Mr Erik Hansson, European Commission

. Japan : Mr Hirooki Tanabe, MHLW

Singapore : Dr Sethuraman Rama, HSA

7. South Korea : Dr Nam-Hee Lee, MFDS

8.United Kingdom : Mr Johan Ordish, MHRA

9. United States of America : Ms Melissa Torres, US FDA

10. Argentina (Official Observer) : Carolina Magnatti,
Adriana David, Mariela Aranda, NIMD

11. World Health Organization (Official Observer) : Dr
Mark Lanigan, In Vitro Diagnostics Assessment Team

12. Canada : Mr David Boudreau, Health Canada

o s W

12:00-
13:00
13:45-
14:30

Progress Overview of IMDRF Work Items (includes 5
minutes Q&A for each speaker)

1.Medical Device Cybersecurity Guide (USA / Canada) :
Marc Lamoureux, Health Canada

2. Regulated Product Submission (Canada / USA) :
Daniel Yoon, Health Canada

3. Software as a Medical Device (USA / Canada) :

Marc Lamoureux, Health Canada

4. Artificial Intelligence Medical Devices (South Korea) :
Dr Young-Kyu Kang, MFDS

5. Personalized Medical Devices (Australia) :

Tracey Duffy, Medical Devices and Product Quality

9




Division

6. Adverse Event Terminology (USA / EU) :

Ms Melissa Torres, US FDA

7. Good Regulatory Review Practices (USA) :

Dr Ken Cavanaugh, Office of Cardiovascular Devices

14:30-
16:45

Stakeholders Session (includes 5 minutes Q&A for each speaker)

1.APEC LSIF Regulatory Harmonization Steering
Committee (APEC)

Ms Cheng-Ning Wu, Taiwan FDA

2.Global Harmonization Working Party (GHWP) :

Ali Al dalaan, GHWP

3.Pan American Health Organization (PAHO) :
Alexandre Lemgruber

4 .African Medical Devices Forum (AMDF) :

Dr Paulyne Wairimu, Chair AMDF

5.Swissmedic

André Breisinger, Expert Medical Devices Regulation

6.The Global Diagnostic Imaging, Healthcare ICT, and
Radiation Therapy Trade Association (DITTA) :

Masaaki Ohtsuka, DITTA Chair

7.Global Medical Technology Alliance (GMTA) :
Philippe Auclair, Abbott Laboratories

8. ASTM International

Speaker - Craig Updyke, Director, Global Policy &
International Trade

16:45-
17:00

Closing Remarks
Tracey Duffy, IMDRF Chair

(2)9 % 14 p @At .

9:00-9:10 Opening Remarks
Welcome and Introduction
Tracey Duffy, IMDRF Chair
9:10-10:10 | Presentations from Regional Harmonization

Initiatives

10




1.APEC LSIF Regulatory Harmonization Steering
Committee (APEC) : Cheng-Ning (Emily) Wu, Taiwan FDA
2.Global Harmonization Working Party (GHWP) : Ali Al
Dalaan, Chair, GHWP

3.Pan American Health Organization (PAHO) NRA : Mario
C. Mudniz Ferrer, CECMED& Lucia Ayala Rodriguez,
INVIMA, Colombia

10:10-
12:00

Presentations from Invited Observers

1.African Medical Devices Forum (AMDF) : Dr Paulyne
Wairimu, Chair AMDF

2.Swissmedic : André Breisinger, Expert Medical Devices
Regulation

3.APACMed : Ms Miang Tanakasemsub and Mr Anirundh
Sen

4.Israel Ministry of Health : Dr Anat Boehm-Cagan
5.IMDRF Implementation Table : Tracey Duffy

13:00-
13:45

Presentation from GMTA

IMDRF Work Items and other matters
Ms Janet Trunzo (TBC)

1.00 pm to 1.45 pm

13:45-
14:30

Presentation from DITTA

IMDRF Work Items and other matters
Masaaki Ohtsuka, DITTA Chair

1.45 pm to 2.30 pm

14:30-
15:00

Closing Remarks
Tracey Duffy, IMDRF Chair

= ~ IMDRF ¢k € g4 & 2
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P oA 4 %Fﬁ’* ki > 1 SaMD g;ﬁ#g%l\éci i3
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&

2022 # 1 * #74c 4 Health Science Authority (HSA)
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Cluster, MDC) & 38 F* & 5™ 5 4 BN 2 2 ByEs
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3 B %5)% B 41 388 b *& 4 % (Risk Classification of
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7 * B {ew ff £ 1 (accessibility) ~ FDA ﬁﬂs R ;C W
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* 5 ERFATIRE AR E AT 2 L AT ﬁ%ﬁ%ﬂ%‘
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. &k #%k =< ;f:wgf % fcdy & (Data Sets) & ¥ i % e
3
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4 ?/LE‘?}%‘ % 14 4% » 3% g (Software in a Medical
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Medical Device » SaMD)) > p % # % %t IMDRF #jis=
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4 3me 131 Wﬁlﬁ F e 667 & 24a il §F 4 o
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Bf% i FEARA (EUL)* »REMLORE D
gt T2 (PHEIC) & H i 23 o2 74 & 12 o
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AR E PRI Y By B2 AT T P KSR
B E g» foi 57 Jg»m{#jg ;vjtjfﬁrg et B RIES
WiRl2 & ¥ e R/GeL FRikit e

2. 1 1% ] w4p 2
(1) #p==x > (Cybersecurity) -] %

FHEHA FREMERS 22 R oR G E
(Software Bill of Material, SBOM) 22 2 ~ & # ~ 5 32 %
%X é%ﬂ%‘ B+ £ 4 1= 28 (Legacy Device Conceptual
Framework) s 5146 & » 53+ 2023 & 3-4 1 P4 4
BB o
(2 ?55 K B4 ¥ i $2 3% (Regulated Product Submission,
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1iF e 32019 # 30 A - RFR EH &R
HEEFRENSLFREML D Vv P dkdn 5l
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Contents (IVD MA ToC), 21 March 2019) - 4p B 45 51 ~
Fengl g iTe g4 - B4R T R A R
TR A sl BT g AT
1 1% 3 2021 # i 16 2021~2025 # 1 (F4LE)
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% ® FDA i7# fft&fe & eSTAR 3+ % » 32 W
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# =0 i€ sr(Premarket Notification, 510(K)) ¥ e Pﬁl%‘ )
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"Software as a Medical Device": Possible Framework for
Risk Categorization and Corresponding Considerations
(N12) » & 5 jg #-F H iR 8 & v 13 8 F ol
%@ﬁ%%iiﬁﬁﬁéﬁ@ﬁﬁﬁn§%$ﬁﬁww
SRR LI ARE AR L (T P (2024 & 5 1 FHFH
BB P i2) o
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FHCRL PR RAIFERLH2 57 o

i, 1 (5 ey B A k1 v Py ¢ £ e-mail >
FERE L ES RO R RAETEERE AL
ERUBE R APRE A KL TP E 0 R
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5) A %5 K B+ (Personalized Medical Devices) |

W

I
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& ¥ 2 & Definitions for Personalized Medical
Devices(N49) » 2020 & 5 # i A it F o B 4hi2 R
T H RSB %2 2 Personalized Medical Devices -
Regulatory Pathways(N58) » :T#p i {7 ¥ eniE 34T
. N5S8 <~ ek @ pta iv R & ‘“{@3‘ B A ARE
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AFT BRI R KRR G R

27



B~ B EZTW%&"’]}% BTRA&S S RITHRE
RFEOREE TR Sy o & RE) 2 f)%‘
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(6) # 2 F & * P2 %45 (AE terminology and coding)- |
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G R HEE Fe 22017 £X L mAF A T
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F(APEC) 2 & 4 & £] 773 5 (LSIF): 45 {rdg £ 4 R
¢ (RHSC) 3% 4 FRED L 1 ¥ 47 % (Priority Work
Area, PWA):E & (BR 7 4ofi i) o

(V)L > 5ans (T2 bR FLFTHAE R R B4R ¢
(APEC RHSC) :
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FrEm 2P AN FREHE Y FREHL
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MiER M2 @e 2 FANFLREHAS 2L G 0Y
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ﬁ;,tfxq?ﬁﬁ“%)% R R ﬁﬁl‘ 2 £ i o
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EABN A E
)= L F R % 5. ¥ 12/ (Swissmedic) ¢
fi%%ﬁﬁiﬁﬁﬁé%i§%%%§ﬂ
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Devices (IvDO) 812.219 - HRA ™ =3+ ;= % Ordinance on
Clinical Trials with Medical Devices (ClinO-MD) 810.306
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