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 Mesoblast – An Australia First Strategy

One company that has not been hampered by the deterioration in financial markets over
the last 12 months is Mesoblast. The company continues to accelerate its commercialisation
of its adult stem cell technologies and expand the applications.

Last week the company announced it would apply for regulatory approval in Australia for
the first application of the stem cells, for the treatment of non-healing long bone fractures.
There are a number of sensible strategic objectives in getting the product first approved
in the local market.

Too often Australian biotech companies see the first objective in commercialising their
technologies as breaking into the US market, the largest healthcare market in the world. If
the company has sufficient cash resources and if all goes as planned, then following this
most direct path can work, but it often requires the assistance of a large partner.

By commercialising a product in Australia first, even though a small market, allows revenue
to begin sooner, and product rollout to be controlled more closely. According to
Mesoblast's founder, Professor Silviu Itescu, "Australian regulatory approval will enable
us to formulate a template that could be duplicated in other jurisdictions on a country by
country basis."

Pharmaxis has also adopted a similar strategy. Bronchitol is expected to be first approved
in Australia this year for the treatment of bronchiectasis, to be followed by approval in
Europe, anticipated next year, and anticipated approval in the US in 2011.

Earlier this month CathRx, which is commercialising a new range of cardiac catheters,
announced the appointment of its fourth distributor in Europe, with 20 sales people now
selling its products into 75% of the European market. Entry into the US market will be at
least 12 months behind Europe, when product sales can fund the more expensive regulatory
approval process in the US.

Getting the template right first in Australia has shown to be a successful strategy. CSL
first started its toll fractionation business in Australia before acquiring large blood
fractionation businesses overseas. Sonic Healthcare first got its pathology business
consolidation template right in Australia before expanding to the UK and the US. ASDM,
a local orthopaedic implant manufacturer built up a profitable business in Australia before
it expanded into the UK two years ago. Portland Orthopaedic is one company that went
direct to the US and failed. It is an expensive process with a challenging regulatory
system and a highly competitive market.

Another advantage for Mesoblast is that commercial success in the market in Australia
will help build interest from investors and partners to help fund commercialisation in
larger markets.
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In this edition...
The concept of a “Commercialise in
Australia First” strategy for biotech
companies is beginning to take hold, with
Mesoblast and Pharmaxis looking to
launch products in Australia prior to entry
into EU or US markets. One argument for
this strategy is that an Australian launch is
a means to iron out the bugs in the market
strategy. And speaking of bugs, we profile
Ondek, a private company founded by
Nobel Prize winner Dr Barry Marshall,
that is developing a drug delivery platform
based on the bacteria H. pylori. The
technology could revolutionise
vaccination. We also update readers on
progress at Starpharma and note a
fundraising underway at Sunshine Heart.
The Editors
Companies Covered: MSB, SHC, SPL,
Ondek
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Expanding applications
Mesoblast's stem cells are now in trials or have completed clinical
trials in five applications. These are:
– Long bone fracture repair (to be submitted for TGA approval)
– Spinal fusion (in Phase II trials in the US)
– Knee joint cartilage regeneration (in Phase II trials in Melbourne)
– Congestive heart failure trials (through sister company
Angioblast) continues with very encouraging early results (Phase
II trial in 20 patients in the US)
– Bone marrow transplant trials underway (through sister company
Angioblast) to improve engraftment using the company's stem
cells to expand haematopoietic stem cells and progenitor cells.
First five of 20 patients showed two week improvement in
engraftment time. (Phase II trial in US under orphan drug status)

Mesoblast owns 38.4% of Angioblast. Mesoblast has rights to
the stem cell technology for use in orthopaedic applications, with
Angioblast the rights for re-growth of cells in cardiac, vascular
and eye diseases. The companies are making exceptional clinical
progress, with the move to file for regulatory approval in Australia
a measure of the surprising rate of progress being achieved.

Mesoblast is capitalised at $155 million with $16.5 million in cash
at the end of June, or two years cash at the current spend rate.

Bioshares recommendation: Speculative Buy Class A

Mesoblast cont’d
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Disclaimer:
Information contained in this newsletter is not a complete analysis of every material fact respecting any company, industry or security. The opinions and estimates herein expressed
represent the current judgement of the publisher and are subject to change. Blake Industry and Market Analysis Pty Ltd (BIMA) and any of their associates, officers or staff may have
interests in securities referred to herein  (Corporations Law s.849). Details contained herein have been prepared for general circulation and do not have regard to any person’s or
company’s investment objectives, financial situation and particular needs. Accordingly, no recipients should rely on any recommendation (whether express or implied) contained in this
document without consulting their investment adviser (Corporations Law s.851). The persons involved in or responsible for the preparation and publication of this report believe the
information herein is accurate but no warranty of accuracy is given and persons seeking to rely on information provided herein should make their own independent enquiries. Details
contained herein have been issued on the basis they are only for the particular person or company to whom they have been provided by Blake Industry and Market Analysis Pty Ltd.  The
Directors and/or associates declare interests in the following ASX Healthcare and Biotechnology sector securities: AAH, ACL, ACR, ADO, BTA, CGS, CSL, CST, CXD, CYT, CUV,
CXS, HXL, IDT,  IMU, MBP, PAB, PBP, PLI, PXS, SHC, SPL, TIS,UBI. These interests can change at any time and are not additional recommendations. Holdings in stocks valued at
less than $100 are not disclosed.

How Bioshares Rates Stocks
For the purpose of valuation, Bioshares divides biotech stocks into
two categories. The first group are stocks with existing positive cash flows
or close to producing positive cash flows. The second group are stocks
without near term positive cash flows, history of losses, or at early
stages of commercialisation. In this second group, which are essen-
tially speculative propositions, Bioshares grades them according to
relative risk within that group, to better reflect the very large spread
of risk within those stocks.

Group A
Stocks with existing positive cash flows or close to producing positive cash
flows.

Buy CMP is 20% < Fair Value
Accumulate CMP is 10% < Fair Value
Hold Value = CMP
Lighten CMP is 10% > Fair Value
Sell CMP is 20% > Fair Value
(CMP–Current Market Price)

Group B
Stocks without near term positive cash flows, history of losses, or at
early stages commercialisation.

Speculative  Buy – Class A
These stocks will have more than one technology, product or
investment in development, with perhaps those same technologies
offering multiple opportunities. These features, coupled to the
presence of alliances, partnerships and scientific advisory boards,
indicate the stock is relative less risky than other biotech stocks.
Speculative  Buy – Class B
These stocks may have more than one product or opportunity, and
may even be close to market. However, they are likely to be lacking
in several key areas. For example, their cash position is weak, or
management or board may need strengthening.
Speculative  Buy – Class C
These stocks generally have one product in development and lack
many external validation features.
Speculative  Hold – Class A or B or C
Sell
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