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- HKMTA Member Dinner 2026 » Meeting With Finnish Health Delegation

« HKMTA Networking Happy Hour To Explore Collaboration

ning Course 2026

Industry Trends
entre for Medical Products

Upcoming events

- Elderly Visit TR EAYRHEE
ed by the Caritas Cheng Shing Fung District
Centre (Sham Shui Po)

* Visit to the Greater Bay Area Hospital &
MedTech companies (2-day trip)
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9 Jan 2026 (Friday) _
Hong Kong Cl_ub.-: ; |




6 Feb 2026 (Friday) | Central Market
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HKMTA
inhinhg Course 2026

26 Mar, 7 Apr, 23 Apr, 7 May 2026

2:30 - 5:30pm

HKPC Building

This Al training programme is specially designed for the medical device

Members can learn essential Al concepts and gain practica
for research, design, data analysis..etc.

Prepare for Change. Master the Tools. Use Th
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Medical Device Administrative Control System (MDACS)

The Medical Device Administrative Control System (MDACS) was introduced in 2004
as a voluntary listing framework by Hong Kong's Department of Health (DH) to
ensure the safety, quality, and performance of medical devices. A progressive shift
towards mandatory elements is evident in public procurement, along with long-term
development plans for a statutory regulatory framework.

Stage November 2024

Quotation
B Requirement

Introduced

All DH quotation exercises required applicable
medical devices to be MDACS-listed or have a

valid application number submitted before FUtu re OUtIOOk

quotation closing. Listed devices receive ore
procurement preference. Transition Towa rd.
Statutory Regulation

ected legislative movement
4 replacing the voluntary
DACS framework with a statutory

edical device registration system

June 2023
Procurement Preference
Policy Enhancement

DH announced that it would

give preference to March 23, 2026

MDACS-listed devices (Class o 0 O
" WV general MDs and Mandatory Listing Policy

B/C/D IVDs) in public Implemented
ment exercises.

MDACS listing becomes

operationally mandatory for

participation in public-sector

procurement.

MDACS Regulatory Development Timeline at a Glance
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Hong Kong Centre for Medical Products Regulation (CMPR)

In the 2023 Policy Address,

the Chief Executive announced that the
Hong Kong Centre for Medical Products
Regulation (CMPR) would be established
as the regulatory Authority for assess
and approve new drugs and medical
devices independently through its own
robust system without relying solely on
overseas approvals, otherwise known as
the Primary Evaluation approach.

CONCEPTUAL OVERVIEW:
THE CMPR UNIFIED .
REGULATORY FRAMEWORK /oo

Timeline and Milestones

June 2024 ¢ DH Preparatory Office Established
DH Preparatory Office established to lay the groundwork for establishing the CMPR,
reforming the regulatory regime for medical products (devices included)

November ¢ “1+” Mechanism for All Drugs

2024 Increasing “1+” mechanism to all new drugs.
The “1+” mechanism, was introduced to facilitate the registration of new drugs used
for treatment of life-threatening or severely debilitating diseases.

June 2025 @ Primary Evaluation Roadmap Defined
Roadmap outlining phases to reach Primary Evaluation of pharmaceutical products

December ¢ Chinese Medicine Development Blueprint Published
2025 The Chinese Medicine Development Blueprint has been published and sets out goals
and action plans across key areas for the development of Chinese Medicine.

Several critical milestones are approaching:

STONE 3: Q2 2027 [EXPECTED]

Hong Kong to Apply for
Full ICH Regulatory Membership

Aim for access to International Council for

Harmonisation (ICH) as a regulatory member
to gain international recognition for drugs
approved by the CMPR. i

STONE 1: 2026 [EXPECTED]

MPR Bill to be Introduced to LegCo

A Medical Products Regulation (MPR) Bill
is expected to be introduced in 2026
to provide statutory authority

to CMPR for regulating :
medical products. ;

STONE 4: 2030 [exPECTED]

Full Primary Evaluation
for Medical products

: Full primary evaluation to be
STONE 2: Q4 2026 [ExPECTED] adopted for all medical products,

Establishment of CMPR including medical devices.
Official establishment of CMPR to consolidate the

regulations of Western medicines, Chinese medicines,

and medical devices under one authority

NOW: APRIL 2026



Upcoming E

a & Overseas

11 - 12t May 2026 (Mon-Tue

Asia Summit on Global Health
Venue: Hong Kong Convention and Exhibition Centre

Time: 2pm

Welcome to join us to spread the love!
Registration by 6"'May (Limited to 12ppl)
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