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Forward looking statements

2

This communication contains certain forward-looking statements, relating to the Company’s business, which can be
identified by the use of forward-looking terminology such as “estimates”, “believes”, “expects”, “may”, “will” “should” “future”,
“potential” or similar expressions or by general discussion of strategy, plans or intentions of the Company. Such forward-
looking statements involve known and unknown risks, uncertainties and other factors, which may cause our actual results of
operations, financial condition, performance, or achievements, or industry results, to be materially different from any future
results, performance or achievements expressed or implied by such forward-looking statements.

Such factors include, among others, the following: uncertainties related to results of our clinical trials, the uncertainty of
regulatory approval and commercial uncertainty, reimbursement and drug price uncertainty, the absence of sales and
marketing experience and limited manufacturing capabilities, attraction and retention of technologically skilled employees,
dependence on licenses, patents and proprietary technology, dependence upon collaborators, future capital needs and the
uncertainty of additional funding, risks of product liability and limitations of insurance, limitations of supplies, competition
from other biopharmaceutical, chemical and pharmaceutical companies, environmental, health and safety matters,
availability of licensing arrangements, currency fluctuations, adverse changes in governmental rules and fiscal policies, civil
unrest, acts of God, acts of war, and other factors referenced in this communication.

Given these uncertainties, prospective investors and partners are cautioned not to place undue reliance on such forward-
looking statements. We disclaim any obligation to update any such forward-looking statements to reflect future events or
developments.

This material is not intended as an offer or solicitation for the purchase or sale of shares of WILEX AG. This material may
not be distributed within countries where it may violate applicable law.
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(Southern Europe)

Product Indication Pre-clinical Phase I Phase II Phase III Market Partner

REDECTANE®

(antibody for 
diagnostic use)

Renal mass 

RENCAREX®

(antibody for 
therapeutic use)

ccRCC*

MESUPRON®

(small molecule 

uPA inhibitor)

Pancreatic 
cancer

Breast 
cancer

WX-554
(small molecule, 

MEK inhibitor)

Cancer

WX-037
(small molecule, 

PI3K inhibitor)

Cancer 

3 antibody  

programmes
Cancer

Balanced portfolio

*clear cell Renal Cell Carcinoma, non-metastatic, ** worldwide
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Welcome to the MESUPRON® presentation
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What is uPA? 

uPA = urokinase-type plasminogen activator 

Well known and well characterised serine protease

General function

Plasminogen activation to plasmin

Plasmin is linked to fibronolysis and extracellular 
matrix degradation

Role in tumour biology

Expression and activity of uPA is key for tumour malignancy

uPA initiated matrix degradation releases growth factors
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High uPA levels are associated with poor overall survival in breast cancer:

First two publications:

Duffy et al. Cancer 1988

Jänicke et al. Lancet 1989

The measurement of uPA in the
primary tumour is recommended
as a prognostic marker

Level of Evidence (LOE I): In 2003
uPA and its physiological inhibitor were the first
novel tumour biological factors to be validated
at this level by the EORTC regarding their
clinical utility in breast cancer. 

ASCO guideline for the treatment of
breast cancer: Since 2007 uPA and its
physiological inhibitor are used for the determination
of prognosis in patients with newly diagnosed, node
negative breast cancer.

Clinical relevance of uPA in oncology

Low uPA

High uPA

Pooled analysis of 18 European laboratories with overall 8,377 patients. 

Primary surgery performed between September 1978 and December 1995. 

Graph: N = 2,997 node positive breast cancer patients; survival rates 

stratified to uPA and PAI-1 levels (PAI-1 is one of two physiological 

inhibitors of uPA). Source: Look et al., 2002
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Elevated levels of uPA expression
identified in other human tumours
are associated with poor prognosis

Recent reviews

Ulisse et al. Current Cancer Drug Targets, 
2009 (all tumour types)

Schmitt et al. Breast Care, 2008 (breast 
cancer only, summary of 56,000  patients)

uPA is a prognostic marker in a variety of tumours

Tumour Reference 

Ovarian Konecny 2001 

Endometrial Steiner 2008 

Cervical Kobayashi 1994 

Kidney Ohba 2005 

Bladder Seddigzadeh 2002

Prostate Kumano 2009

Head & Neck Hundsdorfer 2004

Oesophageal Torzewski 1997

Gastric Beyer 2006

Colorectal Zlobec 2008

Liver Zheng 2000

Pancreatic Harvey 2003

Thyroid Kim 2002

Gliomas Salajegheh 2005

Lung Volm 1999

Leukaemia Scherrer 1999
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WILEX’s uPA program & MESUPRON® at a glance

Anti metastatic, non-cytotoxic agentProperties

Urokinase Plasminogen Activator (uPA)Target

Various solid cancersIndication

Small molecule serine protease inhibitor

WX-UK1: i.v. administration

MESUPRON® (WX-671): orally available pro-drug of WX-UK1 – lead product

Product class

ü8 Phase I trials completed

üRandomised phase II program ongoing
Development 

status

üPatient selective approach to be used in combination therapy

üLong-term, oral treatment
Treatment 

modalities
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MESUPRON®: pancreatic cancer Phase II

Phase II trial of 95 pancreatic cancer patients

30 centres in 6 European countries, Patient recruitment completed in June 2008

Treatment schedule 

MESUPRON®: daily oral intake of capsules after breakfast 

Gemcitabine: 1000 mg/m2 as 30 min i.v. infusion once weekly for 7 out of 8 weeks, 
then 3 out of 4 weeks. 

Continuous treatment until disease progression

Response assessment with baseline CT and further staging every 8 weeks 

Inclusion criteria:  

• Adenocarcinoma of the 

pancreas

•Locally advanced

• No metastasis

• Non-resectable
Gemcitabine

Endpoints:

• Response rate

• Progression free survival

• Time to first metastasis

• Overall survival

MESUPRON® (200 mg)

& Gemcitabine

MESUPRON® (400 mg)

& Gemcitabine
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Demographics: all randomised patients

200 mg MESUPRON® arm disadvantaged 

with regard to gender, age and ECOG status

200 mg 400 mg

Gender, number of pts

Male 46 (48.4%) 14 (14.7%) 20 (21.1%) 12 (12.6%)

Female 49 (51.6%) 17 (17.9%) 11 (11.6%) 21 (22.1%)

Age, years

Median 62 59 67 62

ECOG (%)

0 17.9 16.1 12.9 24.2

1 82.1 83.9 87.1 75.8

Tumour localisation %

Head 87.4 80.6 90.3 90.9

Body 14.7 16.1 12.9 15.2

Tail 0.0 0.0 0.0 0.0

Periampullary 1.1 3.2 0.0 0.0

All arms Gemcitabine

MESUPRON
Ñ

 plus Gemcitabine
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Gemcitabine exposure comparable in all arms

Outcome does not result from differing Gemcitabine exposure

200 mg 400 mg

Number of patients 93 30 30 33

Mean duration on study (wks) 23.7 26.4 19.0 25.6

Mean cumulative dose (mg/m2) 1 16623 18180 13820 17755

Mean dose intensity (mg/m2/wk) 2 732.2 714.5 750.1 732.1

2 Dose intensity: cumulative dose of gemcitabine / duration of therapy (in weeks) 

1
 Cumulative dose: sum of the total dose levels that the patient received during the study (total dose administered (mg) / BSA (m

2
) 

All arms Gemcitabine

MESUPRON
Ñ

 plus Gemcitabine
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AE safety data: MESUPRON® safe and well tolerated

Total AE
M ESUPRON 

related
Total AE

M ESUPRON 

related

Abdominal Pain 46 13 13 8 20 9

Fever 38 8 17 5 13 2

Leuco- Neutropenia 36 9 14 6 13 5

Anaemia 28 9 8 3 11 0

Nausea 25 6 8 4 11 5

Oedema 24 4 5 0 15 3

Asthenia 23 5 11 7 7 1

Weight decrease 22 10 4 0 8 0

Vomiting 20 5 8 0 7 1

LFTs elevated 15 2 5 2 8 0

Fatigue 15 4 3 3 8 1

Diarrhoea 12 4 4 2 4 2

Patients 95 31 31 13 33 17

Adverse Events 
(occurred in n patients)

All arms Gemcitabine

MESUPRON
Ñ

200 mg 400 mg

 plus Gemcitabine
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Tumour response data - waterfall plots  

Gemcitabine

400 mg MESUPRON®
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Gemcitabine Gemcitabine

200 mg MESUPRON®

progressive disease

stable disease 

partial remission 
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MESUPRON® increases objective response rate

200 mg 400 mg

Number of patients 85 26 28 31

Overall response rate % (PR+CR)* 8.2% 3.8% 7.1% 12.9%

Response as per waterfall plot 24.7% 15.4% 21.4% 35.5%

* confirmed as per RECIST

All CTs were assessed by one central independent reader

FAS - full analysis set includes all patients with at least baseline and one follow up CT

All arms Gemcitabine

MESUPRON
Ñ

 plus Gemcitabine
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Progression free survival (PFS)

Median PFS does not differentiate between the treatment groups 

MESUPRON® improves PFS rate at 12 months by 66% 

200 mg 400 mg

Number of patients 85 26 28 31

Number of events (PD/death) 71 21 24 26

Median PFS (weeks) 30.3 35.3 24.0 35.7

PFS rate at 12 months (%) 22.6 16.2 22.5 26.9

All arms Gemcitabine

MESUPRON
Ñ

 plus Gemcitabine
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Final overall survival data (OS)

1 year
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Effect of MESUPRON® on overall survival 

of ITT population

MESUPRON® improves median OS by 26% 

MESUPRON® improves OS rate at 12 months by 49% 

200 mg 400 mg

Number of patients 95 31 31 33

Number of events (death) 75 23 25 27

Median OS (months) 10.6 9.9 9.7 12.5

OS rate at 12 months (%) 42.1 33.9 40.7 50.6

All arms Gemcitabine

MESUPRON
Ñ

 plus Gemcitabine
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Proof of concept study summary 

Safety:
Repeated daily dosing showed good safety and tolerance of the combination of 

Gemcitabine and MESUPRON® enabling long term treatment

Unexpectedly long treatment durations (> 28 cycles = ~ 2 year of treatment with ~ 1,500 

capsules MESUPRON®)

Efficacy:
Response rate in combination treatment arms increased compared to Gemcitabine

alone

Survival: 
1-year PFS rate showed dose dependent increase by 66% (high dose group)

Median overall survival increased by 26% (high dose group)

1-year survival rate showed dose dependent increase (49% in high dose group)

Conclusion: 

This proof of concept study suggests an important role for MESUPRON®

in the future treatment of solid tumours



MESUPRON®

A unique targeted approach for the treatment of cancer

Thank you!
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Contact
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WILEX AG

Grillparzerstr. 10

81675 Munich, Germany

Tel.: +49 (0)89-41 31 38-0

Fax: +49 (0)89-41 31 38-99

Website: www.wilex.com

Investor & Public Relations 

Katja Arnold (CIRO)

Email: investors@wilex.com

Tel.: +49 (0)89-41 31 38-126

ISIN: DE0006614720 

Symbol: WL6 

Reuters: WL6G.DE 

Bloomberg: WL6G.GR


