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The voice of MedTech

Founded in 2014, the Asia Pacific Medical Technology Association (APACMed) is the only regional
association to provide a unified voice for the medical technology industry in Asia Pacificc. APACMed
works proactively with bilateral, regional and local government bodies to shape policies, demonstrate
the value of innovation and promote regulatory convergence. Learn more about the association at

www.apacmed.orq
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http://www.apacmed.org/

APACMed Digital Health Committee

250+ MEMBERS from 75+
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MNCs. SMEs *2 4 tw S}Jpport APACMe members across the entire
! ' ' - digital health product journey, from regulatory

Start-ups

approval to market access and use.

Board Sponsor:

Elisabeth Staudinger
CEO Siemens Healthineers APAC

Roberta Sarno
Manager
APACMed Digital Health
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APACMed work on digital health regulations

APACMed Digital Health Committee published 3 position papers on digital health regulation in Asia-Pacific, with a focus on software as
a medical device (SaMD):

, covering Australia, Japan and Singapore
, covering China and Korea

, covering India

The position papers are intended to be shared with regulators with the aim of aiding the creation of a fit-for-purpose regulatory
framework for digital health across the APAC region. While current regulations ensure the safety and effectiveness of traditional IVDs and
medical devices, they do not fit the fast-paced innovation that characterizes software and digital health.

To bring safe and effective digital technologies into healthcare at a pace that matches the speed of what's possible — and that patients
deserve — we must redesign our regulatory approach to accommodate the shorter timelines and iterative nature of software
development.



APACMed work on digital health regulations

Knowledge creation
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We published 3 position papers on digital
health regulation (also available in some
local languages):

1. Digital health regulation in Asia-Pacific:
overview and best practices, covering
Australia, Japan and Singapore

2. Digital health regulation in Asia-Pacific —
China and Korea

3. Digital health regulation in India

Country activation

* Built relationship with regulators and local
associations

» Completed sharing sessions and PR
initiatives for industry, regulators and
other stakeholders
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India Japan

Key markets

South Korea

Our partners

Advocacy & Policy shaping

* Roundtable with IMDRF countries
(Singapore, Korea, Japan, Taiwan,
Australia, Malaysia, Thailand, India)

* Roundtable with HSA Singapore, leading
to incorporation of our recommendation
in the guideline

* Roundtable with TGA Australia

Regulators, local associations, experts
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* SaMD (Software as a Medical Device), HSA (Health and Science Authority), IMDRF (International Medical Device Regulators Forum), TGA (Therapeutic Goods Administration)



Software as a Medical Device Regulation
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APACMed Digital Health Regulation Position Papers
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Digital Health
Regulation
In India

Overview And Best Practices

A Position Paper by APACMed Digital Health
India Cok — Regulatory Working Group
September 202

. Focus Country:4
India




APACMed Digital Health Regulation Position Papers
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https://apacmed.org/content/uploads/2021/01/APACMed-Digital-Health-Regulation-in-APAC.pdf
https://apacmed.org/content/uploads/2021/10/Digital-Health-Regulation-in-Asia_JP.pdf
https://apacmed.org/content/uploads/2021/10/DHC-Regulatory-Paper_China-Korea.pdf
https://apacmed.org/content/uploads/2021/10/Digital-Health-Regulation-in-India_Position-Paper.pdf

APACMed Digital Health Regulation Position Papers
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Alternative

e L : o Frameworks
Qualification Classification Sofltv.v?re with pathway for Pre-submission for Al/ML
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Analyze the current regulatory Assess the experience of Highlight best practices Suggest a best practices
approach for SaMD in key SaMD developers undergoing and gaps vs. international framework to support

markets the regulatory process recommendations (IMDRF) regulators in developing a
fit-for- purpose framework

for digital heath
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APACMed Digital Health Regulation Position Papers
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Australia (TGA)

Japan (PMDA)

Singapore (HSA)

China (NMPA)

Korea (MFDS)

India
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The best practices are not currently
adopted

"

Some guideline is currently
available, however, further
improvements are recommended

=

Current regulatory framework
encompasses the recommended
best practices



1. Qualification
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2. Classification
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3. Software with Multiple Functions
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4. Alternative pathway for DH
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5. Pre-submission consultation
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6. Frameworks for AI/ML Asis... |CRoll
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Best Practices Framework
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Best Practices Framework
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Best Practices Framework
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What's NEXT?
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Q&A




Thank you!



