Sosei Business Update and Revised Financial Forecast Following Acquisition of
Arakis
Tokyo, Japan – 16 December 2005: Sosei Co. Ltd ("Sosei" - 4565, Tokyo Stock
Exchange MOTHERS index), a leading Japanese biopharmaceutical company, today
announces a business update, including a portfolio review, following the acquisition of
Arakis Limited on August 30 2005. This acquisition represented a major step towards
Sosei's strategic vision of becoming a global top ten biopharmaceutical company.
During the last three months the following progress has been made:
- The businesses have been successfully integrated to create a company that
uses its unique Drug Reprofiling Platforms to focus on lower risk
pharmaceutical discovery and development.
- The Development Pipeline has been augmented by the nomination of a new
project from within the Company’s merged Product Discovery function.
- A portfolio review has been undertaken to ensure a broad and balanced
Development Pipeline of projects in full regulatory development, enabling the
Company to spread risk over a range of commercially attractive projects.
- Significant progress has been made within Sosei’s clinical development
programmes, including the initiation of two Phase IIb studies
The details of these activities are described below along with a revision to the
Company’s financial forecast.
Product Discovery – Integration and New Product Nomination
A major goal of the acquisition was to ensure sustainability of the Development
Pipeline through in-house Product Discovery. The Company’s Product Discovery
capabilities have now been fully integrated and all activities directed towards a lower
risk approach based upon identifying new uses for existing drugs and drug templates –
referred to as Drug Reprofiling. Within the Sosei’s Drug Reprofiling Platforms (DRP),
two types of opportunity are considered
-

new uses for marketed drugs and marketed drug templates and
new uses for drugs that have stalled in Phase II development.

A major achievement for the integrated Product Discovery group has been the
nomination of SD726 in to the Development Pipeline. SD726 is a serotonin
noradrenaline reuptake inhibitor (SNRi) for the treatment of chronic low back pain. This
condition provides a major unmet medical need because it is insufficiently treated with
NSAIDs and is not commonly viewed by physicians as justifying opioid therapy due to
their associated side effect burden. This issue has been exacerbated due to the issues
associated with COX 2 inhibitors that had previously been used in this condition.
SD726 is a New Molecular Entity (NME) that has been designed by chemically
modifying a known drug template of a marketed drug and positioned in a completely
different indication to the parent product. This approach has the clear advantages of
creating strong NME intellectual property, whilst still being able to leverage the lower
risk approach of a drug which is, structurally, closely related to an already safe and
registered product. SD726 has completed extensive preclinical evaluation,
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demonstrating excellent analgesic efficacy. SD726 is currently undergoing regulatory
preclinical development with the aim of initiating Phase I clinical studies in 2007.
Sosei’s Product Discovery capability has generated the majority of its Development
Pipeline to date. It is anticipated that it will continue to do so using the lower risk model
that has been so successful, ultimately helping the Company to build a sustainable
pharmaceutical business.
Results of Portfolio Review
At acquisition, the combined companies had a joint pipeline of sixteen product
opportunities at various stages of both research and development. These have
subsequently been prioritised in order to focus resource on a robust, regulatory
Development Pipeline, comprising ten of the original projects and the new nomination,
SD726, referred to above.
Development Pipeline
Research

Product
Territory
Japan

P r e-c l i n i c a l

Phase I

Indication

Phase Ⅱ
a

Phase Ⅲ
b

S O T-3 7 5
prostate cancer
NVA 237

worldwide

COPD

worldwide

AD 4 5 2
rheumatoid arthritis
S O U-0 0 1

worldwide

SUI

worldwide

A D9 2 3
cancer breakthroʼpain

US/EU+

S O U-0 0 3
nocturia
AD 337

worldwide

fibromyalgia
S O H-0 7 5

Japan+

Japan

worldwide

emergency contraception

S O T-1 0 7
brain cancer
AD 529
neuropathicpain
SD 7 2 6

worldwide

chronic low back pain
In-license

Product Discovery

The six programmes not prioritised into the full regulatory Development Pipeline are
being further reviewed in the light of the many Product Discovery assets the newly
combined group has available to it.
Key Updates from the Development Pipeline
Eligard – is a long acting formulation of the LHRH agonist leuprorelin. Sosei submitted
its application for the regulatory approval of Eligard as a generic product in February
2005 to the Japanese Ministry of Health, Labour and Welfare (MHLW) following
discussions with them. The Japanese Pharmaceuticals and Medical Devices Agency
(J-PMDA: Extra-departmental organisation of the MHLW) is reviewing the application
and further discussions are ongoing as to the classification of the regulatory application
for Eligard since they have a difference in perspective as outlined below:
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J-PMDA’s position: Due to a difference in drug delivery system between Eligard
and the original branded drug, it is proposed that the Marketing Authorisation
application for Eligard, category of 1-7-1 (classification as a generic drug) should
be changed to category 1-5 (classification as a new drug).
Sosei’s position: Consultation with the Authorities took place before the
bioequivalence study and the Company’s perspective is that the active substance
of Eligard is the same as its original branded drug and there is no significant
difference in the drug delivery system. It has also been confirmed that the
concentration of the serum testosterone is bioequivalent, thus we conclude that it
should be classified as a generic drug.
Although the discussion with J-PMDA continues, it is Sosei’s belief that it will not now
receive approval of Eligard as a generic product by March 31 2006 as planned and it
will not therefore receive its marketing authorisation milestone in Fiscal Year 2005.
NVA237 (formerly referred to as AD 237) is a novel, inhaled, once daily, long acting
muscarinic antagonist (LAMA) for the treatment of chronic obstructive pulmonary
disease (COPD). The current market for COPD drug therapy is estimated to be worth
$4 billion per annum and is predicted to grow to $10 billion by 2010.
NVA237 is being developed and commercialised by Novartis, at its sole cost, both as a
monotherapy and in combination with their once daily long acting beta agonist (LABA)
indacaterol (QAB149). Under the terms of the agreement signed in April 2005, Sosei
and its development partner Vectura, each received an initial payment of $15 million
upon signing the deal and can receive total milestone payments of up to $375 million
and royalties on future product sales.
In October 2005, a Phase IIb multiple dose-ranging clinical trial was initiated. The study
is a randomised, double-blind, multi-centre, placebo-controlled trial designed to
evaluate the efficacy, safety and dose response of NVA237 in patients diagnosed with
COPD over a four week period.
NVA237 was identified using Sosei’s Drug Reprofiling Platform. As a consequence, the
Novartis deal validates the Company’s low risk business model and Product Discovery
capabilities. In particular, the deal demonstrates Sosei’s ability to identify and develop
commercially attractive products to a standard that is sufficient to attract major
pharmaceutical companies upon favourable commercial terms.
AD 452 – is a novel, small molecule, disease modifying anti-rheumatic drug (DMARD),
designed to reduce joint inflammation and destruction, pain, and preserve mobility in
rheumatoid arthritis (RA). The market for RA drugs is currently worth $5.5 billion and is
forecast to almost double to $10.5 billion by 2008.
In September 2005 a Phase IIb dose ranging study was initiated. The study is a
randomised, multi-centre, double blind, placebo controlled 12 week trial designed to
evaluate the efficacy and safety of AD 452 on a background of methotrexate in patients
with active RA. A total of at least 292 patients in four treatment groups will be enrolled
at study centres in Europe and the USA. Efficacy will be assessed using ACR 20 and
DAS 28. The trial is being undertaken under US and EU regulatory authorisations and
will take approximately one year to complete.
AD 452 is a clear demonstration of the Company’s new international development and
regulatory capabilities. The ability to develop products worldwide, and in particular in
Western pharmaceutical markets, was a key factor in Sosei’s acquisition of Arakis.
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SOU-001 – is an oral tablet under investigation for stress urinary incontinence. Phase
IIa studies are currently in process however, patient recruitment has been slow.
Therefore, it is not considered feasible that a licensing deal can be concluded by March
31 2006.
All other projects within the Company’s Development Pipeline remain on track.
Revised Financial Forecast Fiscal Year 2005
Due to the uncertain nature of drug development inherent in the biopharmaceutical
sector, Sosei has provided sales and profit expectations in ranges for this fiscal year.
The Company is now expecting its results for Fiscal Year 2005 to be at the bottom of
the range it has forecast to date.
The following adjustments have been made to the financial forecast for year ending
March 2006.
Japanese Yen Million

Prior
Forecast

Revised
Forecast

Consolidated Accounts
Sales

100 – 2,600

300

Ordinary Income/(Loss)

(5,000) – (2,900)

(5,000)

Net Income/(Loss)

(5,000) – (2,900)

(5,000)

50 – 2,550

50

Ordinary Income/(Loss)

(2,200) – (100)

(2,200)

Net Income/(Loss)

(2,200) – (100)

(2,200)

Unconsolidated Accounts
Sales

Reasons for Revision:
Following the portfolio review outlined above, we consider:
1) the possibility of acquiring Marketing Authorisation of Eligard during the current
period has been reduced and thus we reduce the forecasted milestone from Sales and
reduce its research cost.
2) the likelihood of out-licensing SOU-001 during the current period has been
significantly reduced and therefore the receipt of a forecasted initial payment has now
been removed from the latest forecast.
- end Enquiries
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Sosei Co. Ltd.
Tel: +44 (0)207 529 8400
Shinichi Tamura, CEO or Dr Julian Gilbert, Group Director, Commercial & Strategic
Development
Financial Dynamics
Tel: + 44 (0)207 831 3113
Julia Phillips/Anna Keeble
There will be an open meeting for investors and analysts taking place on
Monday 19 December 2005 at 11:00 a.m. UK time at Financial Dynamics, Holborn
Gate, 26 Southampton Buildings, London WC2A. Please contact Claire Rowell at
Financial Dynamics on +44 (0)20 7269 7285 for details. A live audio webcast of
the presentation will be available on www.sosei.com where a copy of the slides
can also be found.
Notes to Editors:
About Sosei
Sosei Co. Ltd. is a leading international biopharmaceutical company with significant
expertise in product discovery and development. It has established a reduced risk
business model primarily upon identifying new uses for established drugs and
exploiting its unique position within Japanese, European and North American
pharmaceutical markets by acquiring compounds from, and bringing compounds into,
Japan.
In August 2005, Sosei expanded its international presence through the acquisition of
the UK-based private biopharmaceutical company Arakis Limited.
For further information about Sosei, please visit www.sosei.com.
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