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Nature of Drug Development T K X % K




Drug Development Cluster in US T K K % K




Characteristic of Drug Development Cluster 5 K Kk % K
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* Preferential government

* Well establish venture capital :
support (i.e. tax)

* Close proximity to universities and research institute



Advantages of Hong Kong as a | jLEE's PHARM.
Drug Development Center FRE X KB

@ Gateway to Mainland China
~ an ideal platform to achieve exposure in the rapidly growing Mainland Chinese market
~ ideally positioned at the center of rapidly developing East Asia

® Strong Legal System
~ a well established legal system based on English common law
~ a strong foundation and intellectual protection for companies

@ International business and information platform connecting to the world
~ a global communications hub and has excellent communications infrastructure
~ HK's two official languages—Chinese and English—provide a great flexibility

® World-class infrastructure and good supply of high quality manpower
~ a motivated and highly educated local talent pool
~ high quality expert panel



Current HK Drug Registration Regulation K x & B
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Divides into Drug Registration and Clinical Study Approval

Divides into registration of New Chemical Entities and
Generics

Accept the registration dossier as approval in US / Europe
countries (two CPPs for NCE)

Clinical Trial Approval: approx. 3 months
Generic Registration: approx. 9-12 months
NCE Registration: approx. 12-18 months



Limitation of current Hong Kong | fee's Pharm.
Drug Registration Regulation FE X %K

@ Clinical Study Approval only valid for Hong Kong
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Limitation of Hong Kong Market LI E % % M 50

B Public Hospital

M Dispensing Doctors

W Private Hospital

® Pharmacy Drug Stores

* Small population of about 8 million people

* Public hospitals formed the largest single sector of the market share; and
majority went through tenders

* Priceis the only concern that tames the drive for innovation



Attractiveness of Mainland China | RLEe's PHARM. ao

Pharmaceutical Market FRKE X % K

» Huge potential exists for the drug market with a population of over 20% of the
worldwide total

» Pharmaceutical growth rate of 20% for the last 10 years

» Third largest pharmaceutical market in the world after the US and Japan with
sales of USS40 billion

» Projected to increase to $S100 billion in 2015; and to have a $200 billion by
2020 making it the second largest in the world

» Increase investment by the government in healthcare spending.



Current China Drug Registration | RLEE'S PHARM.
regulation for Hong Kong Product T K kX % B

No connection in the registration regulation

Different registration standards and requirements

Not valid in China for trial approved in Hong Kong




Challenges faced by Drug Development | RLEE'S PHARM.
Company in Hong Kong T K K % K
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» No clear regulatory path in sight

» No venture capital available (guide venture mentality)

» Lack of determination in the society
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Key ingredients for creating a favorable I =
environment for drug development in Hong Kong * & x % &
--regulatory

1

Harmonize with China’s Drug registration regulatory for Hong Kong IND
natural progress to China NDA

Hong Kong approval for clinical study valid for both Hong Kong & China

Shorten the review timeline;
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Key ingredients for creating a favorable

environment for drug development in Hong Kong #* & x % &

-- Market Capital&Tax

1

Attack healthcare venture capital to Hong Kong

Attack healthcare venture capital to Hong Kong

Change the short term mentality
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Proposition of Hong Kong Government Action

--Regulatory
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-y Study Approval

=" Reach out to CFDA and seek mutual recognition for Clinical
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Al .,,3 Amend current Hong Kong Drug Registration regulation to keep up

= with the development and change of landscape
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Change fax code to allow Tax loss transfer
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Success factors for Hong Kong to become a
Center of Drug Development in Asia

F R X ¥ K

e Accelerated approval for clinical study

e Excellent Intellectual Property Protection

Intellectual
Property

e Cluster of academic research institute

e Vibrant capital market

Capital
Market
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@ Can Hong Kong be a center for
Drug development?

@ But Actions for government are
needed to make it happened
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