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成為藥械企業開拓全球市場的有力跳板 

SERVE AS A POWERFUL SPRINGBOARD FOR 
MEDICAL PRODUCTS ENTERPRISES TO 
EXPAND INTO GLOBAL MARKET  

ESTABLISHMENT OF THE HONG KONG CENTRE FOR MEDICAL PRODUCTS REGULATION (CMPR)
「香港藥物及醫療器械監督管理中心」(「藥械監管中心」) 的成立 

“The 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.

特區政府積極配合國家《十四五規劃》及《十五五規劃》的方向，提出支持加快生物醫
藥發展、完善創新藥和醫療器械審評審批機制的工作目標，改革香港對藥械的審評審批
和監管制度，積極推動創新藥械研發成果轉化，發展香港成為國際醫療創新樞紐。” 

☑ Set up in 2026
於2026年成立 

☑ Holistically upgrades the regulatory regime for Western 
and Chinese medicines, and medical devices 
全面提升中西藥及醫療器械的監管體系 

☑ Integrates regulatory expertise and resources to boost efficiency, drive medical 
innovation, and connect Hong Kong’s medical ecosystem to the world
整合監管專業技能及資源，提升效能、推動藥械創新，及連接全球醫療生態 

☑ Creating unparalleled opportunities for medical products enterprises
為药械企业打造無與倫比的發展機遇 

☑ Fast-tracked approval of innovative pharmaceutical products via Primary 
Evaluation 
通過「第一層審批」實現創新藥劑制品快速審評審批 

☑ Expedited access to the Guangdong-Hong Kong-Macao Greater Bay Area 
(GBA) and Chinese Mainland market under national policies
依托國家政策，加快粵港澳大灣區及中國內地市場準入 

☑ Global market expansion with Hong Kong’s international regulatory 
network
借香港的國際監管聯系網絡，助力布局全球市場 

☑ Comprehensive support for research & development (R&D): top clinical 
resources + robust intellectual property (IP) protection
頂尖臨床研發資源+完善的知識產權保護，為研發全程保駕護航 

☑ Bilingual common law environment: allow smooth cross-border regulatory 
and commercial connectivity
中英雙語普通法環境，便利跨境監管與商業運營接軌 

Vision
願景 

To be a leading internationally renowned 
medical products regulatory authority, 

driving excellence and innovation

創新進取 追求卓越
專業權威 譽滿全球 
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Timetable for Establishing 
CMPR and Roadmap for

 Implementing "Primary Evaluation"
「藥械監管中心」的成立時間表

及推行新藥「第一層審批」路線圖



North America
北美洲 

South America
南美洲 

Europe
歐洲 

Africa
非洲 

Asia
亞洲 

Oceania
大洋洲 

PIC/S1 :  The Pharmaceutical Inspection Co-operation Scheme 藥品檢查合作計劃 
GMP2 :  Good Manufacturing Practice 生產質量管理規範

香港獨有的核心競爭優勢 
HONG KONG’S UNIQUE COMPETITIVE ADVANTAGES 

☑ Staunch Policy Support 
堅實政策支持 
-  Efficient, clean governance 

高效廉潔的政府治理體系 
- Unwavering policy commitment of Hong Kong SAR Government

香港特區政府堅定的政策承諾 
-  Strong support from the Motherland under "One Country, Two Systems"
  “一國兩制”下背靠祖國的強力政策支撐 

☑ Common Law Jurisdiction 
普通法司法權 
- The only jurisdiction in China practising common law, operating    

bilingually in Chinese and English 
中國唯一實行普通法的司法管轄區，並以中英雙語並行 

-  Provide familiar and reliable legal environment for international businesses
提供自由的市場環境和國際化的運作模式 

☑ Top-tier Clinical Research Resources 
卓越臨床研究資源 
-  World-leading universities / medical schools + 4 hospitals with 31 specialties  

accredited by the National Medical Products Administration (NMPA) for    
clinical trials studies 
匯聚世界頂尖大學 / 醫學院，4所醫院31個專科獲國家藥品監督管理局   
臨床試驗機構資格認定 

-  Comprehensive clinical trial and health data infrastructures
配套完善的臨床試驗與數據基建 

☑ PIC/S1 GMP2 Inspection Competency
具備PIC/S1 GMP2檢查能力 

☑ Robust IP Protection 
完善的知識產權保障制度

建立權威的國際藥械監管機構 

ESTABLISHING AN INTERNATIONALLY 
RENOWNED REGULATORY AUTHORITY OF 
MEDICAL PRODUCTS 

“SUPER CONNECTOR”
「超級聯系人」 

Bringing In Going Global
引進來 走出去 
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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.

香港特區，是藥械企業落戶的首選，
亦是理想的研發基地。 

ICH3 : International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use
國際人用藥品注冊技術協調會 
GHWP4 : Global Harmonization Working Party 
全球醫療器械法規協調會 

II. Driving Regulatory Excellence 
推動優質監管 

Building a globally credible evaluation and approval system to boost international 
recognition of Hong Kong’s regulatory outcomes:
構建全球公認的審評審批體系，提升香港審批成果的國際認可度： 

Enact new legislation and amend existing ordinances, safeguarding the public by 
ensuring the safety, quality, efficacy/performance of registered products throughout 
product life-cycle
制定新法例並修訂現行法規，透過確保已註冊產品在全生命週期的安全、素質及效能 / 
性能，以保障公眾 

Strengthen professional evaluation capacity and fully align with international best 
practices 
強化審評專業能力，全面接軌國際監管最佳作業方式 

III.Deepening National and International Collaboration
深化跨地域合作 

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:
依托香港「背靠祖國、聯通世界」的區位優勢，為药械企业打造市場拓展的黃金橋梁: 

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 
深化與國家及粵港澳大灣區監管機構合作，借力「港澳藥械通」政策，加快粵港澳大灣區
市場準入 

Active participation in international regulatory organisations (PIC/S1, ICH3 , GHWP4); strive 
for ICH regulatory membership to align with global drug registration standards
積極參與PIC/S1, ICH3, GHWP4等國際監管組織事務，致力成為ICH3監管機構成員，全面
接軌全球藥品注冊技術標準 

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 
吸引跨國藥企在港首報，助力開拓中國內地市場；協助本地及中國內地創新藥械走向國際 

Bringing the benefits of good drugs, 
and research & development to Hong Kong SAR

好藥港用  研發惠民 

“Primary Evaluation”
「第一層審批」 

“Secondary 
      Evaluation”

    「第二層審批」 
Including “1＋” 

mechanism
包括「1＋」機制 

Pharmaceutical companies can flexibly select the registration pathways that suit 
the characteristics of their products and their global development strategies.

制藥企業可靈活選擇最適合其藥品及全球發展戰略的注冊途徑。 

Without requiring any prior registration approval 
from drug regulatory authority outside HK
無需先獲任何香港以外藥物監管機構的注冊許可 

Primary Evaluation

實現「藥械監管中心」願景的三大重點範疇 

FOCUS ON 3 MAIN AREAS TO ACHIEVE 
THE VISION OF THE CMPR 

Expediting market access for innovative medical products, and rolling out “Primary 
Evaluation” in phases for new drugs (pharmaceutical products) starting from 2026:
加速創新藥械的市場準入，並由2026年起分階段推行新藥（藥劑制品）的「第一層審批」: 

Phased implementation of Primary Evaluation between 2026 and 2030
2026至2030年分階段推行「第一層審批」 
Leveraging Hong Kong’s independent evaluation capacity to fast-track clinical 
application of innovative drugs
審批範圍逐步擴大，依托香港自主審評能力，讓創新藥更快進入臨床應用 

Promoting Medical Product Innovation 
促進藥械創新 I. 

第一期（由2026年第一季起） 
Phase 1 (2026 Q1 onwards) 

Extended applications of registered 
chemical drugs (e.g. new 

indications, strengths, etc.)
已注册化學藥的延伸應用

（例如新適應症、新劑量等）

第二期 
Phase 2 

Extended 
applications of 

registered biological 
drugs

已注册生物藥的延伸
應用

第三期 
Phase 3 

Non-first-in-class 
and certain 

advanced therapy 
products

非首創新藥及特定先
進療法制品

第四期
（2030年或以前） 

Phase 4 (by 2030) 

Full implementation 
of “Primary 

Evaluation”, covering 
all new drugs

全面實施「第一層審
批」，涵蓋所有新藥 

「第一層審批」 
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