Building Hong Kong SAR into an

International Health and Medical Innovation Hub
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ESTABLISHMENT OF THE HONG KONG CENTRE FOR MEDICAL PRODUCTS REGULATION (CMPR)
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Set up in 2026
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Holistically upgrades the regulatory regime for Western

and Chinese medicines, and medical devices
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Integrates regulatory expertise and resources to boost efficiency, drive medical
innovation, and connect Hong Kong’s medical ecosystem to the world
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[1 Creating unparalleled opportunities for medical products enterprises

NAWEWITEL SR R RIS

Ky

ﬂThe Hong Kong Special Administrative Region (“HKSAR"”) Government has been actively\
complementing the directions set out in the National 14th and 15th Five-Year Plans,
proposing the targets of supporting the accelerated development of biomedicine and
improving the evaluation and approval mechanism of innovative drugs and medical
devices. The HKSAR Government will reform Hong Kong's evaluation, approval and
regulatory regime of medical products, as well as actively promote the translation of
research and development (R&D) outcomes of innovative medical products, thereby
developing Hong Kong into an international health and medical innovation hub.
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Implementing "Primary Evaluation"
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SERVE AS A POWERFUL SPRINGBOARD FOR
MEDICAL PRODUCTS ENTERPRISES TO
EXPAND INTO GLOBAL MARKET
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[1 Fast-tracked approval of innovative pharmaceutical products via Primary
Evaluation
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[/ Expedited access to the Guangdong-Hong Kong-Macao Greater Bay Area
(GBA) and Chinese Mainland market under national policies
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[/ Global market expansion with Hong Kong'’s international regulatory
network
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[/ Comprehensive support for research & development (R&D): top clinical
resources + robust intellectual property (IP) protection
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[/ Bilingual common law environment: allow smooth cross-border regulatory
and commercial connectivity
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To be a leading internationally renowned
medical products regulatory authority,
driving excellence and innovation

Vision SIS ER R
BR IR SRS

O




ESTABLISHING AN INTERNATIONALLY
RENOWNED REGULATORY AUTHORITY OF

MEDICAL PRODUCTS
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HONG KONG’S UNIQUE COMPETITIVE ADVANTAGES
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[/ Staunch Policy Support
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- Efficient, clean governance
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- Unwavering policy commitment of Hong Kong SAR Government
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- Strong support from the Motherland under "One Country, Two Systems"
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[ Common Law Jurisdiction
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- The only jurisdiction in China practising common law, operating
bilingually in Chinese and English
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- Provide familiar and reliable legal environment for international businesses
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Top-tier Clinical Research Resources
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- World-leading universities / medical schools + 4 hospitals with 31 specialties
accredited by the National Medical Products Administration (NMPA) for
clinical trials studies
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- Comprehensive clinical trial and health data infrastructures
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Bringing In Going Global
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PIC/S': The Pharmaceutical Inspection Co-operation Scheme ZimiQESIEITX
GMP?2: Good Manufacturing Practice 7= /RE2 S EHE
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FOCUS ON 3 MAIN AREAS TO ACHIEVE
THE VISION OF THE CMPR
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I Promoting Medical Product Innovation
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Expediting market access for innovative medical products, and rolling out “Primary
Evaluation” in phases for new drugs (pharmaceutical products) starting from 2026:
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» Phased implementation of Primary Evaluation between 2026 and 2030
2026 22030 DB ER AT [SE—E L]
Leveraging Hong Kong'’s independent evaluation capacity to fast-track clinical
application of innovative drugs
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Phase 4 (by 2030)
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Phase3 (203045 AHI)
Phase 2 £=H Full implementation
5 — 11 Non—ﬁrst—in—f:lass of “Primary
and certain Evaluation”, covering
Phase 1 (2026 Q1 onwards) Extended advanced therapy all new drugs
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/ Pharmaceutical companies can flexibly select the registration pathways that suit \
the characteristics of their products and their global development strategies.
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“Primary Evaluation” “Secondary
[E—EwWit] Evaluation”
Without requiring any prior registration approval [ _EEit |
from drug regulatory authority outside HK Including“1+"
mechanism
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Bringing the benefits of good drugs,

and research & development to Hong Kong SAR
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H Driving Regulatory Excellence
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Building a globally credible evaluation and approval system to boost international

recognition of Hong Kong’s regulatory outcomes:
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» Enact new legislation and amend existing ordinances, safeguarding the public by
ensuring the safety, quality, efficacy/performance of registered products throughout
product life-cycle
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2 Strengthen professional evaluation capacity and fully align with international best
practices
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Deepening National and International Collaboration
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Leverage Hong Kong's "Support from the Motherland and Close Connection with the
World" to create a bridge for medical products enterprises to expand markets:
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» Strengthen ties with national/GBA regulatory authorities; leverage the “Measure of using
HK registered drugs and medical devices used in HK public hospitals in Guangdong-Hong
Kong-Macao GBA” for expedited market access in the GBA
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P Active participation in international regulatory organisations (PIC/S', ICH?, GHWP?); strive
for ICH regulatory membership to align with global drug registration standards
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» Attract multinational corporations to file first-in-Hong Kong applications for further
expansion into the Chinese Mainland market; help local/Chinese Mainland innovative
medical products go global
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Hong Kong SAR is the premier city for medical products companies to
set up operations, and an ideal hub for research and development.
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ICH? : International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
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GHWP*: Global Harmonization Working Party
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