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Highlights 
 

Drug Development 

 

 January 25, 2010: Updated results of a Phase 2 study related to the use of perifosine in the treatment 

of advanced metastatic colon cancer showing a statistically significant benefit in survival. 

 

 January 29, 2010: Publication in the February 2010 issue of the Journal of Clinical Cancer Research 

of positive Phase 2 results for perifosine as a single agent for the treatment of advanced 

Waldenstrom‟s macroglobulinemia. 

 

 February 3, 2010: Special Protocol Assessment (“SPA”) granted by the United States Food and Drug 

Administration (“FDA”) for the Phase 3 trial of perifosine in combination with capecitabine 

(Xeloda
®
) in refractory advanced colorectal cancer. The trial is to be conducted and sponsored by our 

partner, Keryx Biopharmaceuticals, Inc. (“Keryx”). 

 

 March 1, 2010: Disclosure that the Committee for Orphan Medicinal Products of the European 

Medicines Agency (“EMA”) had issued a positive opinion for orphan medicinal product designation 

for perifosine for the treatment of multiple myeloma. 

 

Subsequent to Quarter-End 

 

 April 5, 2010: Perifosine receives FDA Fast Track Designation for the Phase 3 X-PECT (Xeloda
®
 + 

Perifosine Evaluation in Colorectal cancer Treatment) registration trial. 

 

 April 8, 2010: Initiation of a Phase 3 registration trial with perifosine in refractory advanced 

colorectal cancer by Keryx. 

 

 April 15, 2010: Positive Scientific Advice from the European Medicines Agency for the Phase 3 

program with perifosine in multiple myeloma. 

 

 April 20, 2010: Presentations of preclinical data on Erk inhibitor, AEZS-131, and Erk/PI3K dual 

inhibitor, AEZS-132, as well as preclinical data from a study sponsored by the National Institutes of 

Health with perifosine in oncology at the American Association for Cancer Research Annual Meeting 

in Washington, D.C. 

 

 April 20, 2010: Completion of a US$15.0 million registered direct offering with certain institutional 

investors. 

 

 April 23, 2010: Regained compliance with Nasdaq‟s minimum bid price listing requirement. 
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 May 6, 2010: Received orphan-drug designation from the FDA for AEZS-108, our doxorubicin 

targeted conjugate compound, for the treatment of ovarian cancer. 

 

 May 12, 2010: Received approval from the FDA for our Investigational New Drug (“IND”) 

application for AEZS-108, in luteinizing hormone-releasing hormone (“LHRH”) receptor positive 

urothelial (bladder) cancer. 

 

 

Introduction 
 

The following Management‟s Discussion and Analysis (“MD&A”) provides a review of the results of 

operations, financial condition and cash flows of Æterna Zentaris Inc. for the three-month period ended 

March 31, 2010. In this MD&A, the “Company”, “we”, “us”, and “our” mean Æterna Zentaris Inc. and its 

subsidiaries. This discussion should be read in conjunction with the information contained in the 

Company‟s interim consolidated financial statements and related notes for the three-month periods ended 

March 31, 2010 and 2009. Our consolidated financial statements, reported in United States dollars (“US 

dollars”), except where otherwise noted, have been prepared in accordance with Canadian Generally 

Accepted Accounting Principles (“Canadian GAAP”) for financial information, which differ in certain 

respects from United States Generally Accepted Accounting Principles (“US GAAP”). 

 

About Forward-Looking Statements  

 

This document contains forward-looking statements, which reflect our current expectations regarding 

future events. Forward-looking statements may include words such as anticipate, believe, could, expect, 

goal, guidance, intend, may, objective, outlook, plan, seek, should, strive, target and will.  

 

Forward-looking statements involve risks and uncertainties, many of which are discussed in this MD&A. 

Results or performance may differ significantly from expectations. For example, the results of current 

clinical trials cannot be foreseen, nor can changes in policy or actions taken by such regulatory authorities 

as the FDA, the Therapeutic Products Directorate of Health Canada or any other organization responsible 

for enforcing regulations in the pharmaceutical industry.  

 

Given these uncertainties and risk factors, readers are cautioned not to place undue reliance on any 

forward-looking statements. We disclaim any obligation to update any such factors or to publicly 

announce any revisions to any of the forward-looking statements contained herein to reflect future results, 

events or developments, unless required to do so by a governmental authority or by applicable law.  

 

About Material Information 

 

This MD&A includes the information we believe to be material to investors after considering all 

circumstances, including potential market sensitivity. We consider information and disclosures to be 

material if they result in, or would reasonably be expected to result in, a significant change in the market 

price or value of our shares, or where it is likely that a reasonable investor would consider the information 

and disclosures to be important in making an investment decision. 
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The Company is a reporting issuer under the securities legislation of all of the provinces of Canada, and 

its securities are registered with the United States Securities and Exchange Commission. The Company is 

therefore required to file or furnish continuous disclosure documents such as interim and annual financial 

statements, an MD&A, a Proxy Circular, an Annual Report on Form 20-F, material change reports and 

press releases with the appropriate securities regulatory authorities. Copies of these documents may be 

obtained free of charge on request from the office of the Secretary of the Company or on the Internet at 

the following addresses: www.aezsinc.com, www.sedar.com and www.sec.gov. 

 

 

Company Overview 
 

Æterna Zentaris Inc. (TSX: AEZ, Nasdaq: AEZS) is a late-stage drug development company specialized 

in oncology and endocrine therapy.  

 

Our pipeline encompasses compounds at all stages of development, from drug discovery through 

marketed products. The highest priorities in oncology are our Phase 3 program with perifosine in multiple 

myeloma and colorectal cancer, combined with our Phase 2 program in multiple cancers, as well as our 

Phase 2 program with AEZS-108 in advanced endometrial and advanced ovarian cancer combined with 

potential developments in other cancer indications. In endocrinology, AEZS-130 (Solorel
TM

), which is 

being studied as a growth hormone stimulation test for the diagnosis of growth hormone deficiency 

(“GHD”) in adults, is our lead Phase 3 program. 

 

http://www.aezsinc.com/
http://www.sedar.com/
http://www.sec.gov/edgar.shtml
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Key Developments for the Three Months Ended March 31, 2010 
 

Drug Development 
 

Status of our drug pipeline as at May 12, 2010 

Discovery Preclinical Phase 1 Phase 2 Phase 3 Commercial 

120,000 

compound 

library 

AEZS-120  

Prostate cancer 

vaccine 

(oncology) 

AEZS-129, 131 and 

132 

Erk & PI3K 

Inhibitors (oncology) 

AEZS-127  

ErPC (oncology) 

AEZS-123  

Ghrelin receptor 

antagonist 

(endocrinology) 

AEZS-115  

Non-peptide LHRH 

antagonists  

(endometriosis & 

urology) 

AEZS-112 

(oncology) 

AEZS-130 

Therapeutic in 

tumour induced 

cachexia and 

other  

(endocrinology) 

 

Perifosine 

 Multiple cancers 

AEZS-108 

 Ovarian cancer 

 Endometrial 

cancer 

Perifosine 

 Multiple 

myeloma 

 Colorectal 

cancer 

AEZS-130 

(Solorel
TM

) 

 Diagnostic in 

adult GHD 

(endocrinology) 

 

Cetrotide
®
 

(in vitro 

fertilization) 

 

 

Partners 

   Perifosine:  

Keryx 

North America  

Handok 

Korea (oncology) 

 

Perifosine:  

Keryx 

North America  

Handok 

Korea (oncology) 

Cetrotide
®
: 

Merck Serono 
(World ex-

Japan) 

Nippon 

Kayaku  / 

Shionogi 

Japan 

 

 

ONCOLOGY 

 

Perifosine 

 

Perifosine is the first orally active Akt inhibitor in a Phase 3 trial for multiple myeloma and colorectal 

cancer, as well as in multiple Phase 2 trials for other types of cancer. The compound modulates several 

key signal transduction pathways, including Akt, MAPK, and JNK, which have been shown to be critical 

for the survival of cancer cells. Perifosine has demonstrated single agent antitumor activity in Phase 1 and 

Phase 2 studies and is currently being studied as a single agent and in combination with several forms of 

anti-cancer treatments for various forms of cancer. 
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On January 25, 2010, we announced that Keryx, our partner and licensee in North America, had reported 

a statistically significant benefit in survival from updated results of a Phase 2 study of perifosine in the 

treatment of advanced metastatic colorectal cancer. Results showed improvement in both time to tumor 

progression and overall survival in the perifosine + capecitabine arm, versus the placebo + capecitabine 

arm. Of notable interest, and for the first time presented, were data showing a statistically significant 

benefit in median overall survival (15.3 months vs. 6.8 months – p=0.0088) and time to progression (18 

weeks vs. 10 weeks – p=0.0004) for the subset of patients who were refractory to a 5-FU (Fluorouracil) 

chemotherapy-based treatment regimen. 

 

On January 29, 2010, we announced the publication in the February 2010 issue of the Journal of Clinical 

Cancer Research of positive Phase 2 results for perifosine as a single agent for the treatment of advanced 

Waldenstrom‟s macroglobulinemia. Data demonstrated a 35% overall response rate with a median 

progression-free survival of 12.6 months in patients with relapsed or relapsed/refractory Waldenstrom‟s 

macroglobulinemia. 

 

On February 3, 2010, we announced that Keryx had reached another SPA with the FDA for the Phase 3 

trial of perifosine in refractory advanced colorectal cancer, in addition to the earlier SPA agreement for 

the Phase 3 trial in multiple myeloma. 

 

March 1, 2010: Disclosure that the Committee for Orphan Medicinal Products of the European Medicines 

Agency had issued a positive opinion for orphan medicinal product designation for perifosine for the 

treatment of multiple myeloma. 

 

AEZS-108 

 

AEZS-108 represents a new targeting concept in oncology using a cytotoxic peptide conjugate, which is a 

hybrid molecule composed of a synthetic peptide carrier and a well-known cytotoxic agent, doxorubicin. 

The design of this product allows for the specific binding and selective uptake of the cytotoxic conjugate 

by LHRH-receptor-positive tumors. Phase 2 studies with AEZS-108, involving up to 82 patients with 

advanced endometrial cancer and advanced ovarian cancer, are being conducted and final results are 

expected in 2010. 

 

 

ENDOCRINOLOGY 

 

AEZS-130 

 

AEZS-130, a growth hormone secretagogue, is a novel synthetic small molecule, acting as a ghrelin 

mimetic, that is orally active and stimulates the secretion of growth hormone. 

 

A Phase 3 clinical trial of AEZS-130 (Solorel
TM

, proposed trademark for diagnostic use), to establish it as 

a diagnostic test for GHD in adults, was initiated in the United States by our former licensee, Ardana 

Bioscience Ltd. (“Ardana”); however, the trial was suspended before completion because of Ardana‟s 

insolvency. 

 

We have already assumed the sponsorship of the Investigational New Drug application and are discussing 

with the FDA the best way to complete the ongoing Phase 3 clinical trial, and subsequently file a New 

Drug Application (“NDA”) for approval of AEZS-130 (Solorel
TM

) as a diagnostic test for GHD in adults.  
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The pivotal Phase 3 trial (listed in www.clinicaltrials.gov study # NCT00448747) is designed to 

investigate the safety and efficacy of the oral administration of AEZS-130 (Solorel
TM

) as a growth 

hormone stimulation diagnostic test compared to growth hormone-releasing hormone (“GHRH”) + 

L-arginine, administered intravenously. Currently available results from this study, previously reported by 

G. Merriam et al. (Poster P2-749, ENDO „09, June 2009), demonstrated no safety issues and better 

discrimination between adult GHD patients and normal controls with AEZS-130 (Solorel
TM

) oral solution, 

compared to the GHRH-Arginine intravenous administration test used in the study. 

 

We are in discussions with the FDA in order to expedite the completion of the Phase 3 program as a 

diagnostic test for adult GHD.  

 

Ozarelix 

 

Ozarelix is a LHRH agonist. Mechanistically, LHRH antagonists exert rapid inhibition of luteinizing 

hormone and follicle stimulating hormone with an accompanying rapid decrease in sex hormones and 

would therefore be expected to be effective in a variety of hormonally dependent disease states including 

ovarian cancer, prostate cancer, benign prostatic hyperplasia (“BPH”), infertility, uterine myoma and 

endometriosis. 

 

On January 27, 2010, our partner, Spectrum, announced the decision to discontinue the development of 

ozarelix in BPH. Spectrum reported that the mixed results of an earlier Phase 2b study and the recently 

announced failure of a large Phase 3 registrational trial of cetrorelix (another LHRH antagonist) in this 

indication do not support continued development in BPH. 

 

Corporate Development 
 

Subsequent to Quarter-End 

 

On April 20, 2010, we completed a registered direct offering of 11,111,111 units, with each unit 

consisting of one common share and a warrant to purchase 0.40 of a common share, at a price of $1.35 

per unit. The related warrants represent the right to acquire an aggregate of 4,444,444 common shares at 

an exercise price of $1.50 per share, are exercisable six months following the date of issuance and will 

expire on the fifth-year anniversary of the date on which the warrants become exercisable. Total proceeds 

raised in this offering amounted to $15.0 million, less estimated cash transaction costs of approximately 

$1.3 million. The purchasers in the offering were comprised of institutional investors, and the securities 

described above were offered by us pursuant to a shelf prospectus dated March 12, 2010 and a prospectus 

supplement dated April 15, 2010. 

 

On April 27, 2010, we announced that we had regained compliance with Nasdaq‟s Marketplace Rule 

5450(a)(i) (minimum $1.00 bid price rule) as of Friday, April 23, 2010. 

 

 

http://www.clinicaltrials.gov/
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Financial and Other Instruments 
 

Foreign Currency Risk 

 

Since we operate internationally, we are exposed to currency risks as a result of potential exchange rate 

fluctuations. For the three months ended March 31, 2010, we were not party to any forward-exchange 

contracts, and no forward-exchange contracts were outstanding as at May 12, 2010. 

 

Since January 1, 2009, all foreign currency exposure risk on intra-group transactions has been eliminated, 

since the Company and all of its subsidiaries now use the euro as their functional currency. 

 

Credit Risk 

 

Financial instruments that potentially subject the Company to concentrations of credit risk consist 

primarily of cash and cash equivalents, restricted cash and accounts receivable. Cash and cash equivalents 

and restricted cash balances are maintained with high-credit quality financial institutions. Also, any 

accounts receivable balances due as at March 31, 2010 are insignificant, both individually and in the 

aggregate. Consequently, management considers the risk of non-performance related to cash and cash 

equivalents, restricted cash and accounts receivable to be minimal. 

 

Generally, we do not require collateral or other security from customers for trade accounts receivable; 

however, credit is extended following an evaluation of creditworthiness. In addition, we perform ongoing 

credit reviews of all our customers and establish an allowance for doubtful accounts when accounts are 

determined to be uncollectible. 

 

 

Related Party Transactions and Off-Balance Sheet Arrangements  
 

We did not enter into transactions with any related parties during the three months ended March 31, 2010. 

 

As at March 31, 2010, we did not have any interest in variable interest entities or any other off-balance 

sheet arrangements.  

 

Risk Factors and Uncertainties 
 

Risks Associated with Operations 

 

 Many of our products are currently at an early development stage. It is impossible to ensure that the 

R&D activities related to these products will result in the creation of profitable operations; 

 

 We are currently developing our products based on R&D activities conducted to date, and we may not 

be successful in developing or introducing to the market these or any other new products or 

technology. If we fail to develop and deploy new products on a successful and timely basis, we may 

become non-competitive and unable to recover the R&D or other expenses we incur to develop and 

test new products; 

 

 Even if successfully developed, our products may not gain market acceptance among physicians, 

patients, healthcare payers and the medical community, which may not accept or utilize our products. 

If our products do not achieve significant market acceptance, our business and financial condition will 

be materially adversely affected. In addition, we may fail to further penetrate our core markets and 
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existing geographic markets or successfully expand our business into new markets; the growth in 

sales of our products, along with our operating results, could be negatively impacted. Our ability to 

further penetrate our core markets and existing geographic markets in which we compete or to 

successfully expand our business into additional countries in Europe, Asia or elsewhere, to the extent 

we believe that we have identified attractive geographic expansion opportunities in the future, is 

subject to numerous factors, many of which are beyond our control. We cannot assure that our efforts 

to increase market penetration in our core markets and existing geographic markets will be successful. 

Our failure to do so could have an adverse effect on our operating results; 

 

 We rely heavily on our proprietary information in developing and manufacturing our product 

candidates. Despite efforts to protect our proprietary rights from unauthorized use or disclosure, third 

parties may attempt to disclose, obtain, or use our proprietary information or technologies;  

 

 We have to forge and maintain strategic alliances to develop and market products in our current 

pipeline. If we are unable to reach agreements with such collaborative partners, or if any such 

agreements are terminated or substantially modified, we may be unable to obtain sufficient licensing 

revenue for our products, which might have a material adverse effect on their development and on us; 

 

 There can be no assurance that we, our contract manufacturers or our partners, will be able, in the 

future, to continue to purchase products from our current suppliers or any other supplier on terms 

similar to current terms or at all. An interruption in the availability of certain raw materials or 

ingredients, or significant increases in the prices paid by us for them, could have a material adverse 

effect on our business, financial condition, liquidity and operating results. Also, we rely on third 

parties to manufacture and supply marketed products. At the same time we have certain supply 

obligations vis-à-vis our licensing partners who are responsible for the marketing of the products. To 

be successful, our products have to be manufactured in commercial quantities in compliance with 

quality controls and regulatory requirements. Even though it is our objective to minimize such risk by 

introducing alternative suppliers to ensure a constant supply at all times, we cannot guarantee that we 

will not experience supply shortfalls and, in such event, we may not be able to perform our 

obligations under contracts with our partners. 

 

Cash Flows and Financial Resources 

 

Based on our current plans, we will need to raise additional funds for future operating costs, research and 

development activities, preclinical studies, and clinical trials necessary to bring our potential products to 

market. We may endeavour to secure additional financing, as required, through strategic alliance 

arrangements, the issuance of new share capital or other securities, as well as through other financing 

opportunities. We believe that we would be able to obtain long-term capital, if necessary, to support our 

corporate objectives, including the clinical development program of our products. 

 

However, there can be no assurance that these financing efforts will be successful or that we will continue 

to be able to meet our future cash requirements. It is possible that financing may not be available or, if 

available, will not be on acceptable terms. The availability of financing will be affected by the results of 

our preclinical and clinical development, the perifosine Phase 2 and Phase 3 studies, the AEZS-108 

Phase 2 studies, as well as other ongoing studies from our pipeline. It can also be affected by our ability to 

obtain regulatory approvals, the market acceptance of our products, the state of the capital markets 

generally, the status of our listing on the Nasdaq and TSX stock markets, strategic alliance agreements, 

and other relevant commercial considerations. 
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Our planned cash requirements may vary materially in response to a number of factors, including: R&D 

on our products; clinical trial results; increases in our manufacturing capabilities; changes in any aspect of 

the regulatory process; and delays in obtaining regulatory approvals. Depending on the overall structure 

of current and future strategic alliances, we may have additional capital requirements related to the further 

development of existing or future products. 

 

We have not entered into any forward currency contracts or other financial derivatives to hedge foreign 

exchange risk and, therefore, we are subject to foreign currency transaction and translation gains and 

losses. Foreign exchange risk is managed primarily by satisfying foreign denominated expenditures with 

cash flows or assets denominated in the same currency. However, with companies operating in foreign 

countries, we are more exposed to foreign currency risk.  

 

Key Personnel 

 

Our success is also dependent upon our ability to attract and retain a highly qualified work force, and to 

establish and maintain close relations with research centers. The competition in that regard is very severe. 

Our success is dependent to a great degree on our senior officers, scientific personnel and consultants. 

The failure to recruit qualified staff and the loss of key employees could compromise the pace and 

success of product development.  

 

Volatility of Share Prices 

 

Share prices are subject to changes because of numerous different factors related to our activity, including 

reports of new information, changes in the Company‟s financial situation, the sale of shares in the market, 

the Company‟s failure to obtain results in line with the expectations of analysts, an announcement by the 

Company or any of our competitors concerning technological innovation, etc. During the past few years, 

shares of Æterna Zentaris, other biopharmaceutical companies, and the equity markets in general, have 

been subject to extreme fluctuations that were not necessarily related to the operational results of the 

companies affected. There is no guarantee that the market price of the Company‟s shares will be protected 

from any such fluctuations in the future. 

 

Delisting Risk 

 

There can be no assurance that our common shares will remain listed on the Nasdaq Market. On 

January 21, 2010, we announced that we had received a notification from Nasdaq regarding the failure by 

the Company to comply with Nasdaq‟s minimum bid price requirements. However, we regained 

compliance with these requirements on April 23, 2010. Nevertheless, if we fail to meet any of Nasdaq‟s 

continued listing requirements and Nasdaq attempts to enforce compliance with its rules, our common 

shares may be delisted from Nasdaq. Any delisting of our common shares may adversely affect a 

shareholder‟s ability to dispose, or obtain quotations as to the market value, of such shares. 

 

A more comprehensive list of the risks and uncertainties affecting us can be found in our Annual 

Report or Form 20-F for the financial year ended December 31, 2009 filed with the Canadian 

Securities Regulatory Authorities at www.sedar.com and with the United States Securities and 

Exchange Commission at www.sec.gov/edgar.shtml and investors are urged to consult such risk 

factors. 

 

 

http://www.sedar.com/
http://www.sec.gov/edgar.shtml
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Changes in Internal Controls over Financial Reporting 
 

There have been no changes in our internal control over financial reporting during the three-month period 

ended March 31, 2010 that have materially affected, or are reasonably likely to materially affect, our 

internal control over financial reporting. 

 

 

On behalf of management, 

 

 

 

 

 

Dennis Turpin, CA 

Senior Vice President and Chief Financial Officer 

May 12, 2010 

 

 


