/—

= Glohal Harmonization Working Party

GHwp Towards Medical Device Harmonization

GHWP LIAISON MEMBER UPDATES - ONE VOICE
APACMed -— We are the unified voice for the medical

| > devices and in-vitro diagnostics industry
December 4t 2025 %/

in Asia Pacific. + +
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The voice of MedTech

Voice

The unifying voice for the medical devices,
INn-vitro diagnhostics and digital health
industry in APAC.

[ ] [ ]
Mission
To improve the standards of care for patients

in APAC through strategic collaborations
with MedTech stakeholders.




APACMed Membership — 350 Members
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Committees & Working Groups

il

REGULATORY AFFAIRS
730+ Individual Members
55+ Companies

MARKET ACCESS
250+ Individual Members
40+ Companies

GOVERNMENT AFFAIRS & POLICY
250+ Individual Members
50+ Companies

Working Groups
ESG | IVD | Al

APAC/\\

The voice of MedTech

o |

HEALTH DATA
300+ Individual Members
70+ Companies

LEGAL ETHICS & COMPLIANCE

140+ Individual Members
35+ Companies

\
.

e

START-UPS
100+ Individualiémbers
150.Companies
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RA Committee’s vision, missions and tools

Spearheading regulatory excellence to build trust,
enable innovation and improve patient outcomes in our region and beyond.

APAC/\N\ed

The voice of MedTech

REGULATORY
CONVERGENCE

Promote harmonization across various
international markets

REGULATORY
RELIANCE

Leverage the work done elsewhere to
be more effective and increasing
speed to market
PREDICTIVE INTELLIGENCE

STRATEGIC ADVOCACY

REGULATORY CAPABILITY BUILDING

REGULATORY
AGILITY

Advocate for flexibility to
accommodate emerging innovative
technologies and advancements



2025 Engagements & Activities

REGULATORY
CONVERGENCE

Participation in GHWP Academy Training in
Chongqing, CIMDR Event in Suzhou

1-1 Engagements with APAC Authorities: China
NMPA, Hong Kong MDD, India CDSCO, Indonesia
MOH, Macau ISAF, Malaysia MDA, Philippines
FDA, Singapore HSA, Taiwan FDA, Vietham IMDA

Review and contribution to public-consultation
processes on regulatory drafts and guidances

. | GHWP-GZATRAINING
P WARG M WP (I° ) % RS

REGULATORY
RELIANCE

Half Day Reliance Workshop for MedTech
Manufacturers
Closed-door Reliance Workshop co-organized

with Singapore HSA, Malaysia MDA and Thai FDA

Reliance Trainings Sessions during 28t GHWP
annual meeting, to the MedTech Association in
Kenya, during engagements with NRAs
Finalising our public APAC Regulatory Reliance
Tracker

Help connect NRAs to partner on reliance
activities

Advisor to the GHWP CERP Group

........

APAC/\/

The voice of MedTech

REGULATORY
AGILITY

APACMed Regulatory Affairs Summit in India,
focusing on Al/ML Regulations, Cybersecurity,
Change Management and PCCP

Training workshops on SaMD, Al-ML Regulation
and CM with Vietnham IMDA and Malaysia MDA

Close collaboration with CDSCO on their latest
Draft SaMD Guidelines

Joint white paper with GHWP on Regulatory
Pathways for Innovative Medical Devices

New position paper on SaMD Regulations and
training with HSA Singapore and TGA Australia

-

REGULATORY ‘ _: : 4 Shaping the n E
AGTYINANAGE  § = Futureof SaMD @ & 3
Regulation in

Asia-Pacific & (‘9 8 e:



I Our resources

SaMD Regulation

e e -
Advancing Software as a
Medical Device
Regulations in Asia-Pacific

Digital Health
Regulation

IVD, LDT, RUO Regulations

APAC/\ )¢ APAC/\/\

Risk-based Regulatory Oversight of
‘ Research Use Only (RUO) Products

Impact of Changes to Asia Pacific Markets
under the In Vitro Diagnostic Medical
Devices Regulation (EU) 2017/746 (IVDR)

S
\“\‘\

Link to the RA resources

APAC/ e

Digital Health
Regulation
n India

APAC

Regulatory Landscape of
4 Laboratory Developed
b I Tests (Lom in APAC
-
P
N :

+

Building Regulatory Agilty for Adequate
Accoss to Quality SARS-CoV-2 Test Kits
During the Globa! Pandemic

At sty APAC/\

ey

Apac/\\ed @

Policy Recommendations
on SaMD based
on IMDRF Guidelines (China)

XFIMDRFEAT
N B A7 R AR 4 N R R I

RWE to regulate MD

Advancing Real World
Evidence in APAC

E-Labelling

Towards MedTech Efficiency & Sustoinability

through e-Label & e-IFU

APAC/\/

The voice of MedTech

PMS & PMV

Amnci

? +
Post-Market ‘ Q
Surveillance & ) ¥
Vigilance =
FOR MEDICAL DEVICES ) ("

Risk-based

Change Management

APAC/|

Risk-Based Change g -
Management for

Registered Medical
Devices



https://apacmed.org/our-work/regulatory-affairs/

APAC/\/

The veice of MedTech

Thank you!

If you have any questions, please contact Cindy at cpelou@apacmed.org
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