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MR OEF BEE?
* Osiris: US5486359

= Claim1. An isolated, homogeneous
population of human mesenchymal
stem cells which can differentiate into
cells of more than one connective tissue

type.
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Current Status of Regenerative Medicine (RM)
Challenges Faced by Regenerative Medicine: Smdiomen [ Gayi0 el
Viewpoints from an Emerging Company

Products lunched  ;  ¢.a. 50 products 1 progua

FRegsdasory hurdes ¢ Until 2007 EUePuUs

o Mow: _ desRusus -
Implications
Yasuhiro Endo, DVM, PhD (CED, PolarisRx Corporation) No single business success achieved a3 yet despite product launch and
stock market listing
Then, what are key success factors?
Overseas RM Market Size Biopharmaceutical area:
Amgen vis-3-vis Takeda Chemical Industries
Examples of approved products AMGEN TAKEDA
Marketsize  USorEU P *  Established: 1980 1700
o Antitciel sk £40 mio Aot IACE + Worldwide sales: ::: g:
+ Cartilage regeneration: $70 mio Carticel, Caftes * Mutiut cop.:
2 e * Worldwidesales ranking: 14 15

+ Bone regeneration: 7

AMGEN
Epogen / aranesp, Neupogen / neulasta, Embrel
3 main products account for more than 95% of sales

Financial Comparison of Drugs vis-3-vis Current RM SWOT Analysis of Regenerative Medicine
C ; gy Weskass

5. Ethical and safety lssues prevall
& Financially robust business mode! not
established

Owpormaly =~ — ———apithes -
Eshiby o] & | | 1N 1. High social expectations 1 1P Regulatory Agency tends to require
Dot pared | Ve | 7] i C] L. Potentially shorter development time mare data due 1o uncertainty (7) as well
3 Lesscompetition 83 30und writing.
j 1= 1 1 CIC| | L} 2. asting technalagies may s0on become
E-""‘ T e e =i =5 outdated due the speed of scientific
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Summary of Reasons behind Low Sales Figures

* High price

* Favorable risk benefit is not demonstrated as yet.

* Competition against the existing therapies or treatments
Seen as another treatment option

* Borderiine pharmaco-sconomic analysis resufts

= Positioned as the last resort or & niche market product

+  Fragmented market (US, EU, IP)

= No study b RM prod

Vidous circle continues._.

2 Main Product Categories

*  Structursl modifications.
~ Regarded as more or less medical devices
— Majority of currently approved products

*  Disease-modifier or palliative
- Y 5een as p
= No or very few products approved
= Chronic (oM,

Prices of Our Body Systems

Facemaier

S0.000 casrs anrvaslhy (rew. 10,000 caves. repisce
- 100 bis.

1 mio yeh | boving peocardium der red heat watves

= P 20,000cases snaually, WW 300,000 caves (20 bio #

[+_r: 31000 sy

Comparison of 2 Types of Products

it o

Future Investigation

in-depth characterization of RM from business perspective

Further analysis of commercial fallure of RM in western countries

C aof Wging regs y hurdies in tri-partite regions
Explore strategies to best establish clear dinical benefits and to

Back-up
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Market size projection
[Calculated based on Monts-Carlc simu

'll@!z![jsilii_l

| [ wommimaw) —— 1mFineo0
L 42,5000 7 { Fupl Ketest
15000 { Kan-Rak-Ron)

One small step for a man, one giant
leap for mankind

Key Success Factors Behind Apolio 11

Strong message by then-President Kennedy in 1961
* Management of Technology for Innovation and Sustainable
Development
~ Sdence ki not enough.
= Wish is not sufficient as well.
~ Focused and concerted efforts across the industry, governments and
sclentific communities.
= Goal-driven planning, Le., landing a man before the end of the decade
(*1960)

Factors Affecting Financial Attractiveness

(SR
i el

SALES x PROBABILITY

= VALUE(NPV)
COST x TIME

i M e
! ss-same HERLS = P
L} ]

Wy b
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