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Basis of Presentation
General
Except where the context otherwise requires, all references in this Annual Report on Form 20-F to the "Company",
"Aeterna Zentaris Inc.", "we", "us", "our" or similar words or phrases are to Aeterna Zentaris Inc. and its subsidiaries,
taken together. In this Annual Report on Form 20-F, references to "$" and "US$" are to United States ("US") dollars,
references to "CAN$" are to Canadian dollars and references to "EUR" are to euros. Unless otherwise indicated, the
statistical and financial data contained in this Annual Report on Form 20-F are presented as at December 31, 2016.
All share, option and share purchase warrant as well as per share, option and share purchase warrant information
presented in this Annual Report on Form 20-F have been adjusted, including proportionate adjustments being made to
each option and share purchase warrant exercise price, to reflect and to give effect to a share consolidation (or reverse
stock split), on November 17, 2015, of our issued and outstanding common shares on a 100-to-1 basis (the "Share
Consolidation"). The Share Consolidation affected all shareholders, optionholders and warrantholders uniformly and
thus did not materially affect any securityholder's percentage of ownership interest.
This Annual Report on Form 20-F also contains certain information regarding products or product candidates that may
potentially compete with our products and product candidates, and such information has been primarily derived from
information made publicly available by the companies developing such potentially competing products and product
candidates and has not been independently verified by Aeterna Zentaris Inc.
Forward-Looking Statements
This Annual Report on Form 20-F contains forward-looking statements made pursuant to the safe-harbor provision of
the US Securities Litigation Reform Act of 1995, which reflect our current expectations regarding future events.
Forward-looking statements may include, but are not limited to statements preceded by, followed by, or that include
the words “expects,” “believes,” “intends,” “anticipates,” and similar terms that relate to future events, performance, or our
results. Forward-looking statements involve known risks and uncertainties, which are discussed in this Annual Report
on Form 20-F, under the caption “Key Information - Risk Factors” filed with the relevant Canadian securities regulatory
authorities in lieu of an annual information form and with the US Securities and Exchange Commission (“SEC”). Such
statements include, but are not limited to, statements about the progress of our research, development and clinical
trials and the timing of, and prospects for, regulatory approval and commercialization of our product candidates, the
timing of expected results of our studies, anticipated results of these studies, statements about the status of our efforts
to establish a commercial operation and to obtain the right to promote or sell products that we did not develop and
estimates regarding our capital requirements and our needs for, and our ability to obtain, additional financing. Known
and unknown risks and uncertainties could cause our actual results to differ materially from those in forward-looking
statements. Such risks and uncertainties include, among others, the availability of funds and resources to pursue our
research and development projects and clinical trials, the successful and timely completion of clinical studies, the risk
that safety and efficacy data from any of our Phase 3 trials may not coincide with the data analyses from previously
reported Phase 1 and/or Phase 2 clinical trials, the rejection or non-acceptance of any new drug application by one or
more regulatory authorities and, more generally, uncertainties related to the regulatory process (including whether or
not the regulatory authorities will accept the Company’s conclusions regarding Macrilen™ following its comprehensive
review of the Phase 3 study data described elsewhere in this Annual Report on Form 20-F), the ability of the Company
to efficiently commercialize one or more of its products or product candidates, the degree of market acceptance once
our products are approved for commercialization, our ability to take advantage of business opportunities in the
pharmaceutical industry, our ability to protect our intellectual property, the potential of liability arising from
shareholder lawsuits and general changes in economic conditions. Investors should consult the Company’s quarterly
and annual filings with the Canadian and US securities commissions for additional information on risks and
uncertainties. Given these uncertainties and risk factors, readers are cautioned not to place undue reliance on these
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 applicable law.
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PART I
Item 1. Identity of Directors, Senior Management and Advisers
A.Directors and senior management
Not applicable.
B.Advisers
Not applicable.
C.Auditors
Not applicable.
Item 2. Offer Statistics and Expected Timetable
A.Offer statistics
Not applicable.
B.Method and expected timetable
Not applicable.
Item 3. Key Information
A.Selected financial data
The consolidated statement of comprehensive (loss) income data set forth in this Item 3.A with respect to the years
ended                     December 31, 2016, 2015 and 2014 and the consolidated statement of financial position data as at
December 31, 2016 and 2015 have been derived from the audited consolidated financial statements set forth in Item
18, which have been prepared in accordance with International Financial Reporting Standards ("IFRS"), as issued by
the International Accounting Standards Board ("IASB"). The consolidated statement of comprehensive (loss) income
information with respect to the years ended December 31, 2013 and 2012 and the consolidated statement of financial
position information as at December 31, 2014, 2013 and 2012 set forth in this Item 3.A. have been derived from our
previous consolidated financial statements not included herein, and have also been prepared in accordance with IFRS,
as issued by the IASB. The selected financial data should be read in conjunction with our audited consolidated
financial statements and the related notes included elsewhere in this Annual Report on Form 20-F, as well as "Item 5. –
Operating and Financial Review and Prospects" of this Annual Report on Form 20-F.

1
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Consolidated Statements of Comprehensive (Loss) Income Information
(in thousands of US dollars, except share and per share data)
Derived from consolidated financial statements prepared in accordance with IFRS, as issued by the IASB

December 31,
2016 2015 2014 2013 2012
$ $ $ $ $

Revenues
Sales commission and other 414 297 — 96 834
License fees 497 248 11 6,079 1,219

911 545 11 6,175 2,053
Operating expenses
Cost of Sales — — — 51 591
Research and development costs 16,495 17,234 23,716 21,284 20,592
General and administrative expenses 7,147 11,308 9,840 11,091 9,226
Selling expenses 6,745 6,887 3,850 1,225 1,380

30,387 35,429 37,406 33,651 31,789
Loss from operations (29,476 ) (34,884 ) (37,395 ) (27,476 ) (29,736 )

(Loss) gain due to changes in foreign currency exchange rates (70 ) (1,767 ) 1,879 (1,512 ) (382 )
Change in fair value of warrant liability 4,437 (10,956 ) 18,272 1,563 6,746
Warrant exercise inducement fee — (2,926 ) — — —
Other finance income 150 305 168 185 228
Net finance (costs) income 4,517 (15,344 ) 20,319 236 6,592
Loss before income taxes (24,959 ) (50,228 ) (17,076 ) (27,240 ) (23,144 )
Income tax expense — — (111 ) — —
Net loss from continuing operations (24,959 ) (50,228 ) (17,187 ) (27,240 ) (23,144 )
Net income from discontinued operations — 85 623 34,055 2,732
Net (loss) income (24,959 ) (50,143 ) (16,564 ) 6,815 (20,412 )
Other comprehensive (loss) income:
Items that may be reclassified subsequently to profit or loss:
Foreign currency translation adjustments 569 1,509 (1,158 ) 1,073 (504 )
Items that will not be reclassified to profit or loss:
Actuarial (loss) gain on defined benefit plans (1,479 ) 844 (1,833 ) 2,346 (3,705 )
Comprehensive (loss) income (25,869 ) (47,790 ) (19,555 ) 10,234 (24,621 )
Net loss per share (basic and diluted) from continuing
operations1 (2.41 ) (18.17 ) (29.12 ) (92.41 ) (117.04 )

Net income per share (basic and diluted) from discontinued
operations1 — 0.03 1.06 115.53 13.79

Net (loss) income per share (basic and diluted)1 (2.41 ) (18.14 ) (28.06 ) 23.12 (103.22 )
Weighted average number of shares outstanding:1
Basic 10,348,879 2,763,603 590,247 294,765 197,751
Diluted 10,665,149 3,424,336 590,247 294,765 198,067
1 Adjusted to reflect the November 17, 2015 100-to-1 Share Consolidation

2
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Consolidated Statement of Financial Position Information
(in thousands of US dollars)
Derived from consolidated financial statements prepared in accordance with IFRS, as issued by the IASB

As at December 31,
2016 2015 2014 2013 2012
$ $ $ $ $

Cash and cash equivalents 21,999 41,450 34,931 43,202 39,521
Restricted cash equivalents 496 255 760 865 826
Total assets 31,659 51,498 47,435 59,196 67,665
Warrant liability (current and non-current portion) 6,854 10,891 8,225 18,010 6,176
Share capital 213,980 204,596 150,544 134,101 122,791
Shareholders' equity (deficiency) 6,212 21,615 14,484 17,064 (6,695 )
B.Capitalization and indebtedness
Not applicable.
C.Reasons for the offer and use of proceeds
Not applicable.
D.Risk factors
An investment in our securities involves a high degree of risk. You should carefully consider the risks described
below, together with all of the other information included in this annual report, before making an investment decision.
If any of the following risks actually occurs, our business, prospects, financial condition or results of operations could
suffer. In that case, the trading price, if any, of our securities could decline, and you may lose all or part of your
investment.
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 are uncertain, given the very nature of the
industry, and, accordingly, investments in biopharmaceutical companies should be considered to be speculative assets.
We have a history of operating losses and we may never achieve or maintain operating profitability. In addition, if we
are unsuccessful in generating new revenue, increasing our revenue and/or raising additional funding, we may not be
able to continue as a going concern.
We have incurred, and expect to continue to incur, substantial expenses in our efforts to develop and market products.
Consequently, we have incurred operating losses historically and in each of the last several years. As at December 31,
2016, we had an accumulated deficit of approximately $298 million. Our operating losses have adversely impacted,
and will continue to adversely impact, our working capital, total assets, operating cash flow and shareholders’ equity.
We do not expect to reach operating profitability in the immediate future, and our operating expenses are likely to
continue to represent a significant component of our overall cost profile as we seek regulatory approval for our
product candidates and carry out commercial activities. Even if we succeed in developing, acquiring or in-licensing
new commercial products, we could incur additional operating losses for at least the next several years. If we do not
ultimately generate sufficient revenue from commercialized products to achieve or maintain operating profitability, an
investment in our Common Shares or other securities could result in a significant or total loss.
Our ability to continue as a going concern is dependent on the successful execution of our business plan, which will
require an increase in revenue and/or additional funding to be provided by potential investors and/or non-traditional
sources of financing. We did not have, as at December 31, 2016, sufficient liquidity and financial resources to fund
planned expenditures and other working capital needs for the 12-month period following such date. Therefore, our
audited consolidated financial statements as at December 31, 2016 include a footnote disclosing material uncertainties
related to events and conditions that may cast significant doubt about our ability to continue as a going concern for at
least twelve months from December 31, 2016.

3
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Additional funding may be in the form of debt or equity or a hybrid instrument depending on our needs, the demands
of investors and market conditions. Depending on the prevailing global economic and credit market conditions, we
may not be able to raise additional cash through these traditional sources of financing. Although we may also pursue
non-traditional sources of financing with third parties, the global equity and credit markets may adversely affect the
ability of potential third parties to pursue such transactions for us. Accordingly, as a result of the foregoing, we
continue to review traditional sources of financing, such as private and public debt or various equity financing
alternatives, as well as other alternatives to enhance shareholder value, including, but not limited to, non-traditional
sources of financing, such as strategic alliances with third parties, the sale of assets or licensing of our technology or
intellectual property, a combination of operating and related initiatives or a substantial reorganization of our business.
There can be no assurance that we will achieve profitability or positive cash flows or be able to obtain additional
funding or that, if obtained, the additional funding will be sufficient, or whether any other initiatives will be successful
such that we may continue as a going concern. There could also be material uncertainties related to certain adverse
conditions and events that could impact our ability to remain a going concern. If the going concern assumptions were
deemed no longer appropriate for our consolidated financial statements, adjustments to the carrying value of assets
and liabilities, reported expenses and consolidated statement of financial position classifications would be necessary.
Such adjustments could be material.
Our revenues and expenses may fluctuate significantly, and any failure to meet financial expectations may disappoint
securities analysts or investors and result in a decline in the price or the value of our Common Shares or other
securities.
We have a history of operating losses. Our revenues and expenses have fluctuated in the past and may continue to do
so in the future. These fluctuations could cause our share price or the value of our other securities to decline. Some of
the factors that could cause our revenues and expenses to fluctuate include but are not limited to:

•the inability to complete product development in a timely manner that results in a failure or delay in receiving the
required regulatory approvals to commercialize our product candidates;
•the timing of regulatory submissions and approvals;

•the timing and willingness of any current or future collaborators to invest the resources necessary to commercialize
our product candidates;
•the nature and timing of licensing fee revenues;

•the outcome of litigation, including the securities class action litigation pending against us that is described elsewhere
in this Annual Report on Form 20-F;
•foreign currency fluctuations;
•the timing of the achievement and the receipt of milestone payments from current or future collaborators; and
•failure to enter into new or the expiration or termination of current agreements with collaborators.
Due to fluctuations in our revenues and expenses, we believe that period-to-period comparisons of our results of
operations are not necessarily indicative of our future performance. It is possible that in some future periods, our
revenues and expenses will be above or below the expectations of securities analysts or investors. In this case, the
price of our Common Shares and/or the value of our other securities could fluctuate significantly or decline.
Our clinical trials may not yield results that 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 Common Shares or a decline in the
value of our other 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 our failure to obtain regulatory and marketing approval for our
product candidates, the withdrawal of such approval for approved products or an extension of the review period for
developmental products. Preclinical testing and clinical development 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 preclinical testing and early clinical studies, or trials, may not be
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indicative of results that are obtained in later studies. In addition, we have limited experience in conducting and
managing the clinical trials necessary to obtain regulatory approval and, accordingly, may encounter unforeseen
problems and delays in the approval process. Furthermore, errors in the conduct, monitoring and/or auditing of a
clinical trial, whether made by us or by a contract research organization (a “CRO”) that we retain could invalidate the
results from a regulatory perspective.

4
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None of our current product candidates has to date received regulatory approval for their intended commercial sale.
We cannot market a pharmaceutical product in any jurisdiction until it has completed rigorous preclinical testing and
clinical trials and passed such jurisdiction’s extensive regulatory approval process. In general, significant R&D and
clinical studies are required to demonstrate the safety and efficacy of our product candidates before we can submit
regulatory applications. Even if a product candidate is approved by the applicable regulatory authority, we may not
obtain approval for an indication whose market is large enough to recover 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, preclinical 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 recover the R&D and other expenses we incur to develop and test
new products.
Interim results of preclinical 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 preclinical
animal studies may require us to perform 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 preclinical 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
not 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.
By way of example, on February 13, 2017, we announced that, after reviewing the raw top-line data on which the
confirmatory Phase 3 clinical trial of Macrilen™ were based, we had concluded that Macrilen™ had, despite not having
attained one of its co-primary endpoints in the Phase 3 study, demonstrated performance supportive of achieving FDA
registration and that we intended to pursue registration of Macrilen™  with the FDA and, to that end, the Company will
meet with the FDA at the end of March 2017 to confirm this position. There can be no assurance, however, that the
FDA will agree, in whole or in part, with our conclusions regarding Macrilen™, particularly in light of the infrequency
with which the FDA has in the past agreed to reassess portions of clinical trial data and elements of the design of a
clinical trial following the conclusion of such trial.
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 Common Shares
and/or a decline in the value of our other 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 our clinical trial of Zoptrex™, which is the only clinical trial that we are
conducting, is dependent in part upon the rate at which we are able to collect, clean, lock and analyze the clinical trial
database. The ZoptEC (zoptarelin doxorubicin in endometrial cancer) trial was designed to continue until a
pre-determined number of events occur to the patients enrolled. On January 30, 2107, we announced the occurrence of
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the requisite pre-determined number of events in the ZoptEC trial, representing the clinical endpoint of the study. We
expect to lock the clinical database and to report top-line results in April 2017.
We have no plans to conduct another Phase 3 clinical trial but we may decide to do so in the future. If we experience
delays in identifying and contracting with sites and/or in patient enrollment in our future 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 other than the U.S. and 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 our CRO 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.

5
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Clinical trials are subject to continuing oversight by governmental regulatory authorities and institutional review
boards and must meet requirements: (i) of such authorities; (ii) for informed consent; and (iii) for good clinical
practices. We may not be able to comply with these requirements in respect of one or more of our product candidates.
Additionally, we have limited experience in filing an NDA or similar application for approval in the U.S. or in any
other 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, some questions may not be
answered in time to prevent the delay of acceptance of an NDA or the rejection of an NDA.
We have incurred, and expect to continue to incur, substantial expenses, and we have made, and expect to continue to
make, substantial financial commitments to establish a commercial operation. There can be no assurance how quickly,
if ever, we will realize a profit from our commercial operation.
Our business strategy is to become a specialty biopharmaceutical company with commercial operations to market and
sell products that we may develop internally, acquire or in‑license. To that end, our commercial operations consist of
13 full-time staff, who provide services pursuant to our agreement with a contract sales organization, and our
sales-management staff. We have to date incurred, and expect to continue to incur, substantial expenses, and we have
made, and expect to continue to make, substantial financial commitments to maintain our commercial operations.
Establishing a commercial operation is expensive and time-consuming, and there can be no assurance how quickly, if
ever, we will realize a profit from our commercial operations. Factors that may inhibit our efforts to realize a profit
from our commercial operations include:

•our inability to recruit, train and retain adequate numbers of effective sales and marketing personnel and
representatives;

•the inability of our sales personnel to obtain access to or to persuade adequate numbers of physicians to prescribe our
products or the products that we in-license or co-promote;

•the lack of complementary products to be offered by sales personnel, which may put us at a competitive disadvantage
relative to companies with more extensive product lines; and
•unforeseen costs and expenses associated with creating an independent sales and marketing organization.
Our financial viability depends, in part, on our ability to acquire, in-license or otherwise obtain the right to sell other
products. If we are unable to do so, our business, financial condition and results of operations may be materially
adversely affected.
In connection with our strategy to further transform the Company into a commercially operating specialty
biopharmaceutical organization, we may enter into commercial arrangements with third parties, including but not
limited to promotion, co-promotion, acquisition or in-licensing agreements, in efforts to establish and expand our
commercial revenue base. These business activities entail numerous operational and financial risks, including:
•the difficulty or inability to secure financing to acquire or in-license products;

•the incurrence of substantial debt or dilutive issuances of securities to pay for the acquisition or in-licensing of
new products;
•the disruption of our business and diversion of our management’s time and attention;
•higher than expected development, acquisition or in-license and integration costs;
•exposure to unknown liabilities; and

•the difficulty in locating products that are in our targeted therapeutic areas and that are compatible with other products
in our portfolio.
We can provide no assurance that we will be able to identify potential product candidates or strategic commercial
partners or, if we identify such product candidates or partners, that any related commercial arrangements will be
consummated on terms that are favorable to us. To the extent that we are successful in entering into any strategic
commercial arrangements, including promotional, co-promotional or marketing agreements, or acquisition or
in-licensing agreements with third parties, we cannot provide any assurance that any resulting initiatives or activities
will be successful. To the extent that any related investments in such arrangements do not yield the expected benefits,
our business, financial condition and results of operations may be materially adversely affected.
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We have limited resources to identify and execute the procurement of additional products and to integrate them into
our current commercial operations. The failure to successfully integrate the personnel and operations of businesses
that we may acquire or of products that we may in-license in the future with our existing operations, business and
products could have a material adverse effect on our operations and results. We compete with larger pharmaceutical
companies and other competitors in our efforts to acquire, in-license, and/or obtain the right to market and/or detail
new products. Our competitors likely will have access to greater financial resources than us and may have greater
expertise in identifying and evaluating new opportunities. Moreover, we may devote resources to potential acquisition,
in-licensing, promotion or co-promotion opportunities that are never completed, or we may fail to realize the
anticipated benefits of such efforts.

6
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We will require significant additional financing, and we may not have access to sufficient capital.
We will require significant additional capital to fund our commercial operations and may require additional capital to
pursue planned clinical trials and regulatory approvals, as well as further R&D and marketing efforts for our product
candidates and potential products. We do not anticipate generating significant revenues from operations in the near
future, and we currently have no committed sources of capital.
We may attempt to raise additional funds through public or private financings, collaborations with other
pharmaceutical companies or from other sources, including, without limitation, through at-the-market offerings and
issuances of Common Shares. Additional funding may not be available on terms that are acceptable to us. If adequate
funding is not available to us on reasonable terms, we may need to delay, reduce or eliminate one or more of our
product development programs or obtain funds on terms less favorable than we would otherwise accept. To the extent
that additional capital is raised through the sale of equity securities or securities convertible into or exchangeable or
exercisable for equity securities (collectively, “Convertible Securities”), the issuance of those securities would result in
dilution to our shareholders. Moreover, the incurrence of debt financing or the issuance of dividend-paying preferred
shares, could result in a substantial portion of our future operating cash flow, if any, being dedicated to the payment of
principal and interest on such indebtedness or the payment of dividends on such preferred shares and could impose
restrictions on our operations and on our ability to make certain expenditures and/or to incur additional indebtedness,
which could render us more vulnerable to competitive pressures and economic downturns.
Our future capital requirements are substantial and may increase beyond our current expectations depending on many
factors, including:
•the results of our recently completed clinical trials;
•unexpected delays or developments in seeking regulatory approvals;
•the time and cost involved in preparing, filing, prosecuting, maintaining and enforcing patent claims;
•unexpected developments encountered in implementing our business development and commercialization strategies;
•the potential addition of commercialized products to our portfolio;
•lower revenues from sales commission than expected;

•the outcome of litigation, including the securities class action litigation pending against us that is described elsewhere
in this Annual Report on Form 20-F; and
•further arrangements, if any, with collaborators.
In addition, global economic and market conditions as well as future developments in the credit and capital markets
may make it even more difficult for us to raise additional financing in the future.
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 product. In addition, as 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 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 assurance,
as well as the corresponding maintenance of rigorous records and documentation. Manufacturing facilities must be
approved before we can use them in the commercial manufacturing of our products and are subject to subsequent
periodic inspection by regulatory authorities. In addition, material changes in the methods of manufacturing or
changes in the suppliers of raw materials are subject to further regulatory review and approval.
If we, or if any future marketing collaborators or contract manufacturers, fail to comply with applicable regulatory
requirements, we may be subject to sanctions including fines, product recalls or seizures and related publicity
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requirements, injunctions, total or partial suspension of production, civil penalties, suspension or withdrawals of
previously granted regulatory approvals, warning or untitled letters, refusal to approve pending applications for
marketing approval of new products or of supplements to approved applications, import or export bans or restrictions,
and criminal prosecution and penalties. Any of these penalties could delay or prevent the promotion, marketing or sale
of our products and product candidates.

7
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Even if we receive marketing approval for our product candidates, such product approvals could be subject to
restrictions or withdrawals. Regulatory requirements are subject to change.
Regulatory authorities generally approve products for particular indications. If an approval is for a limited indication,
this limitation reduces the size of the potential market for that product. Product approvals, once granted, are subject to
continual review and periodic inspections by regulatory authorities. Our operations and practices are subject to
regulation and scrutiny by the U.S. government, as well as governments of any other countries in which we do
business or conduct activities. Later discovery of previously unknown problems or safety issues and/or failure to
comply with domestic or foreign laws, knowingly or unknowingly, can result in various adverse consequences,
including, among other things, a possible delay in the approval or refusal to approve a product, warning letters, fines,
injunctions, civil penalties, recalls or seizures of products, total or partial suspension of production, refusal of the
government to renew marketing applications, complete withdrawal of a marketing application, criminal prosecution,
withdrawal of an approved product from the market and/or exclusion from government healthcare programs. Such
regulatory enforcement could have a direct and negative impact on the product for which approval is granted, but also
could have a negative impact on the approval of any pending applications for marketing approval of new drugs or
supplements to approved applications.
Because we operate in a highly regulated industry, regulatory authorities could take enforcement action against us in
connection with our, or our licensees’ or collaborators’, business and marketing activities for various reasons.
From time to time, new legislation is passed into law that could significantly change the statutory provisions
governing the approval, manufacturing, and marketing of products regulated by the U.S. Food and Drug
Administration ("FDA") and other health authorities. Additionally, regulations and guidance are often revised or
reinterpreted by health agencies in ways that may significantly affect our business and our products. It is impossible to
predict whether further legislative changes will be enacted, or whether regulations, guidance, or interpretations will
change, and what the impact of such changes, if any, may be.
Healthcare reform measures could hinder or prevent the commercial success of our product candidates and adversely
affect our business.
The business prospects and financial condition of pharmaceutical and biotechnology companies are affected by the
efforts of governmental and third-party payers to contain or reduce the costs of healthcare. The U.S. government and
other governments have shown significant interest in pursuing healthcare reform and reducing healthcare costs. Any
government-adopted reform measures could cause significant pressure on the pricing of healthcare products and
services, including our product candidates, both in the U.S. and internationally, as well as the amount of
reimbursement available from governmental agencies and other third-party payers. If reimbursement for our product
candidates is substantially less than we expect, our revenue prospects could be materially and adversely impacted.
In the U.S. and in other jurisdictions there have been, and we expect that there will continue to be, a number of
legislative and regulatory proposals aimed at changing the healthcare system, such as proposals relating to the pricing
of healthcare products and services in the U.S. or internationally, the reimportation of drugs into the U.S.  from other
countries (where they are then sold at a lower price), and the amount of reimbursement available from governmental
agencies or other third party payers. Furthermore, the pricing of pharmaceutical products, in general, and specialty
drugs, in particular, has been a topic of concern in the U.S. Congress, where hearings on the topic have been held, and
has been a topic of speeches given by political figures, including President Trump. There can be no assurance as to
how this scrutiny on pricing of pharmaceutical products will impact future pricing of our products or orphan drugs or
pharmaceutical products generally.
The Patient Protection and Affordable Care Act and the Healthcare and Education Affordability Reconciliation Act of
2010 (collectively, the “ACA”) has had far-reaching consequences for most healthcare companies, including specialty
biopharmaceutical companies like us. The future of the ACA is, however, uncertain. In January 2017, the U.S.
Congress voted to adopt a budget resolution for fiscal year 2017, that while not law, is widely viewed as the first step
toward the passage of legislation that would repeal certain aspects of the ACA. Further, on January 20, 2017,
President Trump signed an executive order directing federal agencies with authorities and responsibilities under the
ACA to waive, defer, grant exemptions from, or delay the implementation of any provision of the ACA that would
impose a fiscal burden on states or a cost, fee, tax, penalty or regulatory burden on individuals, healthcare providers,
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health insurers, or manufacturers of pharmaceuticals or medical devices. On March 6, 2017, members of the U.S.
House of Representatives released proposed legislation intended to replace the ACA. We cannot predict the ultimate
content, timing or effect of any healthcare reform legislation or the impact of potential legislation on us.
In addition, the Food and Drug Administration Amendments Act of 2007 gives the FDA enhanced post-market
authority, including the authority to require post-marketing studies and clinical trials, labeling changes based on new
safety information, and compliance with risk evaluations and mitigation strategies approved by the FDA. The FDA’s
exercise of this authority may result in delays or increased costs during the period of product development, clinical
trials and regulatory review and approval, which may also increase costs related to complying with new post-approval
regulatory requirements, and increase potential FDA restrictions on the sale or distribution of approved products.

8
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If we market products in a manner that violates healthcare fraud and abuse laws, we may be subject to civil or criminal
penalties, including exclusion from participation in government healthcare programs.
As a pharmaceutical company, even though we do not provide healthcare services or receive payments directly from
or bill directly to Medicare, Medicaid or other third-party payers for our products, certain federal and state healthcare
laws and regulations pertaining to fraud and abuse are and will be applicable to our business. We are subject to
healthcare fraud and abuse regulation by both the federal government and the states in which we conduct our business.
The laws that may affect our ability to operate include the federal healthcare program anti-kickback statute, which
prohibits, among other things, knowingly and willfully offering, paying, soliciting, or receiving remuneration to
induce, or in return for, the purchase, lease, order, or arrangement for the purchase, lease or order of any healthcare
item or service reimbursable under Medicare, Medicaid or other federally financed healthcare programs. This statute
applies to arrangements between pharmaceutical manufacturers and prescribers, purchasers and formulary managers.
Although there are a number of statutory exceptions and regulatory safe harbors protecting certain common activities,
the exceptions and safe harbors are drawn narrowly, and practices that involve remuneration intended to induce
prescribing, purchases or recommendations may be subject to scrutiny if they do not qualify for an exception or
safe harbor.
Federal false claims laws prohibit any person from knowingly presenting, or causing to be presented, a false claim for
payment to the federal government, or knowingly making, or causing to be made, a false statement to get a false claim
paid. Pharmaceutical companies have been prosecuted under these laws for a variety of alleged promotional and
marketing activities, such as providing free product to customers with the expectation that the customers would bill
federal programs for the product; reporting to pricing services inflated average wholesale prices that were then used
by federal programs to set reimbursement rates; engaging in off-label promotion that caused claims to be submitted to
Medicaid for non-covered off-label uses; and submitting inflated best price information to the Medicaid Drug
Rebate Program.
The Health Insurance Portability and Accountability Act of 1996 also created prohibitions against healthcare fraud
and false statements relating to healthcare matters. The healthcare fraud statute prohibits knowingly and willfully
executing a scheme to defraud any healthcare benefit program, including private payers. The false statements statute
prohibits knowingly and willfully falsifying, concealing or covering up a material fact or making any materially false,
fictitious or fraudulent statement in connection with the delivery of or payment for healthcare benefits, items
or services.
In addition, there has been a recent trend of increased federal and state regulation of payments made to physicians.
The ACA imposed new requirements on manufacturers of drugs, devices, biologics and medical supplies for which
payment is available under Medicare, Medicaid or the Children’s Health Insurance Program (with certain exceptions)
to report annually to the Centers for Medicare and Medicaid Services (“CMS”) information related to payments or other
“transfers of value” made to physicians (defined to include doctors, dentists, optometrists, podiatrists and chiropractors)
and teaching hospitals, and applicable manufacturers and group purchasing organizations to report annually to CMS
ownership and investment interests held by physicians (as defined above) and their immediate family members and
payments or other “transfers of value” to such physician owners and their immediate family members. Manufacturers
are required to report such data to the government by the 90th calendar day of each year.
The majority of states also have statutes or regulations similar to these federal laws, which apply to items and services
reimbursed under Medicaid and other state programs, or, in several states, apply regardless of the payer. In addition,
some states have laws that require pharmaceutical companies to adopt comprehensive compliance programs. For
example, under California law, pharmaceutical companies must comply with both the April 2003 Office of Inspector
General Compliance Program Guidance for Pharmaceutical Manufacturers and the PhRMA Code on Interactions with
Healthcare Professionals, as amended. Certain states also mandate the tracking and reporting of gifts, compensation,
and other remuneration paid by us to physicians and other healthcare providers.
Although compliance programs can mitigate the risk of investigation and prosecution for violations of these laws, the
risks cannot be entirely eliminated. Any action against us for violation of these laws, even if we successfully defend
against it, could cause us to incur significant legal expenses and divert our management’s attention from the operation
of our business. Moreover, achieving and sustaining compliance with applicable federal and state laws may
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prove costly.
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Because of the breadth of these laws and the narrowness of the safe harbors, it is possible that some of our business
activities could be subject to challenge under one or more of such laws. The ACA also made several important
changes to the federal Anti-Kickback Statute, false claims laws, and healthcare fraud statute by weakening the intent
requirement under the anti-kickback and healthcare fraud statutes that may make it easier for the government or
whistleblowers to charge such fraud and abuse violations. A person or entity no longer needs to have actual
knowledge of this statute or specific intent to violate it. In addition, the ACA provides that the government may assert
that a claim including items or services resulting from a violation of the federal anti-kickback statute constitutes a
false or fraudulent claim for purposes of the false claims statutes. The ACA increases penalties for fraud and abuse
violations. If our past, present or future operations are found to be in violation of any of the laws described above or
other similar governmental regulations to which we are subject, we may be subject to significant civil, criminal and
administrative penalties, damages, fines, imprisonment, exclusion from government funded healthcare programs, such
as Medicare and Medicaid, and the curtailment or restructuring of our operations, any of which could adversely affect
our ability to operate our business and negatively impact our financial results.
If our products do not gain market acceptance, we may be unable to generate significant revenues.
Even if our products are approved for commercialization, they may not be successful in the marketplace. Market
acceptance of any of our products will depend on a number of factors, including, but not limited to:
•demonstration of clinical efficacy and safety;
•the prevalence and severity of any adverse side effects;
•limitations or warnings contained in the product’s approved labeling;
•availability of alternative treatments for the indications we target;
•the advantages and disadvantages of our products relative to current or alternative treatments;
•the availability of acceptable pricing and adequate third-party reimbursement; and
•the effectiveness of marketing and distribution methods for the products.
If our products do not gain market acceptance among physicians, patients, healthcare payers and others in the medical
community, who may not accept or utilize our products, our ability to generate significant revenues from our products
would be limited, and our financial condition could be materially adversely affected. In addition, if we fail to further
penetrate our core markets and existing geographic markets or to 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 is subject to numerous factors,
many of which are beyond our control. Our products, if successfully developed, may compete with a number of drugs,
therapies, products and tests currently manufactured and marketed by major pharmaceutical and other biotechnology
companies. Our products may also compete with new products currently under development by others or with
products which may be less expensive than our products. There can be no assurance 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 and would likely cause a drop in the price of our Common Shares and/or a
decline in the value of our other securities.
We may expend our limited resources to pursue a particular product candidate or indication and fail to capitalize on
product candidates or indications for which there may be a greater likelihood of success.
Because we have limited financial and managerial resources, we are currently focusing our efforts on our lead,
clinical-stage development compounds, Zoptrex™ (zoptarelin doxorubicin) and Macrilen™ (macimorelin), and we are
doing so for specific indications. As a result, we may forego or delay pursuit of opportunities with other product
candidates or for other indications for which there may be a greater likelihood of success or may prove to have greater
commercial potential. Notwithstanding our investment to date and anticipated future expenditures on Zoptrex™,
Macrilen™ and any earlier-stage programs, we have not yet developed, and may never successfully develop, any
marketed treatments using these products. Research programs to identify new product candidates or pursue alternative
indications for current product candidates require substantial technical, financial and human resources. These
activities may initially show promise in identifying potential product candidates or indications, yet fail to yield
product candidates or indications for further clinical development.
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We may not achieve our projected development goals in the time-frames we announce and expect.
We set goals and make public statements regarding the timing of the accomplishment of objectives material to our
success, such as the commencement, enrollment and anticipated completion of clinical trials, anticipated regulatory
submission and approval dates and time of product launch. The actual timing of these events can vary dramatically
due to factors such as delays or failures in our clinical trials, the uncertainties inherent in the regulatory approval
process and delays in achieving manufacturing or marketing arrangements sufficient to commercialize our products.
There can be no assurance that we will make regulatory submissions based on our recently completed clinical trials or
receive regulatory approvals as planned or that we will be able to adhere to our current schedule for the launch of any
of our products. If we fail to achieve one or more of these milestones as planned, the price of our Common Shares
and/or the value of our other securities would likely decline.
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If we fail to obtain acceptable prices or adequate reimbursement for our products, our ability to generate revenues will
be diminished.
Our ability to successfully commercialize our products will depend significantly on our ability to obtain acceptable
prices and the availability of reimbursement to the patient from third-party payers, such as governmental and private
insurance plans. These third-party payers frequently require companies to provide predetermined discounts from list
prices, and they are increasingly challenging the prices charged for pharmaceuticals and other medical products. For
example, drug manufacturers are required to have a national rebate agreement with the U.S. Federal Department of
Health and Human Services in order to obtain state Medicaid coverage, which requires manufacturers to pay a rebate
on drugs dispensed to Medicaid patients. Our products may not be considered cost-effective, and reimbursement to the
patient may not be available or sufficient to allow us to sell our products on a competitive basis. It may not be possible
to negotiate favorable reimbursement rates for our products. Adverse pricing and reimbursement conditions would
also likely diminish our ability to induce third parties to co-promote our products.
In addition, the continuing efforts of third-party payers to contain or reduce the costs of healthcare through various
means may limit our commercial opportunity and reduce any associated revenue and profits. We expect proposals to
implement similar government controls to continue. The pricing of pharmaceutical products, in general, and specialty
drugs, in particular, has been a topic of concern in the U.S. Congress, where hearings on the topic have been held, and
has been a topic of speeches given by political figures, including President Trump. Specifically, there have been
several recent U.S. Congressional inquiries and proposed bills designed to, among other things, bring more
transparency to drug pricing, review the relationship between pricing and manufacturer patient programs, and reform
government program reimbursement methodologies for drugs. Further, third-party payors are increasingly challenging
the price, examining the medical necessity and reviewing the cost-effectiveness of medical drug products and medical
services, in addition to questioning their safety and efficacy. There can be no assurance as to how this scrutiny on
pricing of pharmaceutical products will impact future pricing of our products or orphan drugs or pharmaceutical
products generally. In addition, increasing emphasis on managed care will continue to put pressure on the pricing of
pharmaceutical and biopharmaceutical products. Cost control initiatives could decrease the price that we or any
current or potential collaborators could receive for any of our products and could adversely affect our profitability. In
addition, in the U.S., in Canada and in many other countries, pricing and/or profitability of some or all prescription
pharmaceuticals and biopharmaceuticals are subject to government control.
If we fail to obtain acceptable prices or an adequate level of reimbursement for our products, the sales of our products
would be adversely affected or there may be no commercially viable market for our products.
Competition in our targeted markets is intense, and development by other companies could render our products or
technologies non-competitive.
The biopharmaceutical field is highly competitive. New products developed by other companies in the industry could
render our products or technologies non-competitive. Competitors are developing and testing products and
technologies that would compete with the products that we are developing. Some of these products may be more
effective or have an entirely different approach or means of accomplishing the desired effect than our products. We
expect competition from pharmaceutical and biopharmaceutical companies and academic research institutions to
continue to increase over time. Many of our competitors and potential competitors have substantially greater product
development capabilities and financial, scientific, marketing and human resources than we do. Our competitors may
succeed in developing products earlier and in obtaining regulatory approvals and patent protection for such products
more rapidly than we can or at a lower price.
We may not obtain adequate protection for our products through our intellectual property.
We rely heavily on our proprietary information in developing and manufacturing our product candidates. Our success
depends, in large part, on our ability to protect our competitive position through patents, trade secrets, trademarks and
other intellectual property rights. The patent positions of pharmaceutical and biopharmaceutical firms, including us,
are uncertain and involve complex questions of law and fact for which important legal issues remain unresolved. We
have filed and are pursuing applications for patents and trademarks in many countries. Pending patent applications
may not result in the issuance of patents and we may not be able to obtain additional issued patents relating to our
technology or products.
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The laws of some countries do not protect intellectual property rights to the same extent as the laws of the U.S. and
Canada. Many companies have encountered significant problems in protecting and defending such rights in foreign
jurisdictions. Many countries, including certain countries in Europe, have compulsory licensing laws under which a
patent owner may be compelled to grant licenses to third parties. In addition, many countries limit the enforceability
of patents against government agencies or government contractors. In these countries, the patent owner may have
limited remedies, which could materially diminish the value of the patent. Compulsory licensing of life-saving drugs
is also becoming increasingly popular in developing countries either through direct legislation or international
initiatives. Such compulsory licenses could be extended to include some of our product candidates, which could limit
our potential revenue opportunities. Moreover, the legal systems of certain countries, particularly certain developing
countries, do not favor the aggressive enforcement of patent and other intellectual property protection, which makes it
difficult to stop infringement.
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Our patents and/or the patents that we license from others may be challenged, narrowed, invalidated, held to be
unenforceable or circumvented, which could limit our ability to stop competitors from marketing similar products or
limit the length of term of patent protection we may have for our products. Changes in either patent laws or in
interpretations of patent laws in the U.S. and other countries may diminish the value of our intellectual property or
narrow the scope of our patent protection. The patents issued or to be issued to us may not provide us with any
competitive advantage or protect us against competitors with similar technology. In addition, it is possible that third
parties with products that are very similar to ours will circumvent our patents by means of alternate designs or
processes. We may have to rely on method-of-use, methods of manufacture and/or new-formulation protection for our
compounds in development, and any resulting products, which may not confer the same protection as claims to
compounds per se.
In addition, our patents may be challenged by third parties in patent litigation, which is becoming widespread in the
biopharmaceutical industry. There may be prior art of which we are not aware that may affect the validity or
enforceability of a patent claim. There may also be prior art of which we are aware, but which we do not believe
affects the validity or enforceability of a claim, which may, nonetheless, ultimately be found to affect the validity or
enforceability of a claim. No assurance can be given that our patents would, if challenged, be held by a court to be
valid or enforceable or that a competitor’s technology or product would be found by a court to infringe our patents. Our
granted patents could also be challenged and revoked in U.S.  post-grant proceedings as well as in opposition or
nullity proceedings in certain countries outside the U.S.  In addition, we may be required to disclaim part of the term
of certain patents.
Patent applications relating to or affecting our business have been filed by a number of pharmaceutical and
biopharmaceutical companies and academic institutions. A number of the technologies in these applications or patents
may conflict with our technologies, patents or patent applications, and any such conflict could reduce the scope of
patent protection that we could otherwise obtain. Because patent applications in the U.S. and many other jurisdictions
are typically not published until eighteen months after their first effective filing date, or in some cases not at all, and
because publications of discoveries in the scientific literature often lag behind actual discoveries, we cannot be certain
that we were the first to make the inventions claimed in issued patents or pending patent applications, or that we were
the first to file for protection of the inventions set forth in the patent applications. If a third party has also filed a patent
application in the U.S.  covering our product candidates or a similar invention, we may have to participate in
adversarial proceedings, such as interferences and deviation proceedings, before the United States Patent and
Trademark Office to determine which party is entitled to a U.S.  patent claiming the disputed invention. The costs of
these proceedings could be substantial and it is possible that our efforts could be unsuccessful, resulting in a loss of
our U.S. patent position.
We also rely on trade secrets and proprietary know-how to protect our intellectual property. If we are unable to protect
the confidentiality of our proprietary information and know-how, the value of our technology and products could be
adversely affected. We seek to protect our unpatented proprietary information in part by requiring our employees,
consultants, outside scientific collaborators and sponsored researchers and other advisors to enter into confidentiality
agreements. These agreements provide that all confidential information developed or made known to the individual
during the course of the individual’s relationship with us is to be kept confidential and not disclosed to third parties
except in specific circumstances. In the case of our employees, the agreements provide that all of the technology that
is conceived by the individual during the course of employment is our exclusive property. These agreements may not
provide meaningful protection or adequate remedies in the event of unauthorized use or disclosure of our proprietary
information. In addition, it is possible that third parties could independently develop proprietary information and
techniques substantially similar to ours or otherwise gain access to our trade secrets. If we are unable to protect the
confidentiality of our proprietary information and know-how, competitors may be able to use this information to
develop products that compete with our products and technologies, which could adversely impact our business.
We currently have the right to use certain patents and technologies under license agreements with third parties. Our
failure to comply with the requirements of one or more of our license agreements could result in the termination of
such agreements, which could cause us to terminate the related development program and cause a complete loss of our
investment in that program. Inventions claimed in certain in-licensed patents may have been made with funding from
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the U.S.  government and may be subject to the rights of the U.S.  government and we may be subject to additional
requirements in the event we seek to commercialize or manufacture product candidates incorporating such in-licensed
technology.
As a result of the foregoing factors, we may not be able to rely on our intellectual property to protect our products in
the marketplace.
Some of our patents have recently expired.
The product development timelines for our products is lengthy and it is possible that our issued patents covering our
product candidates in the U.S. and other jurisdictions may expire prior to commercial launch of the products. The
patent that covers Zoptrex™ and other related targeted cytotoxic anthracycline analogues, pharmaceutical compositions
comprising the compounds as well as their medical use for the treatment of cancer expired in the U.S.  in
November 2015 and expired in the European Union, Japan, China and Hong Kong in November 2016. We did not
apply for patent term extensions for the U.S. patent. As a result, our ability to protect this compound from competition
will be based on the protections provided in the U.S.  for new chemical entities
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and similar protections, if any, provided in other countries. We cannot assure you that Zoptrex™ or any of our other
drug candidates will obtain new chemical entity exclusivity or any other market exclusivity in the U.S., the European
Union or any other territory, or that we will be the first to receive the respective regulatory approval for such drugs so
as to be eligible for any market exclusivity protection.
We may infringe the intellectual property rights of others.
Our commercial success depends significantly on our ability to operate without infringing the patents and other
intellectual property rights of third parties. There could be issued patents of which we are not aware that our products
or methods may be found to infringe, or patents of which we are aware and believe we do not infringe but which we
may ultimately be found to infringe. Moreover, patent applications and their underlying discoveries are in some cases
maintained in secrecy until patents are issued. Because patents can take many years to issue, there may be currently
pending applications of which we are unaware that may later result in issued patents that our products or technologies
are found to infringe. Moreover, there may be published pending applications that do not currently include a claim
covering our products or technologies but which nonetheless provide support for a later drafted claim that, if issued,
our products or technologies could be found to infringe.
If we infringe or are alleged to infringe intellectual property rights of third parties, it will adversely affect our
business. Our research, development and commercialization activities, as well as any product candidates or products
resulting from these activities, may infringe or be accused of infringing one or more claims of an issued patent or may
fall within the scope of one or more claims in a published patent application that may subsequently be issued and to
which we do not hold a license or other rights. Third parties may own or control these patents or patent applications in
the U.S. and abroad. These third parties could bring claims against us or our collaborators that would cause us to incur
substantial expenses and, if successful against us, could cause us to pay substantial damages. Further, if a patent
infringement suit were brought against us or our collaborators, we or they could be forced to stop or delay research,
development, manufacturing or sales of the product or product candidate that is the subject of the suit.
The biopharmaceutical industry has produced a proliferation of patents, and it is not always clear to industry
participants, including us, which patents cover various types of products. The coverage of patents is subject to
interpretation by the courts, and the interpretation is not always uniform. In the event of infringement or violation of
another party’s patent or other intellectual property rights, we may not be able to enter into licensing arrangements or
make other arrangements at a reasonable cost. Any inability to secure licenses or alternative technology could result in
delays in the introduction of our products or lead to prohibition of the manufacture or sale of products by us or our
partners and collaborators.
Patent litigation is costly and time consuming and may subject us to liabilities.
If we become involved in any patent litigation, interference, opposition or other administrative proceedings we will
likely incur substantial expenses in connection therewith, and the efforts of our technical and management personnel
will be significantly diverted. In addition, an adverse determination in litigation could subject us to significant
liabilities.
We may not obtain trademark registrations for our product candidates.
We have filed applications for trademark registrations in connection with Zoptrex™ and Macrilen™ in various
jurisdictions, including the U.S. We may file applications for other possible trademarks for our product candidates in
the future. No assurance can be given that any of our trademarks will be registered in the U.S. or elsewhere, or that the
use of any registered or unregistered trademarks will confer a competitive advantage in the marketplace. Furthermore,
even if we are successful in our trademark registrations, the FDA and regulatory authorities in other countries have
their own process for drug nomenclature and their own views concerning appropriate proprietary names. The FDA
and other regulatory authorities also have the power, even after granting market approval, to request a company to
reconsider the name for a product because of evidence of confusion in the marketplace. No assurance can be given
that the FDA or any other regulatory authority will approve of any of our trademarks or will not request
reconsideration of one of our trademarks at some time in the future. On December 16, 2016, we learned that the
European Medicines Agency ("EMA") had rejected the "Macrilen™" as the proposed invented name for macimorelin.
We intend to appeal the EMA's determination. The loss, abandonment, or cancellation of any of our trademarks or
trademark applications could negatively affect the success of the product candidates to which they relate.
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We are currently dependent on certain strategic relationships with third parties and we may enter into future
collaborations for the development of our product candidates.
We are currently dependent on certain strategic relationships with third parties and may enter into future
collaborations for the development of our product candidates. Our arrangements with these third parties may not
provide us with the benefits we expect and may expose us to a number of risks.
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We are dependent on, and rely upon, third parties to perform various functions related to our business, including, but
not limited to, development of some of our product candidates. Our reliance on these relationships poses a number
of risks. We may not realize the contemplated benefits of such agreements nor can we be certain that any of these
parties will fulfill their obligations in a manner which maximizes our revenue. These arrangements may also require
us to transfer certain material rights or to issue our equity, voting or other securities to third parties. Any license or
sublicense of our commercial rights may reduce our product revenue.
These agreements create certain additional risks. The occurrence of any of the following or other events may delay
product development or impair commercialization of our products:

•

not all of the third parties are contractually prohibited from developing or commercializing, either alone or with
others, products and services that are similar to or competitive with our product candidates and, with respect to our
contracts that do contain such contractual prohibitions or restrictions, prohibitions or restrictions do not always apply
to the affiliates of the third parties and they may elect to pursue the development of any additional product candidates
and pursue technologies or products either on their own or in collaboration with other parties, including our
competitors, whose technologies or products may be competitive with ours;

•the third parties may under-fund or fail to commit sufficient resources to marketing, distribution or other development
of our products;
•the third parties may cease to conduct business for financial or other reasons;
•we may not be able to renew such agreements;

•the third parties may not properly maintain or defend certain intellectual property rights that may be important to the
commercialization of our products;

•

the third parties may encounter conflicts of interest, changes in business strategy or other issues which could
adversely affect their willingness or ability to fulfill their obligations to us (for example, pharmaceutical companies
historically have re-evaluated their priorities following mergers and consolidations, which have been common in
recent years in this industry);

•
delays in, or failures to achieve, scale-up to commercial quantities, or changes to current raw material suppliers or
product manufacturers (whether the change is attributable to us or the supplier or manufacturer) could delay clinical
studies, regulatory submissions and commercialization of our product candidates; and

•

disputes may arise between us and the third parties that could result in the delay or termination of the
development or commercialization of our product candidates, resulting in litigation or arbitration that could
be time-consuming and expensive, or causing the third parties to act in their own self-interest and not in our
interest or those of our shareholders or other stakeholders.

In addition, the third parties can terminate our agreements with them for a number of reasons based on the terms of the
individual agreements that we have entered into with them. If one or more of these agreements were to be terminated,
we would be required to devote additional resources to developing and commercializing our product candidates, seek
a new third party with which to contract or abandon the product candidate, which would likely cause a drop in the
price of our Common Shares and/or a decline in the value of our other securities.
We rely on third parties to conduct, supervise and monitor our clinical trials, and those third parties may not perform
satisfactorily.
We rely on third parties such as CROs, medical institutions and clinical investigators to enroll qualified patients and
conduct, supervise and monitor our clinical trials. Our reliance on these third parties for clinical development
activities reduces our control over these activities. Our reliance on these third parties, however, does not relieve us of
our regulatory responsibilities, including ensuring that our clinical trials are conducted in accordance with Good
Clinical Practice guidelines and the investigational plan and protocols contained in an Investigational New Drug
application, or a comparable foreign regulatory submission. Furthermore, these third parties may also have
relationships with other entities, some of which may be our competitors. In addition, they may not complete activities
on schedule, or may not conduct our preclinical studies or clinical trials in accordance with regulatory requirements or
our trial design. If these third parties do not successfully carry out their contractual duties or meet expected deadlines,
our efforts to obtain regulatory approvals for, and to commercialize, our product candidates may be delayed
or prevented.
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In carrying out our operations, we are dependent on a stable and consistent supply of ingredients and raw materials.
There can be no assurance that we, our contract manufacturers or our licensees, 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 we pay for
them, could have a material adverse effect on our business, financial condition, liquidity and operating results.
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The failure to perform satisfactorily by third parties upon which we expect to rely to manufacture and supply products
may lead to supply shortfalls.
We expect to rely on third parties to manufacture and supply marketed products. We also have or may have certain
supply obligations vis-à-vis our existing and potential licensees, who are or will be 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, there are a limited number of contract manufacturers or
suppliers that are capable of manufacturing our product candidates or the materials used in their manufacture. If we
are unable to do so ourselves or to arrange for third-party manufacturing or supply of these product candidates or
materials, or to do so on commercially reasonable terms, we may not be able to complete development of these
product candidates or to commercialize them ourselves or through our licensees. Reliance on third-party
manufacturers entails risks to which we would not be subject if we manufactured products ourselves, including
reliance on the third party for regulatory compliance, the possibility of breach of the manufacturing agreement by the
third party because of factors beyond our control, and the possibility of termination or non-renewal of the agreement
by the third party, based on its own business priorities, at a time that is costly or inconvenient for us.
We are subject to intense competition for our skilled personnel, and the loss of key personnel or the inability to attract
additional personnel could impair our ability to conduct our operations.
We are highly dependent on our management and our clinical, regulatory and scientific staff, the loss of whose
services might adversely impact our ability to achieve our objectives. Recruiting and retaining qualified management
and clinical, scientific and regulatory personnel is critical to our success. Reductions in our staffing levels have
eliminated redundancies in key capabilities and skill sets among our full-time staff and required us to rely more
heavily on outside consultants and third parties. We have been unable to increase the compensation of our associates
to the extent required to remain fully competitive for their services, which increases our employee retention risk. The
competition for qualified personnel in the biopharmaceutical field is intense, and if we are not able to continue to
attract and retain qualified personnel and/or maintain positive relationships with our outside consultants, we may not
be able to achieve our strategic and operational objectives.
We are currently subject to securities class action litigation and we may be subject to similar or other litigation in
the future.
We and certain of our current and former officers are defendants in a purported class-action lawsuit pending in the
U.S. District Court for the District of New Jersey (the “Court”), brought on behalf of shareholders of the Company. The
lawsuit alleges violations of the Securities Exchange Act of 1934 (the “Exchange Act”) in connection with allegedly
false and misleading statements made by the defendants between April 2, 2012 and November 6, 2014, or the Class
Period, regarding the safety and efficacy of Macrilen™, a product we developed for use in the diagnosis of AGHD, and
the prospects for the approval of the Company’s NDA for the product by the FDA. The plaintiffs seek to represent a
class comprised of purchasers of our Common Shares during the Class Period and seek damages, costs and expenses
and such other relief as determined by the Court. On September 14, 2015, the Court dismissed the lawsuit stating that
the plaintiffs failed to state a claim, but granted the plaintiffs leave to amend. On October 14, 2015, the plaintiffs filed
a Second Amended Complaint against us. We subsequently filed a motion to dismiss because we believed that the
Second Amended Complaint also failed to state a claim.
On March 2, 2016, the Court issued an order granting our motion to dismiss the complaint in part and denying it in
part.  The Court dismissed certain of our current and former officers from the lawsuit.  The Court allowed the claim
that we omitted material facts from our public statements during the Class Period to proceed against us and our former
CEO who departed in 2013, while dismissing such claims against other current and former officers.  The Court also
allowed a claim for “controlling person” liability to proceed against certain current and former officers.  On March 16,
2016, we filed a motion for reconsideration of the Court's March 2, 2016 order and on April 6, 2016 we filed an
answer to the second amended complaint. On June 30, 2016, the Court issued an order denying our motion for
reconsideration. As a result, the lawsuit will proceed to the class certification phase and the discovery process has
commenced.
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While we believe we have meritorious defenses and intend to continue to defend this lawsuit vigorously, we cannot
predict the outcome. Furthermore, we may, from time to time, be a party to other litigation in the normal course of
business. Monitoring and defending against legal actions, whether or not meritorious, is time-consuming for our
management and detracts from our ability to fully focus our internal resources on our business activities. In addition,
legal fees and costs incurred in connection with such activities may be significant and we could, in the future, be
subject to judgments or enter into settlements of claims for significant monetary damages. A decision adverse to our
interests could result in the payment of substantial damages and could have a material adverse effect on our cash flow,
results of operations and financial position.
With respect to any litigation, our insurance may not reimburse us or may not be sufficient to reimburse us for the
expenses or losses we may suffer in contesting and concluding such lawsuit. Substantial litigation costs, including the
substantial self-insured retention that we were required to satisfy before any insurance applied to the claim, or an
adverse result in any litigation may adversely impact our business, operating results or financial condition. We believe
that our directors’ and officers’ liability insurance
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will cover our potential liability with respect to the securities class-action lawsuit described above; however, the
insurer has reserved its rights to contest the applicability of the insurance to such claim and the limits of the insurance
may be insufficient to cover our eventual liability.
We are subject to the risk of product liability claims, for which we may not have or may not be able to obtain adequate
insurance coverage.
The use of Zoptrex™ and Macrilen™ on human participants in our clinical trials subjects us to the risk of liability to such
participants, who may suffer unintended consequences. If Zoptrex™ and/or Macrilen™ are approved for
commercialization or if we acquire a marketed product from a third party, the sale and use of such products will
involve the risk of product liability claims and associated adverse publicity. Product liability claims might be made
against us directly by patients, healthcare providers or pharmaceutical companies or others selling, buying or using
our products. We attempt to manage our liability risks by means of insurance. We maintain insurance covering our
liability for our preclinical and clinical studies. However, we may not have or be able to obtain or maintain sufficient
and affordable insurance coverage, including coverage for potentially very significant legal expenses, and without
sufficient coverage any claim brought against us could have a materially adverse effect on our business, financial
condition or results of operations. We do not currently maintain product liability insurance because we do not
currently market, sell, distribute or handle any products. We may not be able to obtain product liability insurance on
reasonable terms, if at all, when we begin to market, sell, distribute or handle products.
Our business involves the use of hazardous materials. We are required to comply with environmental and occupational
safety laws regulating the use of such materials. If we violate these laws, we could be subject to significant fines,
liabilities or other adverse consequences.
Our discovery and development processes involve the controlled use of hazardous materials. We are subject to federal,
provincial and local laws and regulations governing the use, manufacture, storage, handling and disposal of such
materials and certain waste products. The risk of accidental contamination or injury from these materials cannot be
completely eliminated. In the event of an accident or a failure to comply with environmental or occupational safety
laws, we could be held liable for any damages that result, and any such liability could exceed our resources. We may
not be adequately insured against this type of liability. We may be required to incur significant costs to comply with
environmental laws and regulations in the future, and our operations, business or assets may be materially adversely
affected by current or future environmental laws or regulations.
We are a holding company, and claims of creditors of our subsidiaries will generally have priority as to the assets of
such subsidiaries over our claims and those of our creditors and shareholders. In addition, we may be required to fund
obligations of AEZS Germany under a Letter of Comfort provided by us to AEZS Germany.
Aeterna Zentaris Inc. is a holding company and a substantial portion of our non-cash assets is the share capital of our
subsidiaries. AEZS Germany, our principal operating subsidiary, based in Frankfurt, Germany, holds most of our
intellectual property rights, which represent the principal non-cash assets of our business. Because Aeterna
Zentaris Inc. is a holding company, our obligations to our creditors are structurally subordinated to all existing and
future liabilities of our subsidiaries, which may incur additional or other liabilities and/or obligations. Therefore, our
rights and the rights of our creditors to participate in any distribution of the assets of any subsidiary in the event that
such subsidiary were to be liquidated or reorganized or in the event of any bankruptcy or insolvency proceeding
relating to or involving such subsidiary, and therefore the rights of the holders of our Common Shares to participate in
those assets, are subject to the prior claims of such subsidiary’s creditors. To the extent that we may be a creditor with
recognized claims against any such subsidiary, our claims would still be subject to the prior claims of our subsidiary’s
creditors to the extent that they are secured or senior to those held by us.
Holders of our Common Shares are not creditors of our subsidiaries. Claims to the assets of our subsidiaries will
derive from our own ownership interest in those operating subsidiaries. Claims of our subsidiaries’ creditors will
generally have priority as to the assets of such subsidiaries over our own ownership interest claims and will therefore
have priority over the holders of our Common Shares. Our subsidiaries’ creditors may from time to time include
general creditors, trade creditors,
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