
Priority: 
Cetrorelix 
The decision in 2007 to 
invest heavily in our lead 
compounds resulted most 
significantly in the launch 
of the Phase 3 clinical 
program for our flagship 
product candidate and 
lead value driver, cetrorelix. 
Targeting benign prostatic 
hyperplasia, cetrorelix is 
our number one priority  
in the short term as it has 
the potential to provide 
patients with a novel, more 
convenient treatment with 
less sexual side-effects  
as seen with current drugs 
on the market. With patient 
recruitment ongoing, we are 
working hard to complete 
enrollment in two efficacy 
and one safety trials, 
involving approximately 
1,500 patients, by mid-2008 
in both North America and 
Europe. We are on track  
to disclose our Phase 3 
results in the second half 
of 2009, as stated last fall.  

Cetrorelix represents a  
huge market opportunity 
as BPH affects more than 
a third of men over 50.  
The market is currently 
$1.4 billion in the U.S. 
alone and is expected  
to increase significantly 
over the next few decades 
with the aging baby-
boomer population.

Accordingly, for the benefit of 
patients, our shareholders, and 
our employees, 2008 will be a 
year of perseverance and staying 
the course – a year when I am 
hopeful the external markets will 
finally begin to ascribe a value  
to our projects that truly reflects 
their intrinsic worth. 

The foundation of our Company 
has always been the outstandingly 
skilled and dedicated people who 
have made Æterna Zentaris their 
home. I wish to thank them here 
for their contributions to our 
progress and immense potential.  

We are daily mindful too of our 
reliance upon the shareholders of 
Æterna Zentaris, without whose 
trust none of our dreams could 
become reality. The timelines in 
biopharmaceutical research and 
development are long, the stakes 
high, the risks familiar. Our 
anticipated outcomes however, 
hold promise of generous and 
far-reaching reward. Thank you 
for your continued confidence.  
I ask you to remain patient as we 
weather the storm provided by 
the extremely turbulent and 
unpredictable recent markets.  
My promises to you as we 
embark on a new year are that 
we will deliver on our milestones, 
we will continue our excellence  
in science and we will continue  
to focus our efforts on getting to 
the finish line first with cetrorelix 
in BPH. I look forward to reporting 
on our progress in the  
year ahead.

David J. Mazzo, Ph.D. 
President and CEO

Moving Forward 
Clearly, our drug development 
programs made important 
progress in the last year as we 
launched no less than four 
clinical trials and disclosed 
positive Phase 1 and Phase 2 
results for four compounds.  
In 2008, we will further advance 
our products through the pipeline 
and we expect to have three 
products – cetrorelix, ozarelix and 
perifosine – in Phase 3 trials.  

On the financial side, we are 
mindful that the decline of our 
stock price in 2007 was obviously 
disappointing. Additionally, the 
structural changes that occurred 
at Æterna Zentaris in the early part 
of this year with the divestiture  
of Atrium Innovations and the 
resulting new business model for 
our Company, along with the 
arrival of a new management team, 
contributed to the uncertainty 
surrounding the Company and 
formed a basis for the explanation 
for this decline. Perhaps the most 
telling factor however, was that 
life sciences companies in 
general experienced a difficult 
year. Exacerbating the situation, 
investors markedly withdrew 
from small cap companies in  
the biopharmaceutical sector.  
As a result and at this point, I feel 
our Company is significantly 
undervalued and that our 2007 
performance on the Exchanges 
did not reflect the successes  
we attained, nor our potential.  
We have on our side what  
all indications show to be 
unimpeachable science, and 
therefore a high probability of 
achieving optimal outcomes. 

Moving Other 
Drugs through  
the Pipeline 
We also have several additional 
promising compounds moving 
through the pipeline to later-stage 
development and eventual 
registration. Each of them carries 
the potential to contribute 
substantially to the success of 
our Company. For example, 
AEZS-108, targeting ovarian and 
endometrial cancers, advanced 
into Phase 2 clinical trials in 
Europe. This innovative compound 
is our highest earlier-stage 
priority; we consider its market 
opportunity comparable to one  
of the premier chemotherapy 
agents, doxorubicin. Furthermore, 
we initiated a Phase 1 trial with 
AEZS-112, a treatment for solid 
tumors and lymphoma, delivering 
on our promise of taking at least 
one pre-clinical compound into 
the clinical stage every year. 

In addition to our own “in-house” 
development programs mentioned 
above, other compounds are 
being developed through 
established alliances with other 
biopharmaceutical companies. 
These form part of our strategy to 
minimize risk as well as have the 
potential to generate revenue 
through upfront and future 
milestone payments. 

Ozarelix, partnered with 
Spectrum Pharmaceuticals, is 
currently in Phase 2b trials 
targeting BPH and prostate 
cancer. Perifosine and AEZS-127, 
compounds to treat multiple 
cancers, are partnered with Keryx 
Biopharmaceuticals and are  
in Phase 2 and the pre-clinical 
stage, respectively. AEZS-130, 
targeting growth hormone 
deficiency disorders, is in Phase 1 
and partnered with Ardana.

 

 

 

AEZS-115
(endometriosis & urology)

AEZS-120
(oncology vaccine)

Erk/PI3K  
Inhibitors
(oncology)

Ghrelin  
receptor 
ligands
(endocrinology)

AEZS-127
(oncology)

AEZS-127:
Keryx

Preclinical

Discovery Unit: 
120,000 compound library

Partners:

Æterna Zentaris’ 
pipeline encompasses 

compounds at all 
stages of  

development, from 
drug discovery 

through marketed 
products 

The two highest priority clinical  
programs are our lead value driver, 

cetrorelix, for benign prostatic  
hyperplasia and our lead oncology  
program, AEZS-108, for endometrial  

and ovarian cancer. 



 

 

AEZS-112
(oncology)

AEZS-108
(endometrial and  
ovarian cancer)

Initiated in the second half  
of 2007 with a study period of  
approximately 24 months

Cetrorelix
(benign prostatic  
hyperplasia)

Initiated in the first half  
of 2007 with results expected  
in the second half of 2009

Cetrotide®

(in vitro fertilization) 

IMPAVIDO®

(leishmaniasis, better known  
as black fever) 

AEZS-130
(endocrinology)

Cetrorelix
(endometriosis) 
(BPH in Japan)

Ozarelix
(BPH, prostate cancer)

Perifosine
(multiple cancers)

AEZS-130:
Ardana

Ozarelix
Spectrum in North America and 
India, Nippon Kayaku in Japan

CETROrelix
Shionogi in Japan

Cetrotide®

Merck Serono,  
World ex-Japan  
Shionogi & Nippon Kayaku  
in Japan

Perifosine
Keryx in North America

Status as of December 31, 2007

Phase 1 Phase 2 Phase 3 Commercial
 

 

 

LEAD  
ENDOCRINOLOGY 

PROGRAM
Lead Value Driver

CETRORELIX
An innovative treatment  

in Phase 3 clinical trials for  
benign prostatic hyperplasia  

BPH is a benign enlargement  

of the prostate which is very 

common in men over 50.  

Symptoms include:

> Frequent need to urinate

> Urgency during the night

> Difficulty urinating

> Painful urination

> Residual urine in the bladder

> Engorged kidneys

BPH  

A large market opportunity1 

> �Affects one out of three  
men over the age of 50/one  
out of two over 60

> �Affects 20 million men  
in the U.S. alone

> �Represents a $1.4 billion  
market in the U.S. alone

Phase 3 Program 

> �1,500 patients in North America 
and Europe

> �Results expected in the  
second half of 2009

1 �(Sources: BPH, Urologic Diseases  
in America, 2004; NIH publication 
04–5512:43–67)

CETRORELIX is leading  

a novel class of compounds (LHRH 

antagonists) being developed for 

the treatment of BPH. Compared 

with existing treatments, cetrorelix 

has shown in clinical trials to date 

to be unique because it reduces 

the symptoms of BPH without 

causing sexual side effects such  

as loss of libido and erectile 

dysfunction. We believe cetrorelix 

also has the potential to offer 

patients better convenience and 

compliance compared to existing 

therapies. Cetrorelix is being 

developed for twice-yearly 

intramuscular injection regimens 

while current treatments require 

daily, oral dosing regimens.




