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Boehringer Ingelheim Initiates First Phase Il Clinical Trial in Ovarian Cancer

17.12.2009 - 13:34 Uhr, Boehringer Ingelheim GmbH

I ngel heim Gernany (ots/PRNewswi re) - Boehringer |ngel heimannounced today the initiation of

a new phase Il clinical trial to evaluate one of its two | ate-stage oncol ogy pipeline
conpounds for the treatnent of patients with advanced ovarian cancer. The clinical study,
called LUME-Ovar-1 trial, investigates the conpound BI BF 1120, a novel oral anti-angiogenic

agent[ 1], for its efficacy and safety as first-line treatnment in conbination with standard
chenot herapy conpared to placebo in conbination with standard chenotherapy in patients with
advanced ovarian cancer.

The LUME-Ovar 1 trial / AGO OVAR 12

AGO OVAR 12 or LUME-Ovar 1 is an intergroup study conducted by an international consortium
of study groups |ed by the AG Study G oup (Arbeitsgenei nschaft Gynaekol ogi sche Onkol ogi e
Study G oup, Germany), and Boehringer Ingel heim BIBF 1120 (pl anned brand nane Vargatef(TM)
is a novel oral compound that works by sinmultaneously inhibiting three receptors involved in
the formation of blood vessels, a process al so called angi ogenesis, which is needed for
tunmours to grow and spread.

"Anti -angi ogeni ¢ conpounds are one of the npbst pronising new approaches in treating cancer,
and ovari an cancer appears to be particularly sensitive to these novel agents, as suggested
by early clinical trials." said Andreas du Bois, MD, PhD, of AGO Study group and
International Coordinating Investigator of this trial. "BIBF 1120 inhibits several aspects
of the pathway that controls the growh of new blood vessels, and it has al ready been shown
to be both effective and well tolerated in previous trials, including a recently conpl et ed
phase Il trial of BIBF 1120 in ovarian cancer."”

The AGO Study group has already performed a phase I/11 study and devel oped the conbi nation
now eval uated. "Based on our good experience with this conbination," said Dr. Philipp Harter
MD , of AGO study group and principal investigator of the starting trial, "we | ook forward
to continue investigating this novel conpound in ovarian cancer patients in the first line
setting."

The decision to progress BIBF 1120 into a phase IIll trial in ovarian cancer was based on
previ ous study results which indicate that the agent may be both efficacious and well

tol erated as mmintenance therapy in patients with rel apsed ovari an cancer who had responded
to prior chenotherapy. Data presented this year at the annual neeting of the American

Soci ety of Cinical Oncology (ASCO showed that in the trial wonen with ovarian cancer
treated with BIBF 1120 were less likely to experience progression of their disease conpared
to those treated with placebo: at 36 weeks, 14.3% of wonen taking BlIBF 1120 were progression-
free conpared to 5% of wonen taking placebo.[2] This phase Il trial represents the first

publ i shed randoni sed, placebo controlled data of an anti-angi ogenic agent in ovarian cancer.

As angi ogenesis plays a pivotal role in the growth of all solid tumours, BIBF 1120 is
currently being investigated in a nunmber of cancers including advanced non-snall cell |ung
cancer (NSCLC), colorectal cancer (CRC), renal cell cancer (RCC) und hepatic cell cancer
(HCO) .

BI BF 1120 i s one of Boehringer |ngel heims nost advanced conpounds al ong with BI BW 2992

(pl anned trade nane Tovok(TM ), both of which are currently in phase |11 devel opnent for the
treatment of patients with advanced non-small cell lung cancer, a patient population with
limted treatnent choices.

LUX-Lung 1 Trial: Devel opment progress with Bl BW 2992

In the clinical devel opnent of the conpound BI BW 2992, a nilestone has been reached

recently. The conpany conpleted patient recruitment for a Phase IIl Lung cancer trial, the
LUX-Lung 1 trial. LUX-Lung 1 investigates BI BW2992 (pl anned brand nane Tovok(TM ) plus best
supportive care (BSC) versus placebo plus BSC in non-snmall cell |ung cancer patients who

have experienced a failure of treatnent with erlotinib or gefitinib (EGFR TKI fail ures).

Boehringer 1ngel heimbelieves in evidence-based, scientific progress; its extensive oncol ogy
clinical trial progranme involves nore than 800 study centers in 47 countries. Boehringer

I ngel hei m has a dedi cated cancer research center in Vienna where scientists are focused on
the di scovery and devel opnent of new treatnments to conbat or alleviate cancer.

About Ovari an Cancer
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Ovarian cancer often goes undetected until an advanced stage, and is sonetines referred to
as the "silent killer". According to the 2008 Wrld Health Organi zati on Wrld Cancer Report,
as of 2002, ovarian cancer was ranked as the 6th npbst conmon cancer in wonen, and is

consi dered the nost | ethal of gynaecol ogi cal nalignancies. Approxi mately 204,000 new cases
wer e di agnosed worl dwi de and 125, 000 wonen died fromthe disease in 2002.[3] The ACS
estimates that about 21,550 new cases of ovarian cancer were diagnosed in the United States
(U.S.) during 2008. Only forty-five percent of wonen with ovarian cancer are still alive
five years after diagnosis in the U S [4]

About AGO

The AGO Study group is a German cooperative study group active in clinical research in
gynecol ogi cal oncol ogy for al nost 20 years with great experience in devel opi ng and

optim zing therapeutic standards in first and second |ine treatnent of ovarian cancer
Together with other European and overseas cooperative study groups, AGO has devel oped the
current standard regi mens

About Boehringer |ngel heimin Oncol ogy

Buil ding on scientific expertise and excellence in the fields of pul nonary and

cardi ovascul ar nedi ci ne, netabolic disease, neurology, virology and i nmunol ogy, Boehri nger

I ngel hei m has enbarked on a maj or research programe to devel op i nnovative cancer drugs
Working in close collaboration with the international scientific conmmunity and a nunber of
the world's | eading cancer centers, Boehringer Ingelheimis committed to discovering and
devel opi ng novel cancer treatments. This commitment is underpi nned by using advances in
science to develop a range of targeted therapies in areas of nmedical need, including various
solid tumours and haemnmt ol ogi cal cancers.

The current focus of research includes conpounds in three areas: angiogenesis inhibition,
signal transduction inhibition and cell-cycle kinase inhibition. BIBW2992 is currently in

Phase 11 clinical devel opment in NSCLC, and was granted Fast Track designation for a
third/fourth line treatment indication in NSCLC by the US Food & Drug Admi nistration. In
addition, the LUME-Lung Phase IIIl clinical trial program which is investigating BIBF 1120

in conmbination with standard second-line chenotherapy treatments for patients with advanced
NSCLC, is ongoing. In the area of cell-cycle kinase inhibition, Boehringer Ingelheimis
devel oping inhibitors of polo-like kinase 1 (Plkl), a protein that is involved in the
processes of cell division. These nolecules are in the early stages of clinical devel opnent.

Boehri nger | ngel heim

The Boehringer Ingel heimgroup is one of the world's 20 | eadi ng pharmaceuti cal comnpanies.
Headquartered in Ingel heim Germany, it operates globally with 138 affiliates in 47
countries and 41,300 enpl oyees. Since it was founded in 1885, the independent, fanily-owned
conpany has been committed to researchi ng, devel opi ng, manufacturing and narketing nove
products of high therapeutic value for human and veterinary medicine.

I n 2008, Boehringer |ngel heimposted net sales of 11.6 billion euro while spending one fifth
of net sales in its largest business segnent Prescription Medicines on research and
devel opnent .

For nore information please visit http://ww.boehringer-ingel heimcom

[1] An anti-angi ogenic agent inhibits angi ogenesis, the process of formation of vessels
toward the tunmour. The vessel supplies the tunmour with oxygen and nutrients to enable its
further growth, a pre-requisite for the tumour to spread.

[2] Ledermann J, et al. J din Oncol 2009; 27 (Suppl 15): Abstract 5501

[3] P Boyle and B Levin (eds). "Wrld Cancer Report 2008.", World Health Organization
I nternational Agency for Research on Cancer. Lyon: 2008

[4] American Cancer Society. "Ovarian Cancer Detailed Guide." Atlanta: 2008. Available at:
http://docunments. cancer.org/114. 00/ 114. 00. pdf Accessed on 5 May 2009.
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