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Qualification Risk Classification Mum;zm AMtMD':."'Mm = PE‘::‘:'::L"::" Framework for AlfML
Best Practices | Section 3060 of the 21 The US FDA Software Per Section 3060 of | The US FDA s exploring | The USFDA has a In the Discussion
Century Cures Act Precertification Pilot the 212 Century alternative approaches to | Pre-Submission Paper, the US FDA has
removes five software Program proposes an Cures Act, for aSW | software regulation, such | Program whereby cutlined innovative
functions from the approach to risk device with multiple | as the implementation of | software developers | regulatory approaches
“device” definition, classification that relies on | functions, the US a Software and manufacturers to the regulation of
including low-risk clinical | IMDRF's N12 SaMD Risk FDA only has Precertification Program | can seek guidance AlfML-based
decision support Categorization Framework. | regulatory oversight | and unique approaches prior to regulatory products.
software. over those functions | to the regulation of submissions,
with a medical AlfML-based SaMD

The US FDA has issued device intended use. | products.
extensive guidance
describing when software The US FDA has also
is and is not a medical issued guidance on
device, this topic.

Gaps The US FDA currently Currently, the US FDA has MN/A The Software N/A As with Alternative
defines “low-risk clinical | not created a classification Precertification Program Pathways, the US FDA
decision support system unique to S5aMD is several years away should consider more
software” very narrowly, | products and instead relies from implementation, widespread
and there is currently no | on its existing medical The Agency should work implementation in the
dear guidance on this device classification system. to implement unique short term of the
topic. This approach does not take approaches to DH concepts it has

into account the regulation, such as described within its
There are a3 number of "significance of information streamlined premarket Discussion Paper.
different software provided by SaMD to the reviews and widespread
gualification guidance healthcare decision” and implementation of
documents, which can leads to the up dassification predetermined change
lead to confusion when of lower risk software controls plans, in the
making qualification products. short term to enable DH
decisions. innovation.
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Jinyao Su

Diagnostics Development Hub -
Regulatory Affairs Manager
John Thornback

Diagnostics Development Hub -

Chief Operating Officer

Manan Hathi

Stryker — Sr. Manager, Regulatory
Affairs - Software

Nathan Carrington

Roche Diagnostics — Head of Digital
Health and Innovation, Global

Regulatory Policy and Intelligence

Roberta Sarno

APACMed - Digital Health Manager
Varun Veigas

Roche Diagnostics — Regional
Regulatory Affairs and Policy Lead,

Asia Pacific
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APACMed Digital Health Regulatory Working Group Members

Aileen Lai

Healthbeats - CEO

Alvin Hew

Smith & Nephew - Vice President,
Marketing, Orthopaedics, APAC
Anantha Narayanan

Johnson & Johnson - Technology
Regulatory Compliance

Aneesh Sathe

Qritive — CEO

Angeline Gog

Health BETA - Finance

Anju Vaishnava

Roche - Head Regulatory Affairs
Antoine Audry

Resmed - VP Global RA
Antoinette Patterson

Safespace - Cofounder and CEO
Asok Kumar Raghavan Nair
Abbott - Quality and Regulatory
Director - Global Strategic
Regulatory Affairs

Ching Hwee

Johnson & Johnson - Regulatory
Affairs

Chloe Tan

Medtronic — QRA Lead | SEA
Country Cluster 2

Dhruv Suyamprakasam

iClinig — Founder

Encey Yao

Qritive - Regulatory Manager
Gloria Bustos

Baxter - Head of PV EMEA & APAC
/ Global Patient Safety

Grace Wong

Johnson & Johnson - Regulatory
Affairs Lead

Hemant Sonawane

Ortho Clinical Diagnostiscs - Sr.
Manager QA & RA ASPAC
Jacqui Cui

Abbott - RA Director

Jessica Liu

Steris — Regulatory Affairs and
Compliance Manager, Asia Pacific
JinHo Jang

Abbott - RAQA Manager

Julien Willeme

Medtronic - Legal Director

Kae Yuan Tan

Health BETA - Senior Manager
Kayla Thum

Resmed - Regulatory Affairs
Linyan Tong

Draeger - Senior Regulatory Affairs
& Clinical Affairs Manager
Mandy Kim

Johnson & Johnson - Lead,
Regulatory Affairs

Marianne Yap

Align - RA Director

May Chen

Hologic -

Olaf Rusoke-Dierich

JD Sanmed - Founder

Pai Lin Lai

Siemens Healthineers - Head
regulatory affairs ASEAN

Paul Chua

BD - CyberSecurity Officer, Greater
Asia
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Sandy Xiong

BBraun - Registration Affairs
Manager

Sharad Shukla

Johnson & Johnson - Head
Regulatory Affairs, SEA (Medical
Devices)

Sheila Devi

Johnson & Johnson - Senior
Manager Quality & Compliance
Shivkumar Hurdale

Stryker — Director Govt Affairs,
Regulatory Affairs and QA

Steven Bell

Siemens Healthineers - Senior Vice-
President Diagnostic Imaging and
Digital Health, Asia-Pacific

Sufian Yusof

Safespace - Director of BD
Victoria Qu

Abbott - Director Regulatory Affairs
Global Strategic Regulatory
Winson Teng

BD - Senior Executive Regulatory
Affairs (Premarket, GA)

Xin Li

Johnson & Johnson - RA Associate
Director

Xinyang Loo

lota Medtech — Product Manager
Yinghui Gao

Siemens Healthineers — Regulation
and Standards Manager

Yi-Shao Liu

Helios - VP/R&D
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. EU, MDCG 2019-11 - Guidance on the Qualification and Classification of Software in Regulation (EU) 2017/745
MDR and Regulation (EU) 2017/746 - IVDR
Il Health Canada - Guidance Document: Software as a Medical Device (SaMD): Classification Examples

Il Health Canada - Guidance Document: Software as a Medical Device (SaMD): Definition and Classification

V. HSA - Regulatory Guidelines for Software Medical Devices - A Life Cycle Approach

V. HSA - Regulatory Guidelines for Telehealth Products

VL. HSA - GN-13: Guidance on the Risk Classification of General Medical Devices

VII. HSA - GN-15: Guidance on Medical Device Product Registration

VIIL. MoH & HSA - Guidelines for Safe Development and Implementation of Al in Healthcare - Draft

IX. IMDRF/SaMD WG/N12 FINAL:2014 - “Software as a Medical Device”: Possible Framework for Risk

Categorization and Corresponding Considerations

X. TGA - Consultation: Scope of Regulated Software based products

XI. TGA - Consultation: Regulation of Software, including SaMD

XIl. US FDA - Developing a Software Precertification Program: A Working Model
X1 US FDA - Multiple Function Device Products: Policy and Considerations

XIV. US FDA - Proposed Regulatory Framework for Modifications to Artificial Intelligence/Machine Learning
(Al/ML)-Based Software as a Medical Device (SaMD)

XV. PMD Act Amendment (2019) - December 4, 2019, the amended Pharmaceuticals and Medical Devices (PMD)
Act was published in Japan

XVI. EBEEFHEE-FLRITFNYT—OHRE

XVIl. EEFHEE-IDATEN
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