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Navigating Regulatory Landscape, HTA, and Implementation Strategies for

Digital Health Medical Devices
MmeE

MEZE I F il A ENIEE - SR RBMREERENEE - HPBESIMEEE (software as a
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2 ( Prostheses List Advisory Committee, PLAC ) & 5 4% 5 097 75 B T Hr 05 R AU #1418
( NSW Agency for Clinical Innovation ) ff% 432 — Henry Ko = - 5% SaMD &
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— AFBEKERE Date and Time
2023 £12 A 28 H £#3M 13:30-17:05
13:30-17:05, Thursday, December 28, 2023

—~ EEIMEL Venue
IRERZZEI PR SR 0
CHANG YUNG-FA FOUNDATION International Convention Center

ik Address
AitmPEEPILERE 1155 812 801 E&E
Room 801, 8F, No.11, Zhongshan S. Rd., Taipei City 10048, Taiwan (R.O.C.)

M- FEHEMI Host organization
EEMREBENZHEKRE (HOTTEA)
Health Outcomes and Technology Teaching and Education Alliance
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AREHWMCOCARBEERR BIBEBREh)
Data Science Center, College of Medicine, Fu Jen Catholic University
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Department of Health Care Management, National Taipei University of
Nursing and Health Sciences
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Time Durgtnon Topic and Speaker Moderator
(mins)
13:30-14:00 30 Registration
Welcome and Opening Remarks
) ) Jasmine Raoh-Fang Pwu
1A00-1::05 > President, Health Outcomes and Technology Teaching
and Education Alliance, Taiwan
Software as a Medical Device (SaMD) in Taiwan: How | Jasmine Raoch-Fang Pwu
wide Is the Gap from Regulatory to Patient Access?
14:05-14:25 20 Wen-Wen Yang
Secretary General, Health Outcomes and Technology
Teaching and Education Alliance, Taiwan
Overview of Australian Regulations Around Software |Jasmine Raoh-Fang Pwu
as a Medical Device
14:25-14:55 30 Henry Ko
Research Manager, NSW Agency for Clinical Innovation,
Australia
Jasmine Raoh-Fang Pwu
How does Australia Conduct HTA for Digital ealth
14:55-15:25 30 Medical Devices?

Henry Ko
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Duration

Time -
(mins)

Topic and Speaker

Moderator

15:25-15:40 15

Tea Time & Break

15:40-16:10 30

How are Local Healthcare Providers Testing and
Funding Digital Health Innovations?
Henry Ko

Jasmine Raoh-Fang Pwu

16:10-16:30 20

SaMD: An Industry Perspective
Ya-Chuan Wang
Senior Manager, Medical Policy and Affairs, B. Braun
Taiwan

Jasmine Raoh-Fang Pwu

16:30-17:00 30

Panel Discussion

Panelist:

Henry Ko (Research Manager, NSW Agency for
Clinical Innovation, Australia)

Representative from the National Health Insurance
Administration (TBC)

Sherry Lin (Researcher, Industrial Technology
Researcher Institute)

Yi-Ling Tsai (Assistant Professor, Department of
Health Care Management, National Taipei University
of Nursing and Health Sciences, Taiwan)

Ya-Chuan Wang (Manager, Medical Policy and Affairs,
B. Braun Taiwan)

Wen-Wen Yang (Secretary General, Health Outcomes
and Technology Teaching and Education Alliance,
Taiwan)

Jasmine Raoh-Fang Pwu

17:00-17:05 5

Closing
Jasmine Raoh-Fang Pwu
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Representative from the National Health Insurance Administration (to be confirmed)
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Dr. Henry Ko, Research Manager
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Henry Ko (PhD, B.Eng) is a multidisciplinary health services innovation and research manager.
He has broad experience in health services innovation management, research & education program
governance, people capacity-building and stakeholder management. He has worked broadly in
public health services, universities. government health departments, and healthcare industry
groups.

In the health technology assessment field Henry was a member of the Australian Government’s
Prosthesis List Advisory Committee (PLAC) for 8 years until mid-2023 (being appointed by two
Australian Government Ministers for Health), had worked as a university-based assessor for the
Australian Government’s Medical Services Advisory Committee (MSAC), and was also a member
of the Australian Government Therapeutic Goods Administration’s Advisory Committee on
Complementary Medicines. Henry was also a member, and inaugural deputy chair, of the
Australian Government’s Consumer Consultative Committee on Health Technology Assessment
for 7 years until mid-2023. Henry has advocated on specific HTA submissions around
reproductive services for young people with cancer, transvaginal mesh, and is currently advising
on a HTA submission on allergy care pathways.

Henry has also worked in the hospital-based HTA space, where he led Singapore Health Services’
annual hospital-based HTA process for novel and innovative new services and technologies to be
funded under the Singapore Ministry of Health’s Health Services Development Program. In
Australia, Henry worked at the Centre for Clinical Effectiveness, who managed Monash Health’s
Technology and Clinical Practices Committee, which was that health service’s hospital-based HTA
process.
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Health Outcomes and Technology
Teaching and Education Alliance

Time & Date | BN ‘\”

125 13:30 Dr. Henry Ko
28 E [\N 17030 Research manager, NSW Agency
W e for Clinical Innovation.
(Thu.) (4hrs.) Health consumer advocate / member,
Consumers Health Forum

Venue of Australia.
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