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HOKUSAI VTE - Largest Single Phase Ill Trial for the Treatment and Prevention of
Recurrent VTE Started in Europe

26.02.2010 - 11:01 Uhr, Daiichi Sankyo

Nur enberg, Germany, February 26, 2010 (ots/PRNewswire) - Edoxaban, a direct oral factor Xa
inhibitor, is now being investigated in a second | arge-scal e pivotal phase Ill trial,

HOKUSAI (pronounced hoek-sigh) VTE. This phase Ill trial is evaluating the safety and

ef fi cacy of edoxaban in the treatnent and prevention of recurrent thronboenbolic events in
patients with deep-vein thronbosis (DVT) and/or pul nonary enbolism (PE). HOKUSAI VTE[1] is
currently the largest single, randonmi sed, nultinational phase Ill trial for treatment and
prevention of recurrent venous thronboenbolism (VTE), involving approxi mtely 7,500 patients
in 450 clinical sites in 40 countries.

"I'n Europe, VTE affects nore than 750,000 people in six major European countries and
approxi mately 370,000 deaths per year are related to VIE in these countries,[2]" said Henri
Bounaneaux, MD, Professor of Medicine, Director of the D vision of Angiology and Henostasis,
Chai rman of the Departnment of Medicine at the University Hospital of Geneva, Switzerl and,
during a press conference organi zed by DAl CH SANKYO EURCPE.

Anticoagul ants interfere with the coagul ation systemresulting in a decreased tendency for
the formation of blood clots, and are used to treat and prevent thronboenbolic events.

Exi sting anticoagul ants |ike heparins and vitam n K antagonists, although effective, have
several limtations. Heparins are injectable agents and therefore | ess suitable for |ong-

termtreatnent. Vitanmin K antagonists are given orally, but associated w th numerous drug-
drug and drug-food interactions.

"The current chronic standard treatment of VTE, vitam n K antagonists, requires extensive

nmoni toring and conti nuous dose adaptation to avoid excessive bl eedings and to ensure

ef fective anticoagul ation," said Sebastian Schel |l ong, MD, Professor for Internal Medicine,

Head of Medical Division 2, Minicipal Hospital Friedrichstadt, Dresden, Germany. "Based on
the data on edoxaban we have seen so far, it has a predictabl e pharnacokinetic and dynanic
profile that allows for a convenient once-daily dosing that can be kept constant throughout
the treatnent period."

The data are encouragi ng for patients and supports edoxaban's potential to significantly
i nprove the managenent of anticoagul ation, while providing effective protection agai nst
recurrent thronboenbolic events.

"HOKUSAI VTE is intended to show that VTE patients can be treated effectively and safely
with the nost sinple and nost conveni ent dosing regimen anong factor Xa inhibitors," said
Harry R Biller, MD, Professor of Internal Medicine, Chairnman of the Departnent for Vascul ar
Medi ci ne at the Acadenic Medical Center, Amsterdam The Netherlands and | ead investigator
for HOKUSAI VTE.

HOKUSAI VTE is an event-driven, double-blind, double-dumry, parallel-group study, which wll
random se patients to two different treatnent groups. Both groups will receive enoxaparin or
unfractionated heparin for at |least five and up to 12 days, followed by doubl e-blind
warfarin with a target INR of 2-3 or edoxaban 60 ng once-daily. Patients will be treated for
up to 12 nonths in accordance to the standard of care and international guidelines.

The primary efficacy endpoint for HOKUSAI VTE is the recurrence of synptomatic VTE (i.e. the
conposite of DVT, non-fatal PE, and fatal PE). The primary safety assessment of the trial is
the incidence of major and clinically relevant non-nmajor bleeding. The sponsor, DAIICHI
SANKYO, expects the study to conclude in 2012.

The HOKUSAI VTE study is nanmed after the fanous Japanese artist and painter Katsushika
Hokusai (1760-1849) of the forner Edo period; "Edo" is the city currently known as Tokyo,
the location of the DAl CH SANKYO gl obal headquarters.

In addition to the HOKUSAI VTE study, an ongoing, nultinational, randoni sed, double blind,
phase 11l study, ainms to denonstrate the safety and efficacy profile of edoxaban anmpbngst
nore than 16,500 patients with atrial fibrillation (ENGAGE AF-TIM 48) [3].

About DAIl CH SANKYO
DAl Il CH SANKYO is a gl obal pharmaceutical company that focuses on researching and narketing

i nnovative nedi cati ons. The conmpany was created in 2005 through the nmerger of two
traditional Japanese enterprises, Daiichi and Sankyo. Wth net sales of nearly 5.9 billion
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EUR in fiscal year 2008, DAIICH SANKYO is one of the world's 20 |eading pharmaceutica
conpani es. The company's worl d headquarters is in Tokyo, and its European base is located in
Muni ch. DAI'l CHI SANKYO has affiliates in 12 European countries and has been one of the
strongest Japanese pharnaceutical comnpanies |ocated in Europe since it set up European
production facilities and marketing offices in 1990. The conpany's research activities focus
on the areas of cardiovascul ar di seases, haenatol ogy, diabetes, anti-infectives and cancer.
Its aimis to devel op nedications that are "best"” in their class or to create new cl asses of
phar maceuti cal drugs.

For nore infornation, please visit: http://ww.daiichi-sankyo.eu

Forwar d-1 ooki ng statenents

This press rel ease contains forward-|ooking statenents and i nformati on about future

devel opnents in the sector, and the |egal and business conditions of DAIICH SANKYO EUROPE
GrbH. Such forward-1 ooking statements are uncertain and are subject at all tines to the

ri sks of change, particularly to the usual risks faced by a gl obal pharnaceutical conpany,
including the inpact of the prices for products and raw nmaterials, nedication safety,
changes i n exchange rates, governnent regul ati ons, enployee relations, taxes, political
instability and terrorismas well as the results of independent demands and government a
inquiries that affect the affairs of the conpany. Al forward-1|ooking statenents contained
inthis release hold true as of the date of publication. They do not represent any guarantee
of future performance. Actual events and devel opnents could differ materially fromthe
forward-1ooking statements that are explicitly expressed or inplied in these statenents
DAl | CH SANKYO EURCPE GrbH assumes no responsibility for the updating of such forward-

| ooki ng statenents about future devel opnents of the sector, |egal and busi ness conditions
and the company.
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