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« Introduction/Benchmarking
s Questions to be answered
« China SOAR: Siuation, Objective, Action, Results
* Conclusion

Introduction/Benchmarking W pventis

Offshoring Business
« 43% met business goais
. 23% ded busi pectati
» B4% started off shore business
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Introduction/Benchmarking H Awentis

Chinese Pharmaceutical Market:

« Top 10 companies in China takes 20% of market compared to
45% and 41% in Europe and USA, respectively

= Market profite is 15% OTC, 62% generic, 14% branded
generics and 9% innovative medicine

+ About 1300 syntheti dict are produced in China, 7%
of them are copies

« Pharmaceutical commercial sales growth estimated to reach
9%

N
Questions to be A ed A Aventis

»How can i tive R&D be expanded in China? Canwe
assess prospects of d ping or attracting and maintainil
competitive R&D biopharma industry?

« What are the potential entry points to biopharma R&D value
chain in China?

» To what extent are the structure, institutions, policies and
human resources in place in China?

» What is needed to further develop domestic/private sector R&D
based in China?

» How to integrate China and international pharma b
and/or companies?

China: SOAR Faventi

S: Situation
Chinese market is emerging for non-Chinese investors

.

Pharma industry has not formed a system of technical
innovation

No patent protection (99% of antibiotics are generics)

*

Long approval times

Drug pricing

R&D spending not more than 3% of sales revenues. R&D staff
not more than 7% of all employees of farge and medium
pharma companies

AW ERF 2 ¥ -8
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China: SOAR W aventis

O: Objective

+ Explore ways to expand R&D and business opportunties in
China and to integrate & with international R&D

* Communicate new changes in China and opportunities for
bringing business to China

* Develop recommendations and action ptans for
implementation

China: SOAR ""‘Lflnnﬂ':

A: Action
* China joined WTO in 2001
- Implementation of patent laws
- No replication of patented pharmaceuticals

* Local government adopting professional policies and flexible
measures o altract external investors

* China stands at international level

~ (Gene mapping, transg logy, gene therapy, stem
cells, gene chips and research

- Astra’s East Asia Clinical Research Center in Shanghai

China: SOAR Waventis

R: Results

» China present an exceltent opportunity for foreign pharma
companies

~ Lower cost of labor, higher margin of profit

“ Ability to manage/ieverage resources without building a big
infrastructure




Conclusion l‘g’r‘Amﬁs

Low cost, high ~€|ua|lty and high assets in generic manufacturing
enables China to move to a position being the most important global
location for biopharma for manufacturing of quality generics

World class competitive scientific institutions and genomic center

China is in a good position to undertake
innovative biopharma R&D
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How to Develop Beijing as a Key Hub
for Clinical Trials
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Aventis

How to Develop Beijing as a Key Hub for Clinical

Trials

Advantages

i,
4 Rventis

China

» Training in GCP (expetience in
tackiing other issues)

« Chinese-originated products
will be developed same way

+ Product development is weak
(international standard),
however, il Is the costliest part

« information gained can be used
eisewhere especially for safety
and efMcacy

+ Equipment suppNed to
Institutions could be used for
other purposes

« Income to be used for the
development of institution

International

~ increased demand for
multinational trials. Pressure
from ICH to broaden country
base of clinical trials

+ Preference for trials that
covers wider ethnic groups

+ Cost savings

* Services fo community by
addressing diseases relevant
In China




Barrlers Frvenrs

» Time for regutatory approval for ciinical triais is to long
* Lack of centers and investigators working to GCP

= Improve M to data confidentiality and exclusivity
+ Better understanding of requirements of POC vs. large multi-

center studies
« Lack of consistency in ethical review commbitees across

differemt investigators
» Better ication of impr ks made in the ease of

Recting and exporting biological speck
SR
Conclusion Hnventis

If these hurdles can be addressed and clinical trials conducted in
compliance with GCP

Beifing can become this hub for clinical trials

Question? Savenis

How can Chinese Pharmaceutical companies contribute to the
success of making Bejjing the hub for clinlcal trials?
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