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This prospectus supplement, together with the accompanying short form base shelf prospectus dated July 15, 2010 to which it relates, as
amended or supplemented and each document incorporated or deemed to be incorporated by reference in this prospectus supplement and the
accompanying prospectus, constitutes a public offering of these securities only in those jurisdictions where such securities may be lawfully
offered for sale and therein only by persons permitted to sell such securities. No securities regulatory authority has expressed an opinion
about these securities and it is an offense to claim otherwise.

Information has been incorporated by reference into this prospectus supplement and in the short form base shelf prospectus dated July 15,
2010 from documents filed with the United States Securities and Exchange Commission and with securities commissions or similar
authorities in Canada. Copies of the documents incorporated herein by reference may be obtained on request without charge from the secretary
of Aeterna Zentaris Inc. at 1405 du Parc-Technologique Boulevard, Quebec City, GIP 4P5, Canada, and our telephone number is

(418) 652-8525 and are also available electronically at www.sec.gov or www.sedar.com.

NEW ISSUE January 23, 2012
PROSPECTUS SUPPLEMENT NO. 2

(TO SHORT FORM BASE SHELF PROSPECTUS DATED JULY 15, 2010)

Up to 10,400,000 Common Shares

Aeterna Zentaris Inc. ( we , us orthe Company ) has entered into an At Market Issuance Sales Agreement dated June 29, 2011 (the Sales
Agreement ) with MLV & Co. LLC (formerly McNicoll, Lewis & Vlak LLC) ( MLV ), relating to our common shares (the Common Shares )
offered by this prospectus supplement and the accompanying prospectus. In accordance with the terms of the Sales Agreement, we may offer

and sell up to 10.4 million of our Common Shares up to a maximum aggregate offering price of $16.0 million, from time to time through MLV,

as agent.

Unless otherwise stated, currency amounts in this prospectus supplement are stated in United States ( U.S. ) dollars,or $ or US$ .

Our Common Shares are listed on the NASDAQ Global Market ( NASDAQ ) under the symbol AEZS and on the Toronto Stock Exchange ( TSX )
under the symbol AEZ . On January 20, 2012, the last reported sales price of our Common Shares on NASDAQ was $1.68 per share and on TSX
was C$1.70 per share. There is no arrangement for funds to be received in escrow, trust or similar arrangement.

Upon delivery of a placement notice by us, if any, MLV may sell the Common Shares, in the U.S. only, and will only be made by any method
permitted by law deemed to be an at-the-market distribution as defined in National Instrument 44-102  Shelf Distributions ( NI144-102 ),
including, without limitation, sales made directly on NASDAQ, or on any other existing trading market for the Common Shares in the U.S.
MLV will make all sales using commercially reasonable efforts consistent with its normal sales and trading practices and on mutually agreed
upon terms between MLV and us. The Common Shares will be distributed at the market prices prevailing at the time of the sale of such
Common Shares. As a result, prices may vary as between purchasers and during the period of distribution.

The compensation to MLV for sales of our Common Shares under this prospectus supplement will be equal to three percent (3%) of the gross
proceeds from the sale of such Common Shares. See Plan of Distribution . The net proceeds from any sales under this prospectus supplement will
be used as described under the section titled Use of Proceeds in this prospectus supplement. The proceeds we receive from sales will depend on

the number of shares actually sold and the offering price of such shares. In connection with the sale of the Common Shares on our behalf, MLV

will be deemed to be an underwriter within the meaning of the Securities Act of 1933, as amended (the Securities Act ), and the compensation of
MLYV will be deemed to be underwriting commissions or discounts. We have agreed to provide indemnification and contribution to MLV against
certain liabilities, including liabilities under the Securities Act.
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Neither MLV, any affiliate of MLV nor any person or company acting jointly or in concert with MLV, has over-allotted, or will over-allot,

Common Shares in connection with this offering or effect any other transactions that are intended to stabilize or maintain the market price of the
Common Shares.
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The Common Shares will be listed on NASDAQ. The TSX has conditionally approved the listing of the Common Shares offered for sale
pursuant to this prospectus supplement. Listing is subject to the Company fulfilling all of the requirements of the TSX on or before the business
day immediately following the date on which this prospectus supplement is filed.

Our registered address is located at 1405 du Parc-Technologique Boulevard, Quebec City, G1P 4P5, Canada, and our telephone number is
(418) 652-8525.

Investing in our Common Shares involves a high degree of risk. See Risk Factors beginning on page S-7 and the risk factors described in
the documents incorporated by reference herein for information that should be considered before investing in our Common Shares.

We are a foreign private issuer under U.S. securities laws and are permitted, under a multi-jurisdictional disclosure system ( MJDS )
adopted in the U.S., to prepare this prospectus supplement in accordance with Canadian regulatory disclosure requirements. You
should be aware that such requirements are different from those in the U.S. Our consolidated financial statements are subject to
Canadian generally accepted auditing standards and auditor independence standards, in addition to the standards of the Public
Company Accounting Oversight Board (United States) and SEC independence standards. For annual and interim periods ending on or
before December 31, 2010, our consolidated financial statements were prepared in accordance with generally accepted accounting
principles applicable in Canada ( Canadian GAAP ). As such, those consolidated financial statements may not be comparable to the
financial statements of U.S. companies prepared in accordance with generally accepted accounting principles applicable in the U.S.

( U.S. GAAP ). Information regarding the impact upon our consolidated financial statements of significant differences between Canadian
GAAP and U.S. GAAP is contained in Note 25 to our consolidated financial statements as at December 31, 2010 and December 31, 2009
and for each of the years in the three year period ended December 31, 2010 included in our annual report on Form 20-F filed with the
U.S. Securities and Exchange Commission ( SEC ) on March 22, 2011 (available electronically at www.sec.gov) and incorporated by
reference into this prospectus supplement.

Effective January 1, 2011, the Company commenced reporting in accordance with International Financial Reporting Standards ( IFRS )
as issued by the International Accounting Standards Board. The impact of the transition to IFRS on the Company s reported financial
position, financial performance and cash flows, including the nature and effect of significant changes in accounting policies from those
used in the Company s consolidated financial statements for the year ended December 31, 2010 is disclosed in Note 21 to our unaudited
interim consolidated financial statements as at March 31, 2011 and for the three-month periods ended March 31, 2011 and 2010

included as Exhibit 99.1 to our report on Form 6-K furnished to the SEC on May 18, 2011 (available electronically at www.sec.gov) and
incorporated by reference into this prospectus supplement.

Purchasing our Common Shares may subject you to tax consequences both in the U.S. and Canada. This prospectus supplement and the
accompanying short form base shelf prospectus may not describe these tax consequences fully. You should read the tax discussion in
this prospectus supplement and the accompanying short form base shelf prospectus fully and consult with your own tax advisors.

Your ability to enforce civil liabilities under U.S. federal securities laws may be affected adversely by the fact that we are incorporated
under the laws of Canada, many of our officers and directors and some of the experts named in this prospectus supplement and the
accompanying prospectus are residents of Canada or elsewhere outside of the U.S., and a substantial portion of our assets and the assets
of such persons are located outside the U.S.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of these securities or
passed upon the accuracy of this prospectus supplement. Any representation to the contrary is a criminal offense.

The date of this prospectus supplement is January 23, 2012
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This prospectus supplement is not an offer to sell or a solicitation of an offer to buy securities in any jurisdiction in which such offer or
solicitation is illegal.

ABOUT THIS PROSPECTUS SUPPLEMENT

This document is in two parts. The first part is this prospectus supplement, which describes the terms of this offering of our Common Shares and
supplements information contained in the accompanying prospectus and the documents incorporated by reference into the accompanying
prospectus. The second part is the accompanying prospectus, which gives more general information about us and the Common Shares we may
offer from time to time under our base shelf prospectus and our shelf registration statement.

We have not authorized any dealer, salesperson or other person to give any information or to make any representation other than those contained
or incorporated by reference into this prospectus supplement, the accompanying prospectus and any related free writing prospectus. You should
not rely upon any information or representation not contained or incorporated by reference into this prospectus supplement, the accompanying
prospectus or any free writing prospectus that we may authorize to be provided to you. This prospectus supplement, the accompanying
prospectus and any related free writing prospectus do not constitute an offer to sell or the solicitation of an offer to buy Common Shares, in any
jurisdiction to any person to whom it is unlawful to make such offer or solicitation in such jurisdiction. You should not assume that the
information contained in this prospectus supplement, the accompanying prospectus and any related free writing prospectus is accurate on any
date other than the date set forth on the front cover of the document or that any information we have incorporated by reference is correct on any
date subsequent to the date of the document incorporated by reference regardless of the delivery of this prospectus supplement, the
accompanying prospectus and any related free writing prospectus or any sale of Common Shares. Our business, financial condition, results of
operations and prospects may have changed since those dates.

We further note that the representations, warranties and covenants made by us in any agreement that is filed as an exhibit to any document that is
incorporated by reference into the accompanying prospectus were made solely for the benefit of the parties to such agreement, including, in
some cases, for the purpose of allocating risk among the parties to such agreements, and should not be deemed to be a representation, warranty
or covenant to you. Moreover, such representations, warranties or covenants were accurate only as of the date when made. Accordingly, such
representations, warranties and covenants should not be relied on as accurately representing the current state of our affairs.

As used in this prospectus supplement, the terms we , us , our , Company and Aeterna Zentaris refer to Aeterna Zentaris Inc. and its subsidiari
on a consolidated basis.
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PROSPECTUS SUPPLEMENT SUMMARY

This summary highlights selected information contained elsewhere or incorporated by reference into this prospectus supplement and the
accompanying prospectus. The summary may not contain all of the information that you should consider before investing in our Common

Shares. You should read the entire prospectus supplement and the accompanying prospectus carefully, including Risk Factors contained in this
prospectus supplement and the documents incorporated by reference into this prospectus supplement and the accompanying prospectus, before
making an investment decision. This prospectus supplement may add to, update or change information in the accompanying prospectus.

Our Business and Corporate Information
We are 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 to marketed products. The highest development
priorities in oncology are the completion of Phase 3 trials with perifosine in colorectal cancer and in multiple myeloma, as well as the further
advancement of AEZS-108, for which we have successfully completed a Phase 2 trial in advanced endometrial and advanced ovarian cancer. In
endocrinology, our lead program is our Phase 3 trial with AEZS-130 as a Growth Hormone ( GH ) stimulation test for the diagnosis of GH
deficiency in adults. We have completed this Phase 3 trial under a Special Protocol Assessment ( SPA ) obtained from the U.S. Food and Drug
Administration (the FDA ) and are now planning the filing of a New Drug Application ( NDA ) in the U.S.

Additionally, we are advancing AEZS-112, an oral anticancer agent which involves three mechanisms of action (tubulin, topoisomerase II and
angiogenesis inhibition), in Phase 1, as well as several preclinical programs with novel targeted potential development candidates.

Aeterna Zentaris Inc. was incorporated on September 12, 1990 under the laws of Canada. Our registered office is located at 1405 du
Parc-Technologique Blvd., Quebec City, Quebec, G1P 4P5, Canada, our telephone number is (418) 652-8525 and our website is
www.aezsinc.com. None of the documents or information found on our website shall be deemed to be included in or incorporated into this
prospectus supplement or the accompanying prospectus, unless such document is specifically incorporated herein or therein by reference.

We currently have three wholly-owned direct and indirect subsidiaries, Aeterna Zentaris GmbH (  AEZS Germany ), based in Frankfurt, Germany,
Zentaris IVF GmbH, a direct wholly-owned subsidiary of AEZS Germany, based in Frankfurt, Germany and Aeterna Zentaris, Inc., based in
Basking Ridge, New Jersey in the U.S. AEZS Germany is our principal operating subsidiary.

The Offering
Common Shares offered by us pursuant to this Up to 10.4 million Common Shares, up to a maximum aggregate offering price of $16.0
prospectus supplement: million.
Manner of offering: At the market offering that may be made from time to time solely in the U.S. through our

agent, MLV. See Plan of Distribution on page S-24.

Use of proceeds: We intend to use the net proceeds raised in connection with this offering to fund working
capital requirements and for other general corporate purposes. See Use of Proceeds on
page S-22.

NASDAQ Global Market and TSX symbols: NASDAQ: AEZS; TSX: AEZ

Risk factors: An investment in our Common Shares involves a high degree of risk. See Risk Factors

beginning on page S-7 of this prospectus supplement as well as the other information
included in or incorporated by reference into this prospectus supplement and the
accompanying prospectus for a discussion of factors that you should consider carefully
before making an investment decision.

S-4
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SPECIAL NOTE ON FORWARD-LOOKING STATEMENTS

This prospectus supplement, the accompanying prospectus and the documents incorporated by reference contain forward-looking statements.

These forward-looking statements involve known and unknown risks, uncertainties and other factors that may cause actual results, performance

or achievements to be materially different from any future results, performance or achievements expressed or implied by the forward-looking

statements. In some cases, you can identify forward-looking statements by terms such as may, will, should, could, would, expect, plan,
anticipate,  believe, estimate, project, predict, forecast, potential, likely or possible , as well as the negative of such expressions, a

expressions intended to identify forward-looking statements. Some of the factors that we believe could cause our actual results to differ from

these forward-looking statements include, without limitation:

investments in biopharmaceutical companies are generally considered to be speculative;

we may never achieve or maintain operating profitability;

our clinical trials may not yield results which will enable us to obtain regulatory approval for our products and we may suffer setbacks
in any of our clinical trials;

we may not be able to successfully complete our clinical trial programs, or such clinical trials could take longer to complete than we
project;

the impact of the stringent ongoing government regulation to which our product candidates are subject and future changes in such
regulatory environment;

we may not be able to generate significant revenues if our products do not gain market acceptance;

we may require significant additional financing, and we may not have access to sufficient capital;

we may cease to continue operating as we do if we are unsuccessful in increasing our revenues and/or raising additional funding;

failure to achieve our projected development goals in the time-frames we announce and expect;

the impact of any failure on our part to obtain acceptable prices or adequate reimbursement for our products on our ability to generate
revenues;

competition in our targeted markets;

we may not obtain adequate protection for our products through our intellectual property;
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we may infringe the intellectual property rights of others;

we may incur liabilities from our involvement in any patent litigation;

we may not obtain trademark registrations in connection with our product candidates;

we may not be able to make adequate arrangements with third parties for the purpose of commercializing our product candidates;

the failure to perform satisfactorily by third parties upon which we rely to conduct, supervise and monitor our clinical trials;

the failure to perform satisfactorily by third parties upon which we rely to manufacture and supply products;

our ability to retain or attract key personnel;

our strategic partners manufacturing capabilities may not be adequate to effectively commercialize our product candidates;

risks related to product liability claims;

the impact of legislative actions, new accounting pronouncements and higher insurance costs on our future financial position or results
of operations;

fluctuations in currency exchange rates; and

S-5
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stock market volatility and the possibility that our Common Shares may be delisted from the stock exchanges on which they currently

trade.
There may be events in the future that we are unable to predict accurately, or over which we have no control. Before you purchase our Common
Shares, you should read this prospectus supplement, the accompanying prospectus and the documents that we reference or incorporate by
reference into this prospectus supplement and the accompanying prospectus, completely and with the understanding that our actual future results
may be materially different from what we expect. Our business, financial condition, results of operations, and prospects may change. We may
not update these forward-looking statements, even though our situation may change in the future, unless we have obligations under the federal
securities laws to update and disclose material developments related to previously disclosed information. We qualify all of the information

presented or incorporated by reference in this prospectus supplement and the accompanying prospectus, and particularly our forward-looking
statements, by these cautionary statements.

S-6
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RISK FACTORS

Before making an investment decision, you should carefully consider the risks described in this prospectus supplement, together with all of the
other information incorporated by reference into this prospectus supplement and the accompanying prospectus, including those described in our
most recent Annual Report on Form 20-F and subsequent consolidated financial statements and corresponding management s discussion and
analysis filed with the Canadian securities regulatory authorities and our Reports on Form 6-K furnished to the SEC including our unaudited
interim consolidated financial statements and corresponding management s discussion and analysis. The following risks are presented as of the
date of this prospectus supplement and we expect that these will be updated from time to time in our various continuous disclosure documents
filed with the Canadian securities regulatory authorities and our periodic and current reports filed with or furnished to the SEC, as applicable,
which will be incorporated herein by reference. Please refer to these subsequent reports for additional information relating to the risks
associated with investing in our Common Shares.

Our business, financial condition or results of operations could be materially adversely affected by any of these risks. Additional risks not
presently known to us or that we currently deem immaterial may also impair our business operations. The trading price of our Common Shares
could decline due to any of these risks, and you may lose part or all of your investment. This prospectus supplement, the accompanying
prospectus and the incorporated documents also contain forward-looking statements that involve risks and uncertainties. Our actual results
could differ materially from those anticipated in these forward-looking statements as a result of certain factors, including the risks mentioned
below. Forward-looking statements included in this prospectus supplement are based on information available to us on the date hereof, and all
forward-looking statements in documents incorporated by reference are based on information available to us as of the date of such documents.
We disclaim any intent to update any forward-looking statements.

Risks Relating to Us and Our Business
Investments in biopharmaceutical companies are generally considered to be speculative.

The prospects for companies operating in the biopharmaceutical industry may generally be considered to be uncertain, given the very nature of
the industry and, accordingly, investments in biopharmaceutical companies should be considered to be speculative.

We have a history of operating losses and we may never achieve or maintain operating profitability.

Our product candidates remain at the development stage, and we have incurred substantial expenses in our efforts to develop products.
Consequently, we have incurred recurrent operating losses and, as disclosed in our unaudited interim consolidated financial statements as at
September 30, 2011 and for the three-month and nine-month periods ended September 30, 2011 and 2010, we had a deficit of $180.1 million as
at September 30, 2011. Our operating losses have adversely impacted, and will continue to adversely impact, our working capital, total assets

and shareholders deficiency. We do not expect to reach operating profitability in the immediate future, and our expenses are likely to increase as
we continue to expand our research and development ( R&D ) and clinical study programs and our sales and marketing activities and seek
regulatory approval for our product candidates. Even if we succeed in developing new commercial products, we expect to incur additional
operating losses for at least the next several years. If we ultimately do not generate sufficient revenue from commercialized products and achieve
or maintain operating profitability, an investment in our securities could result in a significant or total loss.

Our clinical trials may not yield results which will enable us to obtain regulatory approval for our products, and a setback in any of our
clinical trials would likely cause a drop in the price of our securities.

We will only receive regulatory approval for a product candidate if we can demonstrate in carefully designed and conducted clinical trials that
the product candidate is both safe and effective. We do not know whether our pending or any future clinical trials will demonstrate sufficient
safety and efficacy to obtain the requisite regulatory approvals or will result in marketable products. Unfavorable data from those studies could
result in the withdrawal of marketing approval for approved products or an extension of the review period for developmental products. Clinical
trials are inherently lengthy, complex, expensive and uncertain processes and have a high risk of failure. It typically takes many years to
complete testing, and failure can occur at any stage of testing. Results attained in pre-clinical testing and early clinical studies, or trials, may not
be indicative of results that are obtained in later studies.

S-7
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None of our product candidates has to date received regulatory approval for its intended commercial sale. We cannot market a pharmaceutical
product in any jurisdiction until it has completed rigorous pre-clinical testing and clinical trials and passed such jurisdiction s extensive
regulatory approval process. In general, significant research and development and clinical studies are required to demonstrate the safety and
efficacy of our product candidates before we can submit regulatory applications. Pre-clinical testing and clinical development are long,
expensive and uncertain processes. Preparing, submitting and advancing applications for regulatory approval is complex, expensive and
time-consuming and entails significant uncertainty. Data obtained from pre-clinical and clinical tests can be interpreted in different ways, which
could delay, limit or prevent regulatory approval. It may take us many years to complete the testing of our product candidates and failure can
occur at any stage of this process. In addition, we have limited experience in conducting and managing the clinical trials necessary to obtain
regulatory approval in the U.S., in Canada and abroad and, accordingly, may encounter unforeseen problems and delays in the approval process.
Though we may engage a clinical research organization with experience in conducting regulatory trials, errors in the conduct, monitoring and/or
auditing could invalidate the results from a regulatory perspective. Even if a product candidate is approved by the FDA, the Canadian
Therapeutic Products Directorate or any other regulatory authority, we may not obtain approval for an indication whose market is large enough
to recoup our investment in that product candidate. In addition, there can be no assurance that we will ever obtain all or any required regulatory
approvals for any of our product candidates.

We are currently developing our product candidates based on R&D activities, pre-clinical testing and clinical trials 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 successfully and on a timely basis, we may become non-competitive and unable to recoup the R&D and other expenses we incur to
develop and test new products.

Interim results of pre-clinical or clinical studies do not necessarily predict their final results, and acceptable results in early studies might not be
obtained in later studies. Safety signals detected during clinical studies and pre-clinical animal studies may require us to do additional studies,
which could delay the development of the drug or lead to a decision to discontinue development of the drug. Product candidates in the later
stages of clinical development may fail to show the desired safety and efficacy traits despite positive results in initial clinical testing. Results
from earlier studies may not be indicative of results from future clinical trials and the risk remains that a pivotal program may generate efficacy
data that will be insufficient for the approval of the drug, or may raise safety concerns that may prevent approval of the drug. Interpretation of
the prior pre-clinical and clinical safety and efficacy data of our product candidates may be flawed and there can be no assurance that safety
and/or efficacy concerns from the prior data were overlooked or misinterpreted, which in subsequent, larger studies appear and prevent approval
of such product candidates.

Furthermore, we may suffer significant setbacks in advanced clinical trials, even after promising results in earlier studies. Based on results at any
stage of clinical trials, we may decide to repeat or redesign a trial or discontinue development of one or more of our product candidates. Further,
actual results may vary once the final and quality-controlled verification of data and analyses has been completed. If we fail to adequately
demonstrate the safety and efficacy of our products under development, we will not be able to obtain the required regulatory approvals to
commercialize our product candidates.

Clinical trials are subject to continuing oversight by governmental regulatory authorities and institutional review boards and:

must meet the requirements of these authorities;

must meet requirements for informed consent; and

must meet requirements for good clinical practices.
We may not be able to comply with these requirements in respect of one or more of our product candidates.

In addition, we rely on third parties, including contract research organizations ( CROs ) and outside consultants, to assist us in managing and
monitoring clinical trials. Our reliance on these third parties may result in delays in completing, or in failing to complete, these trials if one or
more third parties fails to perform with the speed and level of competence we expect.
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A failure in the development of any one of our programs or product candidates could have a negative impact on the development of the others.
Setbacks in any phase of the clinical development of our product candidates would have an adverse financial impact (including with respect to
any agreements and partnerships that may exist between us and other entities), could jeopardize regulatory approval and would likely cause a
drop in the price of our securities.

If we are unable to successfully complete our clinical trial programs, or if such clinical trials take longer to complete than we project, our
ability to execute our current business strategy will be adversely affected.

Whether or not and how quickly we complete clinical trials is dependent in part upon the rate at which we are able to engage clinical trial sites
and, thereafter, the rate of enrollment of patients, and the rate at which we collect, clean, lock and analyze the clinical trial database. Patient
enrollment is a function of many factors, including the design of the protocol, the size of the patient population, the proximity of patients to and
availability of clinical sites, the eligibility criteria for the study, the perceived risks and benefits of the drug under study and of the control drug,
if any, the efforts to facilitate timely enrollment in clinical trials, the patient referral practices of physicians, the existence of competitive clinical
trials, and whether existing or new drugs are approved for the indication we are studying. Certain clinical trials are designed to continue until a
pre-determined number of events have occurred to the patients enrolled. Such trials are subject to delays stemming from patient withdrawal and
from lower than expected event rates and may also incur increased costs if enrollment is increased in order to achieve the desired number of
events. If we experience delays in identifying and contracting with sites and/or in patient enrollment in our clinical trial programs, we may incur
additional costs and delays in our development programs, and may not be able to complete our clinical trials on a cost-effective or timely basis.
In addition, conducting multi-national studies adds another level of complexity and risk as we are subject to events affecting countries outside
Canada. Moreover, negative or inconclusive results from the clinical trials we conduct or adverse medical events could cause us to have to repeat
or terminate the clinical trials. Accordingly, we may not be able to complete the clinical trials within an acceptable time frame, if at all. If we or
any third party have difficulty enrolling a sufficient number of patients to conduct our clinical trials as planned, we may need to delay or
terminate ongoing clinical trials.

Additionally, we have never filed a new drug application ( NDA ), or similar application for approval in the U.S. or in any country for our current
product candidates, which may result in a delay in, or the rejection of, our filing of an NDA or similar application. During the drug development
process, regulatory agencies will typically ask questions of drug sponsors. While we endeavor to answer all such questions in a timely fashion,

or in the NDA filing, some questions may not be answered by the time we file our NDA. Unless the FDA waives the requirement to answer any
such unanswered questions, submission of an NDA may be delayed or rejected.

We are and will be subject to stringent ongoing government regulation for our products and our product candidates, even if we obtain
regulatory approvals for the latter.

The manufacture, marketing and sale of our products and product candidates are and will be subject to strict and ongoing regulation, even if
regulatory authorities approve any of the latter. Compliance with such regulation will be expensive and consume substantial financial and
management resources. For example, an approval for a product may be conditioned on our agreement to conduct costly post-marketing
follow-up studies to monitor the safety or efficacy of the products. In addition, as a clinical experience with a drug expands after approval
because the drug is used by a greater number and more diverse group of patients than during clinical trials, side effects or other problems may be
observed after approval that were not observed or anticipated during pre-approval clinical trials. In such a case, a regulatory authority could
restrict the indications for which the product may be sold or revoke the product s regulatory approval.

We and our contract manufacturers are and will be required to comply with applicable current Good Manufacturing Practice regulations for the
manufacture of our products. These regulations include requirements relating to quality assuranc