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3,350,000 Shares
EAGLE PHARMACEUTICALS, INC.
Common Stock

$15.00 per share

�
Eagle Pharmaceuticals, Inc. is offering 3,350,000 shares.

�
The initial public offering price is $15.00 per share.

�
This is our initial public offering and no public market exists for our shares.

�
Trading symbol: EGRX

This investment involves risk. See "Risk Factors" beginning on page 10.

We are an "emerging growth company" as defined by the Jumpstart Our Business Startups Act of 2012 and, as such, we have elected to comply
with certain reduced public company reporting requirements for this prospectus and future filings.

Per Share Total
Public offering price $ 15.00 $ 50,250,000
Underwriting discount(1) $ 1.05 $ 3,517,500
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Proceeds, before expenses, to Eagle Pharmaceuticals, Inc. $ 13.95 $ 46,732,500

(1)

We refer you to "Underwriting" beginning on page 164 of this prospectus for additional information regarding underwriting compensation.

The underwriters have a 30-day option to purchase up to 502,500 additional shares of common stock from us.

Certain of our existing principal stockholders and their affiliated entities have agreed to purchase an aggregate of approximately $6.5 million in
shares of our common stock in this offering at the initial public offering price.

Neither the Securities and Exchange Commission nor any state securities commission has approved of anyone's investment in these
securities, or determined if this prospectus is truthful or complete. Any representation to the contrary is a criminal offense.

Piper Jaffray William Blair
Cantor Fitzgerald & Co.

The date of this prospectus is February 11, 2014.
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others may give you. We are not, and the underwriters are not, making an offer to sell these securities in any jurisdiction where the
offer or sale is not permitted. You should not assume that the information contained in this prospectus is accurate as of any date other
than the date on the front of this prospectus.

 Dealer Prospectus Delivery Obligation

Through and including March 9, 2014 (25 days after the commencement of this offering), all dealers that buy, sell or trade shares of our
common stock, whether or not participating in this offering, may be required to deliver a prospectus. This delivery requirement is in
addition to the dealers' obligation to deliver a prospectus when acting as underwriters and with respect to their unsold allotments or
subscriptions.
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 PROSPECTUS SUMMARY

This summary highlights information contained in other parts of this prospectus. Because it is only a summary, it does not contain all of the
information that you should consider before investing in shares of our common stock and it is qualified in its entirety by, and should be read in
conjunction with, the more detailed information appearing elsewhere in this prospectus. You should read the entire prospectus carefully,
especially "Risk Factors" and our financial statements and the related notes, before deciding to buy shares of our common stock. Unless the
context requires otherwise, references in this prospectus to "Eagle," "Eagle Pharmaceuticals," "we," "us" and "our" refer to Eagle
Pharmaceuticals, Inc.

Overview

We are a specialty pharmaceutical company focused on developing and commercializing injectable products utilizing the FDA's 505(b)(2)
regulatory pathway. We develop products that address the shortcomings, as identified by physicians, pharmacists and other stakeholders, of
existing commercially successful injectable products. Our currently disclosed product portfolio includes two approved products and six
advanced product candidates that together account for approximately $4 billion in peak U.S. branded reference drug sales. For each of our
products, we intend to enter the market no later than the first generic drug, allowing us to substantially convert the market to our product while
maintaining attractive pricing. We believe we can further extend the commercial duration of our products through new intellectual property
protection and/or orphan drug exclusivity and three years of regulatory exclusivity as provided under the Hatch-Waxman Act, as applicable. We
believe our strategy has been validated with the approval of our first product, EP-1101, a proprietary version of argatroban, which was approved
by the FDA in June 2011. EP-1101 entered the market prior to the first generic version of argatroban and has captured a 28%, and growing,
share of the overall argatroban market while maintaining attractive pricing.

Two of our most advanced product candidates are proprietary presentations of bendamustine, which is currently marketed by Teva
Pharmaceuticals, or Teva, under the brand name Treanda and indicated for the treatment of certain hematologic cancers. Bendamustine had 2012
U.S. branded sales of over $600 million, and based on recent market research we anticipate sales to continue to grow substantially in 2013 and
2014, and we estimate that sales could reach $800 million in 2015. We believe our proprietary bendamustine products, EP-3101 and EP-3102,
are improved products compared to Teva's Treanda because they are ready to dilute, or RTD, liquids with longer stability and also offer the
potential for shorter infusion time. These attributes result in added benefits to nurses, patients and pharmacists, and improved economics to
physicians and other stakeholders. Our NDA for EP-3101 was filed with the FDA on September 6, 2013 and we believe EP-3101 will enter the
market prior to generic competition and will capture a significant portion of the bendamustine market, as has been the case for our argatroban
product.

Our currently disclosed product portfolio also includes proprietary innovations of Alimta, Angiomax, and Dantrium (dantrolene), which together
represent $3.4 billion in U.S. peak branded drug sales. Our orphan drug designated version of dantrolene (Ryanodex) is formulated to require
substantially less volume and shorter reconstitution time when treating malignant hyperthermia, a hyperacute situation where time to treatment is
of critical importance. We believe these formulation characteristics afford us
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the unique ability to treat exertional heat stroke, for which there are no currently approved drugs, and therefore represents a major unmet market
opportunity.

Product

U.S. Branded
Reference

Drug
2012 U.S.

Branded Sales(1) Status
EP-3101 (bendamustine RTD) Treanda $608 million NDA submitted
EP-3102 (bendamustine short infusion
time) Treanda $608 million In pivotal clinical trials

Ryanodex (dantrolene)
Dantrium/
Revonto $20 million

NDA submitted in January 2014; orphan drug
designation received

EP-4104 (dantrolene)

No drug
currently
approved N/A

Orphan drug designation received for heat
stroke

EP-6101 (bivalirudin) Angiomax $502 million
Type C meeting with the FDA completed in
the fourth quarter of 2013

EP-5101 (pemetrexed) Alimta $1,122 million Formulation work complete

EP-1101 (argatroban) Argatroban $99 million
Approved (US); marketed by The Medicines
Company and Sandoz

EP-2101 (topotecan) Hycamtin $25 million
Approved (EU); not marketed;
no current plans to commercialize in the U.S.

(1)

Based on publicly filed reports with the SEC, independent market research and management's estimates extrapolated therefrom.

Our Strengths

We believe our competitive strengths include our:

�
currently disclosed portfolio which includes two approved products and six distinct product candidates in
development that target an overall U.S. market of approximately $4 billion in peak annual branded reference drug
revenue;

�
knowledge of the industry, including our ability to optimize products' ease and safety of use for healthcare
providers, produce less drug waste and lower cost to stakeholders; and our experience with the 505(b)(2)
regulatory pathway, and our ability to navigate paragraph IV challenges;

�
differentiated business model as compared to generic and branded specialty pharmaceutical drug companies,
which we believe has been validated by our first approval and commercial launch in the United States of our novel
formulation of argatroban, EP-1101, utilizing the 505(b)(2) pathway;

�
patent estate of ten owned or exclusively licensed U.S. issued patents and twelve filed U.S. patent applications, as
well as several patent applications that have been filed in various worldwide territories, that protect or will protect,
as applicable the market value of our current portfolio of products;
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�
ability to leverage our formulation and development expertise to avoid infringing existing patents; and

�
senior management team, which has over 100 years of combined experience in building and running leading
pharmaceutical companies including our President and Chief Executive Officer, Scott Tarriff, who spearheaded
the most successful product introductions in Par Pharmaceuticals' history.

Our Strategy

�
Take advantage of the 505(b)(2) regulatory pathway in order to enter the market no later than the first
generic drug.  We intend to enter the market no later than the first generic of the branded reference drug. During
this period, the number of competitors is lowest and branded drugs are generally at peak or near peak value. This
will allow us to influence usage patterns and market our products as improved versions in terms of potential for
longer stability, shorter infusion time, less waste and/or ease and safety of use for healthcare professionals, thereby
achieving favorable pricing. Even if we enter the market simultaneously with, or after, the first generic drug, as a
505(b)(2) applicant, we would be able to enter the market without regard to any generic drug's 180-day exclusivity
period.

�
Retain commercial rights in the United States and selectively partner outside of the United States.  We
believe that we can cost-effectively commercialize our products in the United States and thereby retain full
commercial value of these products. We plan to establish a small, specialty sales force that will focus on group
purchasing organizations, hospital systems and key stakeholders in acute care settings, primarily hospitals and
infusion centers.

�
Strengthen our product portfolio.  We intend to continue to strengthen our product portfolio in the areas of
oncology, critical care and orphan diseases. We will continue to develop our current product portfolio and leverage
our expertise to identify new products with suboptimal characteristics that present us with significant opportunity
for revenue generation. In addition to our internal efforts, we will opportunistically in-license or acquire product
candidates that fit our therapeutic areas of focus and meet our rigorous evaluation process.

�
Continue to build our robust intellectual property portfolio.  We are the owner or exclusive licensee of a
patent estate consisting primarily of formulation and method-of-use patents. We intend to continue to build our
patent portfolio by filing for patent protection on new developments with respect to product candidates that will
not infringe patents that cover the branded reference drugs. We expect these patents will, if issued, allow us to list
our own patents in the Orange Book, which will offer us the potential to trigger our own 30-month stay under the
Hatch-Waxman Act against future 505(b)(2) and ANDA filers that reference our drugs, if approved.

Our Market Opportunity

We believe there is a large and unmet market need for improved injectable drugs that address the specific needs of patients, physicians, nurses,
and pharmacists to simplify their use, reduce waste, increase shelf life and lower healthcare costs.

Based on market data, we estimate that the U.S. generic injectable industry reported approximately $7.0 billion in sales in 2012 and grew at a
compound annual growth rate of 17% over the last five
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years. Based on industry data, we believe that the U.S. generic injectable market will continue to grow at a compound annual growth rate of
11.6% due to several factors, including (i) label expansion for approved products increasing the patient pool for such products, (ii) a pipeline of
injectable medications at various stages of clinical development, and (iii) the increasing incidence of certain diseases that necessarily utilize
injectable medications such as cancer and autoimmune disorders.

Selected Risk Factors

Risks Associated with Our Business

Our business is subject to numerous risks, as more fully described in the section entitled "Risk Factors" immediately following this prospectus
summary. You should read these risks before you invest in our common stock. We may be unable, for many reasons, including those that are
beyond our control, to implement our business strategy.

These risks include, but are not limited to, the following:

�
we have incurred significant losses in the past and may not be able to achieve or sustain profitability in the future;

�
our independent registered public accounting firms have expressed substantial doubt about our ability to continue
as a going concern, which may hinder our ability to obtain future financing;

�
we are heavily dependent on the success of our lead product candidates EP-3101 (bendamustine RTD), EP-3102
(bendamustine short infusion time), Ryanodex (dantrolene for malignant hyperthermia, or MH) and EP-4104
(dantrolene for exertional heat stroke, or EHS);

�
if the FDA does not conclude that our product candidates satisfy the requirements for the 505(b)(2) regulatory
approval pathway, the approval pathway for our product candidates will likely take significantly longer, cost
significantly more and entail significantly greater complications and risks than anticipated, and in any case may
not be successful;

�
the regulatory approval processes of the FDA and comparable foreign authorities are lengthy, time consuming and
inherently unpredictable, and if we are ultimately unable to obtain regulatory approval for our product candidates,
our business will be substantially harmed;

�
an NDA submitted under Section 505(b)(2) subjects us to the risk that we may be subject to a patent infringement
lawsuit that would delay or prevent the review or approval of our product candidate;

�
a competitor may obtain, or may have obtained as in the case of bendamustine, orphan drug exclusivity, thereby
precluding us from commercializing our product for the same indication for up to seven years, plus an additional
six months for pediatric exclusivity, as applicable, unless we show superior safety or efficacy, or qualify under
certain other limited exceptions;

�
if we are unable to achieve and maintain adequate levels of coverage and reimbursement for our products or
product candidates, if approved, their commercial success may be severely hindered;
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�
we rely on third parties to conduct preclinical studies and manufacture commercial supplies and any disruptions in
those relationships could have a material adverse effect on our business;

�
we operate in a very competitive business environment and if we are unable to compete successfully against our
existing or potential competitors, our sales and operating results may be negatively affected and we may not grow;

�
if we are unable to establish sales and marketing capabilities or enter into agreements with third parties to market
and sell our product candidates, we may be unable to generate any revenue;

�
if we or our sales representatives fail to comply with U.S. federal and state fraud and abuse laws, we could be
subject to civil and criminal penalties, which could adversely impact our reputation and business operations; and

�
if we are unable to protect our intellectual property rights, our competitive position could be harmed or we could
be required to incur significant expenses to enforce or defend our rights.

Corporate Information

We were incorporated in Delaware in January 2007. Our principal executive offices are located at 50 Tice Boulevard, Suite 315, Woodcliff
Lake, New Jersey 07677, and our telephone number is (201) 326-5300. Our corporate website address is www.eagleus.com. Information
contained on or accessible through our website is not a part of this prospectus, and the inclusion of our website address in this prospectus is an
inactive textual reference only.

This prospectus contains references to trademarks belonging to other entities. Solely for convenience, trademarks and trade names referred to in
this prospectus, including logos, artwork and other visual displays, may appear without the ® or TM symbols. We do not intend our use or display
of other companies' trade names or trademarks to imply a relationship with, or endorsement or sponsorship of us by, any other companies.

We are an "emerging growth company," as defined in the Jumpstart Our Business Startups Act of 2012, or JOBS Act. We will remain an
emerging growth company until the earlier of (1) the last day of the fiscal year (a) following the fifth anniversary of the completion of this
offering, (b) in which we have total annual gross revenue of at least $1.0 billion, or (c) in which we are deemed to be a large accelerated filer,
which means the market value of our common stock that is held by non-affiliates exceeded $700.0 million as of the prior March 31st, and (2) the
date on which we have issued more than $1.0 billion in non-convertible debt during the prior three-year period. We refer to the Jumpstart Our
Business Startups Act of 2012 herein as the "JOBS Act" and references herein to "emerging growth company" shall have the meaning associated
with it in the JOBS Act.
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 THE OFFERING

Shares of common stock offered by us 3,350,000 shares
Shares of common stock to be outstanding after this
offering 13,918,742 shares (of which 34.0% will be held by non-affiliates)
Option to purchase additional shares 502,500 shares
Use of proceeds We intend to use the net proceeds from this offering for research and development

expenses, to expand U.S. and international sales and marketing efforts, and for working
capital and other general corporate purposes, including for costs and expenses
associated with being a public company. See "Use of Proceeds."

Nasdaq Global Market symbol "EGRX"
Risk factors You should read the "Risk Factors" section of this prospectus for a discussion of certain

of the factors to consider carefully before deciding to purchase any shares of our
common stock.

Certain of our existing principal stockholders and their affiliated entities have agreed to purchase an aggregate of approximately $6.5 million in
shares of our common stock in this offering at the initial public offering price.

The number of shares of our common stock to be outstanding after this offering is based on 10,568,742 shares of common stock outstanding as
of December 31, 2013 (on a pro forma basis), and excludes:

�
841,104 shares of common stock issuable upon the exercise of outstanding stock options as of December 31, 2013,
under our 2007 Incentive Compensation Plan, or 2007 Plan, at a weighted average exercise price of $5.55 per
share;

�
246,239 shares of common stock reserved for future grant or issuance under the 2007 Plan as of December 31,
2013; provided however, that in connection with this offering, the 2007 Plan will be terminated so that no further
awards may be granted under the 2007 Plan;

�
974,311 shares of common stock reserved for future issuance under our 2014 Equity Incentive Plan, or the 2014
Plan, which will become effective as of the date of the effectiveness of this registration statement (including
246,239 shares of common stock reserved for issuance under our 2007 Plan that will be added to the shares
reserved under the 2014 Plan upon termination of the 2007 Plan); and

�
180,943 shares of common stock reserved for future issuance under our 2014 Employee Stock Purchase Plan, or
the ESPP, which will become effective as of the date of the effectiveness of this registration statement.

Unless otherwise indicated, all information contained in this prospectus assumes:

�
the conversion of all our outstanding preferred stock into an aggregate of 7,487,928 shares of common stock in
connection with the closing of this offering;
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�
the net exercise of preferred stock warrants that were outstanding as of December 31, 2013, based on an initial
public offering price of $15.00, into 32,683 shares of common stock;

�
no exercise by the underwriters of their option to purchase up to an additional 502,500 shares of our common
stock;

�
the filing of our amended and restated certificate of incorporation and the adoption of our amended and restated
bylaws immediately prior to the closing of this offering; and

�
a one-for-6.41 reverse stock split of our common stock (that resulted in a proportional adjustment to the
conversion ratio of our preferred stock).

We refer to our Series A, Series B, Series B-1 and Series C preferred stock collectively as "preferred stock" in this prospectus, as well as for
financial reporting purposes and in the financial tables included in this prospectus. We refer to our outstanding warrants to purchase shares of
our Series C preferred stock issued in August and September of 2012 as "preferred stock warrants" in this prospectus.
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 SUMMARY FINANCIAL DATA

The following table summarizes certain of our financial data. We derived the summary statement of operations data for the fiscal years ended
September 30, 2013 and 2012 from our audited financial statements and related notes appearing elsewhere in this prospectus. The summary
financial data as of December 31, 2013, and for the three months ended December 31, 2013 and 2012, have been derived from our unaudited
financial statements included elsewhere in this prospectus. Our historical results are not necessarily indicative of the results that may be expected
in the future and results of interim periods are not necessarily indicative of the results for the entire fiscal year. The summary financial data
should be read together with our financial statements and related notes, "Selected Financial Data" and "Management's Discussion and Analysis
of Financial Condition and Results of Operations" appearing elsewhere in this prospectus.

Three Months Ended December 31, Year Ended September 30,

2013 2012 2013 2012
Total revenue $ 5,491,565 $ 1,483,066 $ 13,678,903 $ 2,539,402
Cost of revenue 4,624,193 211,156 7,380,825 3,166,593
Research and development 2,588,965 2,218,615 9,795,542 12,804,684
Selling, general and administrative 1,343,861 1,930,770 4,957,660 6,398,863

Total operating expenses 8,557,019 4,360,541 22,134,027 22,370,140

Loss from operations (3,065,454) (2,877,475) (8,455,124) (19,830,738)
Total other income/(expense), net (189,688) (503,713) 1,507,948 (333,164)

Loss before income tax benefit (3,255,142) (3,381,188) (6,947,176) (20,163,902)
Income tax benefit � 898,703 898,703 781,261

Net loss $ (3,255,142) $ (2,482,485) $ (6,048,473) $ (19,382,641)
Less dividends to Series A, B, B-1 and C
Convertible Preferred Stock (1,132,222) (819,134) (3,836,777) (3,933,425)

Net loss attributable to common stockholders $ (4,387,364) $ (3,301,619) $ (9,885,250) $ (23,316,066)

Basic and diluted net loss per common share(1) $ (1.44) $ (1.09) $ (3.25) $ (14.11)

Basic and diluted weighted average shares of common stock
outstanding(1) 3,048,131 3,032,965 3,044,308 1,652,904

Pro forma basic and diluted loss per share $ (0.31) $ (0.63)

Pro forma weighted average common shares outstanding
basic and diluted 10,568,742 9,646,934

(1)

See Note 3 of our Notes to Financial Statements appearing elsewhere in this prospectus for an explanation of the method used to calculate the basic and
diluted net loss per common share and the number of shares used in the computation of the per share amounts.
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As of December 31, 2013

Actual Pro Forma(1)
Pro Forma

as Adjusted(2)

Balance Sheet Data
Cash and cash equivalents $ 9,974,305 $ 9,974,305 $ 55,181,446
Working capital (deficit) $ (299,975) $ (299,975) $ 44,907,166
Total assets $ 18,010,088 $ 18,010,088 $ 62,566,988
Convertible Preferred Stock $ 91,115,222 � �
Accumulated deficit $ (106,523,421) $ (106,523,421) $ (106,523,421)
Total stockholders' equity (deficit) $ (92,238,274) $ 774,729 $ 45,464,629

(1)

Pro forma amounts reflect the conversion of (i) all our outstanding shares of preferred stock as of December 31, 2013 into an aggregate of 7,487,928
shares of our common stock and (ii) the issuance of 32,683 shares of common stock upon conversion of the preferred shares issuable upon the net
exercise of outstanding warrants that would otherwise expire upon the completion of this offering, based on an initial offering price of $15.00 per share.

(2)

Pro forma as adjusted amounts reflect the pro forma conversion adjustments described in footnote (1) above, as well as the sale of 3,350,000 shares of
our common stock in this offering at an initial public offering price of $15.00 per share, and after deducting the underwriting discounts and
commissions and estimated offering expenses payable by us.
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 RISK FACTORS

An investment in shares of our common stock involves a high degree of risk. You should carefully consider the following information about these
risks, together with the other information appearing elsewhere in this prospectus, before deciding to invest in our common stock. The
occurrence of any of the following risks could have a material adverse effect on our business, financial condition, results of operations and
future growth prospects. In these circumstances, the market price of our common stock could decline, and you may lose all or part of your
investment.

Risks Related to Our Financial Condition and Need for Additional Capital

We have incurred significant losses since our inception and we will continue to incur significant losses for the foreseeable future and may
never be profitable.

We have a limited operating history. To date, we have focused primarily on developing a broad product portfolio and have obtained regulatory
approval for two products. Some of our product candidates will require substantial additional development time and resources before we would
be able to receive regulatory approvals, implement commercialization strategies and begin generating revenue from product sales. We may not
generate significant revenue from sales of our product candidates in the near-term, if ever. We have incurred significant net losses of $3.3
million and $2.5 million for the three months ended December 31, 2013 and 2012, respectively. We have incurred significant net losses of
$6.0 million and $19.4 million for the years ended September 30, 2013 and 2012, respectively. As of December 31, 2013, we had an
accumulated deficit of $106.5 million.

We have devoted most of our financial resources to product development. To date, we have financed our operations primarily through the sale of
equity and debt securities. The size of our future net losses will depend, in part, on the rate of future expenditures and our ability to generate
revenue. To date, only EP-1101 (argatroban) has been commercialized, and if our product candidates are not successfully developed or
commercialized, or if revenue is insufficient following marketing approval, we will not achieve profitability and our business may fail. Even if
we successfully obtain regulatory approval to market our product candidates in the United States, our revenue is also dependent upon the size of
the markets outside of the United States, as well as our ability to obtain market approval and achieve commercial success in those jurisdictions.

Because of the numerous risks and uncertainties associated with pharmaceutical product development, we are unable to fully predict the timing
or amount of our expenses, but we expect to continue to incur substantial expenses, which we expect to increase as we expand our development
activities and product portfolio. As a result of the foregoing, we expect to continue to incur significant and increasing losses and negative cash
flows for the foreseeable future, which may increase compared to past periods. We believe that the net proceeds from this offering and our
existing cash and cash equivalents, together with interest thereon, may only be sufficient to fund our operations through the third quarter of fiscal
year 2015.

If we fail to obtain additional financing, we would be forced to delay, reduce or eliminate our product development programs.

Developing pharmaceutical products, including conducting preclinical studies and clinical trials, is expensive. We expect our development
expenses to substantially increase in connection with our ongoing activities, particularly as we advance our clinical programs.

We estimate that the net proceeds from this offering will be approximately $44.7 million, based on an initial public offering price of $15.00 per
share and after deducting the underwriting discounts and commissions and estimated offering expenses payable by us. Regardless of our
expectations as to how long our net proceeds from this offering will fund our operations, changing circumstances beyond our
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control may cause us to consume capital more rapidly than we currently anticipate. For example, our product development efforts could
encounter technical or other difficulties that could increase our development costs more than we expect. In any event, we may require additional
capital prior to obtaining regulatory approval for, or commercializing, any of our product candidates.

In addition, attempting to secure additional financing may divert our management from our day-to-day activities, which may adversely affect our
ability to develop and commercialize our product candidates. We cannot guarantee that future financing will be available in sufficient amounts
or on terms acceptable to us, if at all. If we are unable to raise additional capital when required or on acceptable terms, we may be required to:

�
significantly delay, scale back or discontinue the development or commercialization of our product candidates;

�
seek corporate partners for our product candidates at an earlier stage than otherwise would be desirable or on terms
that are less favorable than might otherwise be available;

�
relinquish or license on unfavorable terms, our rights to technologies or product candidates that we otherwise
would seek to develop or commercialize ourselves; or

�
significantly curtail, or cease, operations.

The occurence of any of these factors could have a material adverse effect on our business, operating results and prospects.

We may sell additional equity or incur debt to fund our operations, which may result in dilution to our stockholders and impose restrictions
on our business.

In order to raise additional funds to support our operations, we may sell additional equity or incur debt, which could adversely impact our
stockholders, as well as our business. The sale of additional equity or convertible debt securities would result in the issuance of additional shares
of our capital stock and dilution to all of our stockholders. The incurrence of indebtedness would result in increased fixed payment obligations
and could also result in certain restrictive covenants, such as limitations on our ability to incur additional debt, limitations on our ability to
acquire, sell or license intellectual property rights and other operating restrictions that could adversely impact our ability to conduct our business.

We may not have enough available cash or be able to raise additional funds on satisfactory terms, if at all, through equity or debt financings to
repay our indebtedness at the time any such repayment is required (causing a default under such indebtedness), which could have a material
adverse effect on our business, financial condition and results of operations.

Our short operating history makes it difficult to evaluate our business and prospects.

We were incorporated in and have only been conducting operations since 2007. Our operations to date have been limited to developing and
bringing to market a limited number of products and developing our other product candidates. Consequently, any predictions about our future
performance may not be as accurate as they could be if we had a history of successfully developing and commercializing a significant number of
pharmaceutical products.

Our independent registered public accounting firm has expressed substantial doubt about our ability to continue as a going concern, which
may hinder our ability to obtain future financing.

Our independent registered public accounting firm stated that our financial statements for the fiscal years ended September 30, 2013 and 2012
were prepared assuming that we would continue as a going concern, and that certain matters raise substantial doubt about our ability to continue
as a going
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concern. Such doubts are based on our recurring net losses, accumulated deficit and deficiency in working capital. We continue to experience
losses. Our ability to continue as a going concern is subject to our ability to generate a profit and/or obtain necessary funding from outside
sources, including by the sale of common stock in this offering, or obtaining loans from financial institutions or other financing arrangements.
Our continued losses and "going concern" audit reports increase the difficulty of our meeting such goals and our efforts to continue as a going
concern may not prove successful notwithstanding this offering.

Risks Related to Regulatory Approval

We are heavily dependent on the success of our lead product candidates EP-3101 (bendamustine RTD), EP-3102 (bendamustine short
infusion time), Ryanodex (dantrolene for MH) and EP-4104 (dantrolene for EHS). We cannot give any assurance that we will receive
regulatory approval for such product candidates, which is necessary before they can be commercialized.

Our business and future success are substantially dependent on our ability to successfully and timely develop, obtain regulatory approval for, and
commercialize our lead product candidates EP-3101 (bendamustine RTD), EP-3102 (bendamustine short infusion time), Ryanodex (dantrolene
for MH) and EP-4104 (dantrolene for EHS). Any delay or setback in the development of any of these product candidates could adversely affect
our business. Our planned development, approval and commercialization of these product candidates may fail to be completed in a timely
manner or at all. Our other product candidates, EP-6101 (bivalirudin) and EP-5101 (pemetrexed), are at an earlier development stage and it will
require additional time and resources to develop and seek regulatory approval for such product candidates and, if we are successful, to proceed
with commercialization. We cannot provide assurance that we will be able to obtain approval for any of our product candidates from the FDA or
any foreign regulatory authority or that we will obtain such approval in a timely manner. For example, in August 2009, we submitted our
product EP-2101 (topotecan) for approval in the United States under the 505(b)(2) regulatory pathway, referencing the brand product, Hycamtin.
Ultimately, the FDA determined that it could not approve the application as submitted due to the amount of active drug per vial in our product
and the potential for unintentional overdose. Based on the FDA's feedback and our determination that the market for topotecan had become
overly competitive with multiple players, we decided not to continue to pursue product approval and we do not currently have plans to
commercialize EP-2101 (topotecan) in the United States.

If the FDA does not conclude that our product candidates satisfy the requirements for the 505(b)(2) regulatory approval pathway, or if the
requirements for approval of any of our product candidates under Section 505(b)(2) are not as we expect, the approval pathway for our
product candidates will likely take significantly longer, cost significantly more and encounter significantly greater complications and risks
than anticipated, and in any case may not be successful.

We intend to seek FDA approval through the 505(b)(2) regulatory pathway for each of our product candidates described in this prospectus. The
Drug Price Competition and Patent Term Restoration Act of 1984, also known as the Hatch-Waxman Act, added Section 505(b)(2) to the
Federal Food, Drug and Cosmetic Act, or FDCA. Section 505(b)(2) permits the filing of an NDA where at least some of the information
required for approval comes from studies that were not conducted by or for the applicant.

If the FDA does not allow us to pursue the 505(b)(2) regulatory pathway for our product candidates as anticipated, we may need to conduct
additional clinical trials, provide additional data and information and meet additional standards for regulatory approval. If this were to occur, the
time and financial resources required to obtain FDA approval for our product candidates would likely substantially increase. Moreover, the
inability to pursue the 505(b)(2) regulatory pathway could result in new competitive products reaching the market faster than our product
candidates, which could
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materially adversely impact our competitive position and prospects. Even if we are allowed to pursue the 505(b)(2) regulatory pathway for a
product candidate, we cannot assure you that we will receive the requisite or timely approvals for commercialization of such product candidate.

In addition, we expect that our competitors will file citizens' petitions with the FDA in an attempt to persuade the FDA that our product
candidates, or the clinical studies that support their approval, contain deficiencies. Such actions by our competitors could delay or even prevent
the FDA from approving any NDA that we submit under Section 505(b)(2).

Clinical development is a lengthy and expensive process with an uncertain outcome, and results of earlier studies and trials may not be
predictive of future trial results. Failure can occur at any stage of clinical development.

Clinical testing, even when utilizing the 505(b)(2) pathway, is expensive and can take many years to complete, and its outcome is inherently
uncertain. Failure can occur at any time during the clinical trial process, even with active ingredients that have previously been approved by the
FDA as safe and effective. The results of preclinical studies and early clinical trials of our product candidates may not be predictive of the results
of later stage clinical trials. A number of companies in the biopharmaceutical industry have suffered significant setbacks in advanced clinical
trials due to lack of efficacy or adverse safety profiles, notwithstanding promising results in earlier trials.

Our product candidates are in various stages of development, from early stage to late stage. Clinical trial failures may occur at any stage and may
result from a multitude of factors both within and outside our control, including flaws in formulation, adverse safety or efficacy profile and flaws
in trial design, among others. If the trials result in negative or inconclusive results, we or our collaborators may decide, or regulators may require
us, to discontinue trials of the product candidates or conduct additional clinical trials or preclinical studies. In addition, data obtained from trials
and studies are susceptible to varying interpretations, and regulators may not interpret our data as favorably as we do, which may delay, limit or
prevent regulatory approval. For these reasons, our future clinical trials may not be successful.

We do not know whether any future clinical trials we may conduct will demonstrate consistent or adequate efficacy and safety to obtain
regulatory approval to market our product candidates. If any product candidate for which we are conducting clinical trials is found to be unsafe
or lack efficacy, we will not be able to obtain regulatory approval for it. If we are unable to bring any of our current or future product candidates
to market, our business would be materially harmed and our ability to create long-term stockholder value will be limited.

Delays in clinical trials are common and have many causes, and any delay could result in increased costs to us and could jeopardize or delay
our ability to obtain regulatory approval and commence product sales. We may also find it difficult to enroll patients in our clinical trials,
which could delay or prevent development of our product candidates.

We may experience delays in clinical trials of our product candidates. Our planned clinical trials may not begin on time, have an effective
design, enroll a sufficient number of patients or be completed on schedule, if at all. Our clinical trials can be delayed for a variety of reasons,
including:

�
inability to raise or delays in raising funding necessary to initiate or continue a trial;

�
delays in obtaining regulatory approval to commence a trial;

�
delays in reaching agreement with the FDA on final trial design;

�
imposition of a clinical hold for safety reasons or following an inspection of our clinical trial operations or trial
sites by the FDA or other regulatory authorities;
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�
delays in reaching agreement on acceptable terms with prospective contract research organizations, or CROs, and
clinical trial sites, or failure by such CROs to carry out the clinical trial at each site in accordance with the terms of
our agreements with them;

�
delays in obtaining required institutional review board, or IRB, approval at each site;

�
difficulties or delays in having patients complete participation in a trial or return for post-treatment follow-up;

�
clinical sites electing to terminate their participation in one of our clinical trials, which would likely have a
detrimental effect on subject enrollment;

�
time required to add new clinical sites; or

�
delays by our contract manufacturers to produce and deliver sufficient supply of clinical trial materials.

If initiation or completion of our planned clinical trials is delayed for any of the above reasons or other reasons, our development costs may
increase, our regulatory approval process could be delayed and our ability to commercialize and commence sales of our product candidates
could be materially harmed, which could have a material adverse effect on our business.

In addition, identifying and qualifying patients to participate in clinical trials of our product candidates is critical to our success. The timing of
our clinical trials depends on the speed at which we can recruit patients to participate in testing our product candidates as well as completion of
required follow-up periods. We may not be able to identify, recruit and enroll a sufficient number of patients, or those with required or desired
characteristics or to complete our clinical trials in a timely manner. Patient enrollment is and completion of the trials is affected by factors
including:

�
severity of the disease under investigation;

�
design of the trial protocol;

�
size of the patient population;

�
eligibility criteria for the trial in question;

�
perceived risks and benefits of the product candidate under trial;

�
proximity and availability of clinical trial sites for prospective patients;

�
availability of competing therapies and clinical trials;

�
efforts to facilitate timely enrollment in clinical trials;

�
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�
ability to monitor patients adequately during and after treatment.

Our products or product candidates may cause adverse effects or have other properties that could delay or prevent their regulatory approval
or limit the scope of any approved label or market acceptance, or result in significant negative consequences following marketing approval,
if any.

As with many pharmaceutical and biological products, treatment with our products or product candidates may produce undesirable side effects
or adverse reactions or events. Although the nature of our products or product candidates as containing active ingredients that have already been
approved means that the side effects arising from the use of the active ingredient or class of drug in our products or product candidates is
generally known, our products or product candidates may still cause undesireable side effects. These could be attributed to the active ingredient
or class of drug or to our unique formulation of such products or product candidates, or other potentially harmful characteristics. Such
characteristics could cause us, our IRBs, clinical trial sites, the FDA or other
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regulatory authorities to interrupt, delay or halt clinical trials and could result in a more restrictive label or the delay, denial or withdrawal of
regulatory approval, which may harm our business, financial condition and prospects significantly.

Further, if any of our products cause serious or unexpected side effects after receiving market approval, a number of potentially significant
negative consequences could result, including:

�
regulatory authorities may withdraw their approval of the product or impose restrictions on its distribution;

�
the FDA may require implementation of a Risk Evaluation and Mitigation Strategy, or REMS;

�
regulatory authorities may require the addition of labeling statements, such as warnings or contraindications;

�
we may be required to change the way the product is administered or conduct additional clinical studies;

�
we could be sued and held liable for harm caused to patients; or

�
our reputation may suffer.

Any of these events could prevent us from achieving or maintaining market acceptance of the affected product or product candidate and could
substantially increase the costs of commercializing our products and product candidates.

The regulatory approval processes of the FDA and comparable foreign authorities are lengthy, time consuming and inherently
unpredictable, and if we are ultimately unable to obtain regulatory approval for our product candidates, our business will be substantially
harmed.

The time required to obtain approval by the FDA and comparable foreign authorities is unpredictable but typically takes many years following
the commencement of clinical trials and depends upon numerous factors, including the substantial discretion of the regulatory authorities. In
addition, approval policies, regulations or the type and amount of clinical data necessary to gain approval may change during the course of a
product candidate's clinical development and may vary among jurisdictions. To date we have obtained regulatory approval for one product in the
United States and one product in Europe, but it is possible that none of our existing product candidates or any product candidates we may seek to
develop in the future will ever obtain regulatory approval in the United States or other jurisdictions.

Our product candidates could fail to receive regulatory approval for many reasons, including the following:

�
the FDA or comparable foreign regulatory authorities may disagree that our changes to branded reference drugs
meet the criteria for the 505(b)(2) regulatory pathway or foreign regulatory pathways;

�
we may be unable to demonstrate to the satisfaction of the FDA or comparable foreign regulatory authorities that a
product candidate is safe and effective or comparable to its branded reference product for its proposed indication;

�
the results of any clinical trials we conduct may not meet the level of statistical significance required by the FDA
or comparable foreign regulatory authorities for approval;

�
we may be unable to demonstrate that a product candidate's clinical and other benefits outweigh its safety risks;
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�
the FDA or comparable foreign regulatory authorities may fail to approve the manufacturing processes or facilities
of third party manufacturers with which we contract for clinical and commercial supplies; and

�
the approval policies or regulations of the FDA or comparable foreign regulatory authorities may change
significantly in a manner rendering our clinical data insufficient for approval.

This lengthy approval process as well as the unpredictability of future clinical trial results may result in our failing to obtain regulatory approval
to market our product candidates, which would harm our business, results of operations and prospects significantly.

In addition, even if we were to obtain approval, regulatory authorities may approve any of our product candidates for fewer or more limited
indications than we request, may not approve the price we intend to charge for our products, may grant approval contingent on the performance
of costly post-marketing clinical trials or may approve a product candidate with a label that does not include the labeling claims necessary or
desirable for the successful commercialization of that product candidate. Any of the foregoing scenarios could harm the commercial prospects
for our product candidates.

We have limited experience using the 505(b)(2) regulatory pathway to submit an NDA or any similar drug approval filing to the FDA, and we
cannot be certain that any of our product candidates will receive regulatory approval. For example, we obtained FDA approval for our product
EP-1101 (argatroban) using the 505(b)(2) regulatory pathway, but, after discussions with the FDA, we decided not to continue pursuing FDA
approval of our product EP-2101 (topotecan). The FDA determined that it could not approve the application as submitted due to the amount of
active drug per vial in our product and the potential for unintentional overdose. Based on the FDA's feedback and our determination that the
market for topotecan had become overly competitive with multiple players, we decided not to continue to pursue product approval and we do not
currently have plans to commercialize EP-2101 (topotecan) in the United States. If we do not receive regulatory approvals for our product
candidates, we may not be able to continue our operations. Even if we successfully obtain regulatory approvals to market one or more of our
product candidates, our revenue will be dependent, to a significant extent, upon the size of the markets in the territories for which we gain
regulatory approval. If the markets for patients or indications that we are targeting are not as significant as we estimate, we may not generate
significant revenue from sales of such products, if approved.

An NDA submitted under Section 505(b)(2) subjects us to the risk that we may be subject to a patent infringement lawsuit that would delay
or prevent the review or approval of our product candidate.

Our product candidates will be submitted to the FDA for approval under Section 505(b)(2) of the FDCA. Section 505(b)(2) permits the
submission of an NDA where at least some of the information required for approval comes from studies that were not conducted by, or for, the
applicant and on which the applicant has not obtained a right of reference. The 505(b)(2) application would enable us to reference published
literature and/or the FDA's previous findings of safety and effectiveness for the branded reference drug. For NDAs submitted under
Section 505(b)(2) of the FDCA, the patent certification and related provisions of the Hatch-Waxman Act apply. In accordance with the
Hatch-Waxman Act, such NDAs may be required to include certifications, known as paragraph IV certifications, that certify that any patents
listed in the Patent and Exclusivity Information Addendum of the FDA's publication, Approved Drug Products with Therapeutic Equivalence
Evaluations, commonly known as the Orange Book, with respect to any product referenced in the 505(b)(2) application, are invalid,
unenforceable or will not be infringed by the manufacture, use or sale of the product that is the subject of the 505(b)(2) NDA.
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Under the Hatch-Waxman Act, the holder of patents that the 505(b)(2) application references may file a patent infringement lawsuit after
receiving notice of the paragraph IV certification. Filing of a patent infringement lawsuit against the filer of the 505(b)(2) applicant within
45 days of the patent owner's receipt of notice triggers a one-time, automatic, 30-month stay of the FDA's ability to approve the 505(b)(2) NDA,
unless patent litigation is resolved in the favor of the paragraph IV filer or the patent expires before that time. Accordingly, we may invest a
significant amount of time and expense in the development of one or more product candidates only to be subject to significant delay and patent
litigation before such product candidates may be commercialized, if at all. In addition, a 505(b)(2) application will not be approved until any
non-patent exclusivity, such as exclusivity for obtaining approval of a new chemical entity, or NCE, listed in the Orange Book for the referenced
product has expired. The FDA may also require us to perform one or more additional clinical studies or measurements to support the change
from the branded reference drug, which could be time consuming and could substantially delay our achievement of regulatory approvals for such
product candidates. The FDA may also reject our future 505(b)(2) submissions and require us to file such submissions under Section 505(b)(1)
of the FDCA, which would require us to provide extensive data to establish safety and effectiveness of the drug for the proposed use and could
cause delay and be considerably more expensive and time consuming. These factors, among others, may limit our ability to successfully
commercialize our product candidates.

Companies that produce branded reference drugs routinely bring litigation against abbreviated new drug application, or ANDA, or 505(b)(2)
applicants that seek regulatory approval to manufacture and market generic and reformulated forms of their branded products. These companies
often allege patent infringement or other violations of intellectual property rights as the basis for filing suit against an ANDA or 505(b)(2)
applicant. Likewise, patent holders may bring patent infringement suits against companies that are currently marketing and selling their
approved generic or reformulated products. We filed an application with the FDA for our EP-3101 (bendamustine RTD) product candidate
through the 505(b)(2) regulatory pathway on September 6, 2013, referencing Teva's Treanda product, including a paragraph IV certification
stating our belief that our bendamustine product will not infringe Teva's patents on Treanda. We notified Teva of our 505(b)(2) filing and
paragraph IV certification, and Teva filed a patent infringement lawsuit against us in the United States District Court for the District of Delaware
on October 21, 2013. Teva's filing of the lawsuit invoked a 30-month stay of FDA approval of our bendamustine product, which will delay the
FDA from approving EP-3101 (bendamustine RTD) until the earlier of the March 2016 expiration of the 30-month stay imposed by the
Hatch-Waxman Act, or such time as the district court enters judgment in our favor or otherwise acts to shorten the stay. Moreover, regardless of
when the 30-month stay is resolved or expires, the FDA may still be prohibited from approving our 505(b)(2) NDA due to Teva's unexpired
orphan drug and related pediatric exclusivities for Treanda. Specifically, Teva has received orphan drug and pediatric exclusivity expiring in
September 2015 and May 2016 for the CLL and NHL indications (as defined in "Business�Our Products and Product Portfolio"), respectively.
When a drug, such as Treanda, has orphan drug exclusivity, the FDA may not approve any other application to market the same drug for the
same indication for a period of up to seven years, except in limited circumstances, such as a showing of clinical superiority over the product with
orphan exclusivity. In the United States, pediatric exclusivity adds six months to any existing exclusivity period. If we cannot demonstrate that
EP-3101 is clinically superior to Treanda, or qualify under certain other limited exceptions, we will not be able to enter the market for the CLL
indication until September 2015 (assuming the 30-month stay is resolved by that time) or the NHL indication until May 2016.

Litigation to enforce or defend intellectual property rights is often complex and often involves significant expense and can delay or prevent
introduction or sale of our product candidates. If patents are held to be valid and infringed by our product candidates in a particular jurisdiction,
we would, unless we could obtain a license from the patent holder, be required to cease selling in that jurisdiction
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and may need to relinquish or destroy existing stock in that jurisdiction. There may also be situations where we use our business judgment and
decide to market and sell our approved products, notwithstanding the fact that allegations of patent infringement(s) have not been finally
resolved by the courts, which is known as an "at-risk launch." The risk involved in doing so can be substantial because the remedies available to
the owner of a patent for infringement may include, among other things, damages measured by the profits lost by the patent owner and not
necessarily by the profits earned by the infringer. In the case of a willful infringement, the definition of which is subjective, such damages may
be increased up to three times. Moreover, because of the discount pricing typically involved with bioequivalent and, to a lesser extent, 505(b)(2),
products, patented branded products generally realize a substantially higher profit margin than bioequivalent and, to a lesser extent, 505(b)(2),
products, resulting in disproportionate damages compared to any profits earned by the infringer. An adverse decision in patent litigation could
have a material adverse effect on our business, financial position and results of operations and could cause the market value of our common
stock to decline.

The FDA and other regulatory agencies actively enforce the laws and regulations prohibiting the promotion of off-label uses.

If we are found to have improperly promoted off-label uses of our products or product candidates, if approved, we may become subject to
significant liability. Such enforcement has become more common in the industry. The FDA and other regulatory agencies strictly regulate the
promotional claims that may be made about prescription products, such as our product candidates, if approved. In particular, a product may not
be promoted for uses that are not approved by the FDA or such other regulatory agencies as reflected in the product's approved labeling. If we
receive marketing approval for our product candidates for our proposed indications, physicians may nevertheless use our products for their
patients in a manner that is inconsistent with the approved label, if the physicians personally believe in their professional medical judgment it
could be used in such manner. However, if we are found to have promoted our products for any off-label uses, the federal government could
levy civil, criminal and/or administrative penalties, and seek fines against us. The FDA or other regulatory authorities could also request that we
enter into a consent decree or a corporate integrity agreement, or seek a permanent injunction against us under which specified promotional
conduct is monitored, changed or curtailed. If we cannot successfully manage the promotion of our product candidates, if approved, we could
become subject to significant liability, which would materially adversely affect our business and financial condition.

Our business is subject to extensive regulatory requirements and our approved product and product candidates that obtain regulatory
approval will be subject to ongoing and continued regulatory review, which may result in significant expense and limit our ability to
commercialize such products.

Even after a product is approved, we will remain subject to ongoing FDA and other regulatory requirements governing the labeling, packaging,
storage, distribution, safety surveillance, advertising, promotion, import, export, record-keeping and reporting of safety and other post-market
information. The holder of an approved NDA is obligated to monitor and report adverse events, or AEs, and any failure of a product to meet the
specifications in the NDA. The holder of an approved NDA must also submit new or supplemental applications and obtain FDA approval for
certain changes to the approved product, product labeling or manufacturing process. Advertising and promotional materials must comply with
FDA rules and are subject to FDA review, in addition to other potentially applicable federal and state laws. In addition, the FDA may impose
significant restrictions on the approved indicated uses for which the product may be marketed or on the conditions of approval. For example, a
product's approval may contain requirements for potentially costly post-approval studies and surveillance to monitor the safety and efficacy of
the product, or the imposition of a REMS program.
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Manufacturers of drug products and their facilities are subject to payment of user fees and continual review and periodic inspections by the FDA
and other regulatory authorities for compliance with current good manufacturing practices, or cGMP, and adherence to commitments made in
the NDA. If we or a regulatory agency discovers previously unknown problems with a product, such as AEs of unanticipated severity or
frequency, or problems with the facility where the product is manufactured, a regulatory agency may impose restrictions relative to that product
or the manufacturing facility, including requiring product recall, notice to physicians, withdrawal of the product from the market or suspension
of manufacturing.

If we or our products or product candidates or our manufacturing facilities fail to comply with applicable regulatory requirements, a regulatory
agency may:

�
issue warning letters or untitled letters asserting that we are in violation of the law;

�
impose restrictions on the marketing or manufacturing of the product;

�
seek an injunction or impose civil, criminal and/or administrative penalties, damages, assess monetary fines,
require disgorgement, consider exclusion from participation in Medicare, Medicaid and other federal healthcare
programs and require curtailment or restructuring of our operations;

�
suspend or withdraw regulatory approval;

�
suspend any ongoing clinical trials;

�
refuse to approve a pending NDA or supplements to an NDA submitted by us;

�
seize product; or

�
refuse to allow us to enter into government contracts.

Similar postmarket requirements may apply in foreign jurisdictions in which we may seek approval of our products. Any government
investigation of alleged violations of law could require us to expend significant time and resources in response and could generate negative
publicity. The occurrence of any event or penalty described above may inhibit our ability to commercialize our products and generate revenues.

In addition, the FDA's regulations, policies or guidance may change and new or additional statutes or government regulations in the United
States and other jurisdictions may be enacted that could prevent or delay regulatory approval of our product candidates or further restrict or
regulate post-approval activities. For example, the Food and Drug Administration Safety and Innovation Act, or FDASIA, requires the FDA to
issue new guidance on permissible forms of internet and social media promotion of regulated medical products, and the FDA may soon specify
new restrictions on this type of promotion. We cannot predict the likelihood, nature or extent of adverse government regulation that may arise
from pending or future legislation or administrative action, either in the United States or abroad. If we are not able to achieve and maintain
regulatory compliance, we may not be permitted to market our products and/or product candidates, which would adversely affect our ability to
generate revenue and achieve or maintain profitability.
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Our employees, independent contractors, principal investigators, consultants, commercial partners and vendors may engage in misconduct
or other improper activities, including non-compliance with regulatory standards and requirements and insider trading.

We are exposed to the risk that our employees, independent contractors, principal investigators, consultants, commercial partners and vendors
may engage in fraudulent conduct or other illegal activity. Misconduct by these parties could include intentional, reckless and/or negligent
conduct that violates (1) the laws of the United States FDA and similar foreign regulatory bodies, including those laws requiring the reporting of
true, complete and accurate information to such regulatory bodies; (2) healthcare fraud and abuse laws of the United States and similar foreign
fraudulent misconduct laws; and (3) laws requiring the reporting of financial information or data accurately. Specifically, the promotion, sales
and marketing of health care items and services, as well as certain business arrangements in the healthcare industry are subject to extensive laws
designed to prevent misconduct, including fraud, kickbacks, self-dealing and other abusive practices. These laws may restrict or prohibit a wide
range of pricing, discounting, marketing, structuring and commission(s), certain customer incentive programs and other business arrangements
generally. Activities subject to these laws also involve the improper use of information obtained in the course of patient recruitment for clinical
trials. It is not always possible to identify and deter employee and other third-party misconduct. The precautions we take to detect and prevent
inappropriate conduct may not be effective in controlling unknown or unmanaged risks or losses or in protecting us from governmental
investigations or other actions or lawsuits stemming from a failure to comply with these laws. If any such actions are instituted against us, and
we are not successful in defending ourselves, those actions could have a significant impact on our business, including the imposition of civil,
criminal and administrative penalties, damages, monetary fines, possible exclusion from participation in Medicare, Medicaid and other federal
healthcare programs, contractual damages, reputational harm, diminished profits and future earnings, and curtailment of our operations, any of
which could adversely affect our ability to operate our business and our results of operations.

Any relationships with healthcare professionals, principal investigators, consultants, customers (actual and potential) and third party payors
are and will continue to be subject, directly or indirectly, to federal and state healthcare fraud and abuse laws, false claims laws, marketing
expenditure tracking and disclosure, or sunshine laws, government price reporting and health information privacy and security laws. If we
are unable to comply, or have not fully complied, with such laws, we could face penalties, including, without limitation, civil, criminal and
administrative penalties, damages, monetary fines, disgorgement, possible exclusion from participation in Medicare, Medicaid and other
federal healthcare programs, contractual damages, reputational harm, diminished profits and future earnings and curtailment or
restructuring of our operations.

Our business operations and activities may be directly, or indirectly, subject to various federal, state and local fraud and abuse laws, including,
without limitation, the federal Anti-Kickback Statute and the federal False Claims Act. These laws may impact, among other things, our current
activities with principal investigators and research subjects, as well as proposed and future sales, marketing and education programs. In addition,
we may be subject to patient privacy regulation by the federal government, state governments and foreign jurisdictions in which we conduct our
business. The laws that may affect our ability to operate include, but are not limited to:

�
the federal Anti-Kickback Statute, which prohibits, among other things, knowingly and willfully soliciting,
receiving, offering or paying any remuneration (including any kickback, bribe or rebate), directly or indirectly,
overtly or covertly, in cash or in kind, to induce, or in return for, either the referral of an individual, or the
purchase, lease, order or recommendation of any good, facility, item or service for which payment may be made,
in
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whole or in part, under a federal healthcare program, such as the Medicare and Medicaid programs;

�
federal civil and criminal false claims laws and civil monetary penalty laws, which prohibit, among other things,
individuals or entities from knowingly presenting, or causing to be presented, claims for payment or approval from
Medicare, Medicaid or other third party payors that are false or fraudulent or knowingly making a false statement
to improperly avoid, decrease or conceal an obligation to pay money to the federal government;

�
the federal Health Insurance Portability and Accountability Act of 1996, or HIPAA, which created new federal
criminal statutes that prohibit knowingly and willfully executing, or attempting to execute, a scheme to defraud
any healthcare benefit program or obtain, by means of false or fraudulent pretenses, representations or promises,
any of the money or property owned by, or under the custody or control of, any healthcare benefit program,
regardless of the payor (e.g., public or private) and knowingly and willfully falsifying, concealing or covering up
by any trick or device a material fact or making any materially false statements in connection with the delivery of,
or payment for, healthcare benefits, items or services relating to healthcare matters;

�
HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act of 2009, or
HITECH, and their respective implementing regulations, which impose requirements on certain covered healthcare
providers, health plans and healthcare clearinghouses as well as their respective business associates that perform
services for them that involve the use, or disclosure of, individually identifiable health information, relating to the
privacy, security and transmission of individually identifiable health information without appropriate
authorization;

�
the federal Physician Payment Sunshine Act, created under Section 6002 of the Patient Protection and Affordable
Care Act, as amended by the Health Care and Education Reconciliation Act of 2010, collectively, ACA, and its
implementing regulations requires manufacturers of drugs, devices, biologicals 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 United States Department of Health and Human Services, or HHS,
information related to payments or other transfers of value made to physicians (defined to include doctors, dentists,
optometrists, podiatrists and chiropractors) and teaching hospitals, as well as ownership and investment interests
held by physicians and their immediate family members, with data collection required beginning August 1, 2013
and reporting to the Centers for Medicare & Medicaid Services required by March 31, 2014 and by the 90th day of
each subsequent calendar year;

�
federal consumer protection and unfair competition laws, which broadly regulate marketplace activities and
activities that potentially harm consumers;

�
federal government price reporting laws, changed by ACA to, among other things, increase the minimum
Medicaid rebates owed by most manufacturers under the Medicaid Drug Rebate Program and offer such rebates to
additional populations, that require us to calculate and report complex pricing metrics to government programs,
where such reported prices may be used in the calculation of reimbursement and/or discounts on our marketed
drugs. Participation in these programs and compliance with the applicable requirements may subject us to
potentially significant discounts on our products, increased infrastructure costs and potentially limit our ability to
offer certain marketplace discounts;
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�
the Foreign Corrupt Practices Act, a United States law which regulates certain financial relationships with foreign
government officials (which could include, for example, certain medical professionals); and

�
state law equivalents of each of the above federal laws, such as anti-kickback, false claims, consumer protection
and unfair competition laws which may apply to our business practices, including but not limited to, research,
distribution, sales and marketing arrangements as well as submitting claims involving healthcare items or services
reimbursed by any third party payors, including commercial insurers; state laws that require pharmaceutical
companies to comply with the pharmaceutical industry's voluntary compliance guidelines and the relevant
compliance guidance promulgated by the federal government that otherwise restricts payments that may be made
to healthcare providers; state laws that require drug manufacturers to file reports with states regarding marketing
information, such as the tracking and reporting of gifts, compensations and other remuneration and items of value
provided to healthcare professionals and entities (compliance with such requirements may require investment in
infrastructure to ensure that tracking is performed properly, and some of these laws result in the public disclosure
of various types of payments and relationships, which could potentially have a negative effect on our business
and/or increase enforcement scrutiny of our activities); and state laws governing the privacy and security of health
information in certain circumstances, many of which differ from each other in significant ways, with differing
effects.

In addition, any sales of our products or product candidates once commercialized outside the United States will also likely subject us to foreign
equivalents of the healthcare laws mentioned above, among other foreign laws.

Efforts to ensure that our business arrangements will comply with applicable healthcare laws may involve substantial costs. It is possible that
governmental and enforcement authorities will conclude that our business practices may not comply with current or future statutes, regulations
or case law interpreting applicable fraud and abuse or other healthcare laws and regulations. If our operations are found to be in violation of any
of the laws described above or any other governmental regulations that apply to us, we may be subject to, without limitation, civil, criminal and
administrative penalties, damages, monetary fines, disgorgement, possible exclusion from participation in Medicare, Medicaid and other federal
healthcare programs, contractual damages, reputational harm, diminished profits and future earnings and curtailment or restructuring of our
operations, any of which could adversely affect our ability to operate.

We are required to obtain regulatory approval for each of our products in each jurisdiction in which we intend to market such products, and
the inability to obtain such approvals would limit our ability to realize their full market potential.

In order to market products outside of the United States, we must comply with numerous and varying regulatory requirements of other countries
regarding safety and efficacy. Clinical trials conducted in one country may not be accepted by regulatory authorities in other countries, and
regulatory approval in one country does not mean that regulatory approval will be obtained in any other country. However, the failure to obtain
regulatory approval in one jurisdiction may adversely impact our ability to obtain regulatory approval in another jurisdiction. Approval
processes vary among countries and can involve additional product testing and validation and additional administrative review periods. Seeking
foreign regulatory approval could result in difficulties and costs for us and require additional non-clinical studies or clinical trials which could be
costly and time consuming. Regulatory requirements can vary widely from country to country and could delay or prevent the introduction of our
products in those countries. If we fail to comply with regulatory requirements in international
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markets or to obtain and maintain required approvals, or if regulatory approval in international markets is delayed, our target market will be
reduced and our ability to realize the full market potential of our products will be harmed.

If we fail to develop, acquire or in-license other product candidates or products, our business and prospects will be limited.

Our long-term growth strategy is to develop and commercialize a portfolio of product candidates in addition to our existing product candidates.
We may also acquire or in-license such product candidates. Although we have internal research and development capacity that we believe will
enable us to make improvements to existing compounds or active ingredients, we do not have internal drug discovery capabilities to identify and
develop entirely new chemical entities or compounds. As a result, our primary means of expanding our pipeline of product candidates is to
develop improved formulations and delivery methods for existing FDA-approved products and/or select and acquire or in-license product
candidates for the treatment of therapeutic indications that complement or augment our current targets, or that otherwise fit into our development
or strategic plans on terms that are acceptable to us. Developing new formulations of existing products or identifying, selecting and acquiring or
in-licensing promising product candidates requires substantial technical, financial and human resources expertise. Efforts to do so may not result
in the actual development, acquisition or in-license of a particular product candidate, potentially resulting in a diversion of our management's
time and the expenditure of our resources with no resulting benefit. If we are unable to add additional product candidates to our pipeline, our
long-term business and prospects will be limited.

Risks Related to Commercialization of Our Products and Product Candidates

Our commercial success depends upon attaining significant market acceptance of our products and product candidates, if approved, among
physicians, nurses, pharmacists, patients and the medical community.

Even if we obtain regulatory approval for our product candidates, our product candidates may not gain market acceptance among physicians,
nurses, pharmacists, patients, the medical community or third party payors, which is critical to commercial success. Market acceptance of our
products and any product candidate for which we receive approval depends on a number of factors, including:

�
the timing of market introduction of the product candidate as well as competitive products;

�
the clinical indications for which the product candidate is approved;

�
the convenience and ease of administration to patients of the product candidate;

�
the potential and perceived advantages of such product candidate over alternative treatments;

�
the cost of treatment in relation to alternative treatments, including any similar generic treatments;

�
the availability of coverage and adequate reimbursement and pricing by third party payors and government
authorities;

�
relative convenience and ease of administration;

�
any negative publicity related to our or our competitors' products that include the same active ingredient;
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�
the prevalence and severity of adverse side effects, including limitations or warnings contained in a product's
FDA-approved labeling; and

�
the effectiveness of sales and marketing efforts.

Even if a potential product displays a favorable efficacy and safety profile in preclinical studies and clinical trials, market acceptance of the
product will not be known until after it is launched. If our products or product candidates, if approved, fail to achieve an adequate level of
acceptance by physicians, nurses, pharmacists, patients and the medical community, we will be unable to generate significant revenues, and we
may not become or remain profitable.

Guidelines and recommendations published by government agencies can reduce the use of our product candidates.

Government agencies promulgate regulations and guidelines applicable to certain drug classes which may include our products and product
candidates that we are developing. Recommendations of government agencies may relate to such matters as usage, dosage, route of
administration and use of concomitant therapies. Regulations or guidelines suggesting the reduced use of certain drug classes which may include
our products and product candidates that we are developing or the use of competitive or alternative products as the standard of care to be
followed by patients and healthcare providers could result in decreased use of our product candidates or negatively impact our ability to gain
market acceptance and market share.

If we are unable to establish sales and marketing capabilities or enter into agreements with third parties to market and sell our product
candidates, we may be unable to generate any revenue.

Although we intend to establish a small, focused, specialty sales and marketing organization to promote any approved products in the United
States, we currently have no such organization or capabilities, and the cost of establishing and maintaining such an organization may exceed the
benefit of doing so. Eagle has no prior experience in the marketing, sale and distribution of pharmaceutical products and there are significant
risks involved in building and managing a sales organization, including our ability to hire, retain and incentivize qualified individuals, generate
sufficient sales leads, provide adequate training to sales and marketing personnel and effectively manage a geographically dispersed sales and
marketing team. Any failure or delay in the development of our internal sales, marketing and distribution capabilities would adversely impact the
commercialization of these products. We also intend to enter into strategic partnerships with third parties to commercialize our product
candidates outside of the United States. We may have difficulty establishing relationships with third parties on terms that are acceptable to us, or
in all of the regions where we wish to commercialize our products, or at all. If we are unable to establish adequate sales, marketing and
distribution capabilities, whether independently or with third parties, we may not be able to generate sufficient product revenue and may not
become profitable. We will be competing with many companies that currently have extensive and well-funded marketing and sales operations.
Without an internal team or the support of a third party to perform marketing and sales functions, we may be unable to compete successfully
against these more established companies.

If we obtain approval to commercialize any approved products outside of the United States, a variety of risks associated with international
operations could materially adversely affect our business.

If any of our product candidates are approved for commercialization, we may enter into agreements with third parties to market these products,
as well as argatroban, outside the United States. We expect that we will be subject to additional risks related to entering into international
business relationships, including:

�
different regulatory requirements for drug approvals in foreign countries;
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�
reduced protection for intellectual property rights;

�
unexpected changes in tariffs, trade barriers and regulatory requirements;

�
economic weakness, including inflation, or political instability in particular foreign economies and markets;

�
compliance with tax, employment, immigration and labor laws for employees living or traveling abroad;

�
foreign taxes, including withholding of payroll taxes;

�
foreign currency fluctuations, which could result in increased operating expenses and reduced revenue, and other
obligations incident to doing business in another country;

�
workforce uncertainty in countries where labor unrest is more common than in the United States;

�
production shortages resulting from any events affecting raw material supply or manufacturing capabilities abroad;
and

�
business interruptions resulting from geopolitical actions, including war and terrorism, or natural disasters
including earthquakes, typhoons, floods and fires.

If we are unable to differentiate our product candidates from branded reference drugs or existing generic therapies for the similar
treatments, or if the FDA or other applicable regulatory authorities approve generic products that compete with any of our product
candidates, the ability to successfully commercialize our product candidates would be adversely affected.

Our strategy is to have our drugs enter the market no later than the first generic to the applicable branded reference drug. We expect to compete
against branded reference drugs and to compete with their generic counterparts that will be sold for a lower price. Although we believe that our
product candidates will be clinically differentiated from branded reference drugs and their generic counterparts, if any, it is possible that such
differentiation will not impact our market position. If we are unable to achieve significant differentiation for our product candidates against other
drugs, the opportunity for our product candidates to achieve premium pricing and be commercialized successfully would be adversely affected.

In addition to existing branded reference drugs and the related generic products, the FDA or other applicable regulatory authorities may approve
generic products that compete directly with our product candidates, if approved. Once an NDA, including a 505(b)(2) application, is approved,
the product covered thereby becomes a "listed drug" which can, in turn, be cited by potential competitors in support of approval of an ANDA.
The FDCA, FDA regulations and other applicable regulations and policies provide incentives to manufacturers to create modified,
non-infringing versions of a drug to facilitate the approval of an ANDA for generic substitutes. These manufacturers might only be required to
conduct a relatively inexpensive study to show that their product has the same active ingredient(s), dosage form, strength, route of administration
and conditions of use or labeling as our product candidate and that the generic product is bioequivalent to ours, meaning it is absorbed in the
body at the same rate and to the same extent as our product candidate. These generic equivalents, which must meet the same quality standards as
branded pharmaceuticals, would be significantly less costly than ours to bring to market and companies that produce generic equivalents are
generally able to offer their products at lower prices. Thus, after the introduction of a generic competitor, a significant percentage of the sales of
any branded product is typically lost to the generic product. Accordingly, competition from generic equivalents of our product candidates would
materially adversely impact our ability to successfully commercialize our product candidates.
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We face significant competition from other biotechnology and pharmaceutical companies, and our operating results will suffer if we fail to
compete effectively.

The biopharmaceutical industries are intensely competitive and subject to rapid and significant technological change. We expect to have
competitors both in the United States and internationally, including major multinational pharmaceutical companies, biotechnology companies
and universities and other research institutions. For example, argatroban is currently marketed in the United States by, among others,
GlaxoSmithKline, or GSK, and West-Ward Pharmaceuticals, or West-Ward, under the brand name Argatroban and bendamustine is marketed in
the United States by Teva Pharmaceuticals under the brand name Treanda. Further, makers of branded reference drugs could also enhance their
own formulations in a manner that competes with our enhancements of these drugs. Teva has obtained approval for a ready to dilute, or RTD,
version of Treanda which will compete with our EP-3101 (bendamustine RTD) product. We expect the Treanda RTD product to enter the
market before December 31, 2013. We filed a submission for our EP-3101 (bendamustine RTD) product with the FDA on September 6, 2013,
including a paragraph IV certification of non-infringement of Teva's patents covering its Treanda product. We notified Teva of our 505(b)(2)
filing and paragraph IV certification, and Teva filed a patent infringement lawsuit against us in the United States District Court for the District of
Delaware on October 21, 2013. Teva's filing of the lawsuit invoked a 30-month stay of FDA approval of our bendamustine product, which will
delay the FDA from approving EP-3101 (bendamustine RTD) until the earlier of the March 2016 expiration of the 30-month stay imposed by the
Hatch-Waxman Act, or such time as the district court enters judgment in our favor or otherwise acts to shorten the stay. Moreover, regardless of
when the 30-month stay is resolved or expires, the FDA may still be prohibited from approving our 505(b)(2) NDA due to Teva's unexpired
orphan drug and related pediatric exclusivities for Treanda. Specifically, Teva has received orphan drug and pediatric exclusivity expiring in
September 2015 and May 2016 for the CLL and NHL indications (as defined in "Business�Our Products and Product Portfolio"), respectively.
When a drug, such as Treanda, has orphan drug exclusivity, the FDA may not approve any other application to market the same drug for the
same indication for a period of up to seven years, except in limited circumstances, such as a showing of clinical superiority over the product with
orphan exclusivity. In the United States, pediatric exclusivity adds six months to any existing exclusivity period. If we cannot demonstrate that
EP-3101 is clinically superior to Treanda, or qualify under certain other limited exceptions, we will not be able to enter the market for the CLL
indication until September 2015 (assuming the 30-month stay is resolved by that time) or the NHL indication until May 2016.

Many of our competitors have substantially greater financial, technical and other resources, such as larger research and development staff and
experienced marketing and manufacturing organizations. Mergers and acquisitions in the biotechnology and pharmaceutical industries may
result in even more resources being concentrated in our competitors. As a result, these companies may obtain regulatory approval more rapidly
than we are able and may be more effective in selling and marketing their products as well. Smaller or early-stage companies may also prove to
be significant competitors, particularly through collaborative arrangements with large, established companies. Competition may increase further
as a result of advances in the commercial applicability of technologies and greater availability of capital for investment in these industries. Our
competitors may succeed in developing, acquiring or licensing on an exclusive basis drug products or drug delivery technologies that are more
effective or less costly than argatroban or any product candidate that we are currently developing or that we may develop. In addition, our
competitors may file citizens' petitions with the FDA in an attempt to pursuade the FDA that our products, or the clinical studies that support
their approval, contain deficiencies. Such actions by our competitors could delay or even prevent the FDA from approving any NDA that we
submit under Section 505(b)(2).
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We believe that our ability to successfully compete will depend on, among other things:

�
the efficacy and safety of our products and product candidates, including as relative to marketed products and
product candidates in development by third parties;

�
the time it takes for our product candidates to complete clinical development and receive marketing approval;

�
the ability to maintain a good relationship with regulatory authorities;

�
the ability to commercialize and market any of our product candidates that receive regulatory approval;

�
the price of our products, including in comparison to branded or generic competitors;

�
whether coverage and adequate levels of reimbursement are available under private and governmental health
insurance plans, including Medicare;

�
the ability to protect intellectual property rights related to our products and product candidates;

�
the ability to manufacture on a cost-effective basis and sell commercial quantities of our products and product
candidates that receive regulatory approval; and

�
acceptance of any of our products and product candidates that receive regulatory approval by physicians and other
healthcare providers.

If our competitors market products that are more effective, safer or less expensive than our product candidates, if any, or that reach the market
sooner than our product candidates, if any, we may enter the market too late in the cycle and may not achieve commercial success. In addition,
the biopharmaceutical industry is characterized by rapid technological change. Because we have limited research and development capabilities,
it may be difficult for us to stay abreast of the rapid changes in each technology. If we fail to stay at the forefront of technological change, we
may be unable to compete effectively. Technological advances or products developed by our competitors may render our technologies or
product candidates obsolete, less competitive or not economical.

We could incur substantial costs and disruption to our business and delays in the launch of our product candidates if our competitors and/or
collaborators bring legal actions against us, which could harm our business and operating results.

We cannot predict whether our competitors or potential competitors, some of whom we collaborate with, may bring legal actions against us
based on our research, development and commercialization activities, as well as any product candidates or products resulting from these
activities, claiming, among other things, infringement of their intellectual property rights, breach of contract or other legal theories. If we are
forced to defend any such lawsuits, whether they are with or without merit or are ultimately determined in our favor, we may face costly
litigation and diversion of technical and management personnel. These lawsuits could hinder our ability to enter the market early with our
product candidates and thereby hinder our ability to influence usage patterns when fewer, if any, of our potential competitors have entered such
market, which could adversely impact our potential revenue from such product candidates. Some of our competitors have substantially greater
resources than we do and could be able to sustain the cost of litigation to a greater extent and for longer periods of time than we could.
Furthermore, an adverse outcome of a dispute may require us: to pay damages, potentially including treble damages and attorneys' fees, if we are
found to have willfully infringed a party's patent or other intellectual property rights; to cease making, licensing or using products that are
alleged to incorporate or make use of the intellectual property of others; to expend additional development resources to reformulate our products
or prevent us from marketing a certain
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drug; and to enter into potentially unfavorable royalty or license agreements in order to obtain the rights to use necessary technologies. Royalty
or licensing agreements, if required, may be unavailable on terms acceptable to us, or at all.

If we are unable to achieve and maintain adequate levels of coverage and reimbursement for our products or product candidates, if
approved, their commercial success may be severely hindered.

Successful sales of our products and any other approved product candidates depend on the availability of adequate coverage and reimbursement
from third party payors. Patients who are prescribed medications for the treatment of their conditions generally rely on third party payors to
reimburse all or part of the costs associated with their prescription drugs. Adequate coverage and reimbursement from governmental healthcare
programs, such as Medicare and Medicaid, and commercial payors is critical to new product acceptance. Coverage decisions may depend upon
clinical and economic standards that disfavor new drug products when more established or lower cost therapeutic alternatives are already
available or subsequently become available. Assuming we obtain coverage for a given product, the resulting reimbursement payment rates might
not be adequate or may require co-payments that patients find unacceptably high. Patients are unlikely to use our products unless coverage is
provided and reimbursement is adequate to cover a significant portion of the cost of our products.

In addition, the market for EP-1101 (argatroban) and our product candidates will depend significantly on access to third party payors' drug
formularies, or lists of medications for which third party payors provide coverage and reimbursement. The industry competition to be included in
such formularies often leads to downward pricing pressures on pharmaceutical companies. Also, third party payors may refuse to include a
particular branded drug in their formularies or otherwise restrict patient access through formulary controls or otherwise to a branded drug when a
less costly generic equivalent or other alternative is available.

Third party payors, whether foreign or domestic, or governmental or commercial, are developing increasingly sophisticated methods of
controlling healthcare costs. In addition, in the United States, no uniform policy requirement for coverage and reimbursement for drug products
exists among third party payors. Therefore, coverage and reimbursement for drug products can differ significantly from payor to payor. As a
result, the coverage determination process is often a time-consuming and costly process that will require us to provide scientific and clinical
support for the use of our products to each payor separately, with no assurance that coverage and adequate reimbursement will be applied
consistently or obtained in the first instance.

Further, we believe that future coverage and reimbursement will likely be subject to increased restrictions both in the United States and in
international markets. Third party coverage and reimbursement for our product candidates for which we may receive regulatory approval may
not be available or adequate in either the United States or international markets, which could have a material adverse effect on our business,
results of operations, financial condition and prospects.

Recently enacted and future legislation may increase the difficulty and cost for us to commercialize our product candidates and affect the
prices we may obtain.

The United States and some foreign jurisdictions are considering, or have enacted, a number of legislative and regulatory proposals to change
the healthcare system in ways that could affect our ability to sell our products and our product candidates profitably, once they are approved for
sale. Among policy makers and payors in the United States and elsewhere, there is significant interest in promoting changes in healthcare
systems with the stated goals of containing healthcare costs,
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improving quality and/or expanding access. In the United States, the pharmaceutical industry has been a particular focus of these efforts and has
been significantly affected by major legislative initiatives.

In March 2010, the ACA was enacted, which includes measures that have or will significantly change the way healthcare is financed by both
governmental and private insurers. Among the ACA provisions of importance to the pharmaceutical industry are the following:

�
an annual, non-deductible fee on any entity that manufactures or imports certain branded prescription drugs and
biologic agents, apportioned among these entities according to their market share in certain government healthcare
programs that began in 2011;

�
an increase in the rebates a manufacturer must pay under the Medicaid Drug Rebate Program to 23.1% and 13% of
the average manufacturer price for branded and generic drugs, respectively;

�
extension of manufacturers' Medicaid rebate liability to covered drugs dispensed to individuals who are enrolled in
Medicaid managed care organizations;

�
new methodologies by which rebates owed by manufacturers under the Medicaid Drug Rebate Program are
calculated for drugs that are inhaled, infused, instilled, implanted or injected, and for drugs that are line extensions;

�
changes to the Medicare Part D coverage gap discount program, in which manufacturers must agree to offer 50%
point-of-sale discounts to negotiated prices of applicable brand drugs to eligible beneficiaries during their coverage
gap period as a condition for the manufacturer's outpatient drugs to be covered under Medicare Part D;

�
expansion of the entities eligible for discounts under the Public Health Service pharmaceutical pricing program;

�
expansion of eligibility criteria for Medicaid programs by, among other things, allowing states to offer Medicaid
coverage to additional individuals and by adding new mandatory eligibility categories for certain individuals with
income at or below 133% of the Federal Poverty Level beginning in 2014, thereby potentially increasing
manufacturers' Medicaid rebate liability;

�
new requirements under the federal Physician Payment Sunshine Act for reporting by manufacturers of drugs,
devices, biologicals and medical supplies of information related to payments or other transfers of value made or
distributed to physicians and teaching hospitals, as well as certain investment interests;

�
a new requirement to annually report drug samples that manufacturers and distributors provide to licensed
practitioners or to pharmacies of hospitals or other health care entities, effective April 1, 2012;

�
expansion of healthcare fraud and abuse laws, including the False Claims Act and the Anti-Kickback Statute
changes, new government investigative powers and enhanced penalties for noncompliance;

�
a licensure framework for follow-on biologic products;

�
a new Patient-Centered Outcomes Research Institute to oversee, identify priorities in, and conduct comparative
clinical effectiveness research, along with funding for such research; and
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�
creation of the Independent Payment Advisory Board which, beginning in 2014, will have authority to recommend
certain changes to the Medicare program that could result in reduced payments for prescription drugs.

In addition, other legislative changes have been proposed and adopted since ACA was enacted. In August 2011, President Obama signed into
law the Budget Control Act of 2011, which, among other things, created the Joint Select Committee on Deficit Reduction to recommend
proposals for spending reductions to Congress. The Joint Select Committee on Deficit Reduction did not achieve its targeted deficit reduction of
at least $1.2 trillion for the years 2013 through 2021, triggering the legislation's automatic reductions to several government programs. These
reductions include aggregate reductions to Medicare payments to providers of up to 2% per fiscal year, which went into effect on April 1, 2013.
In January 2013, President Obama signed into law the American Taxpayer Relief Act of 2012, which, among other things, further reduced
Medicare payments to several providers and increased the statute of limitations period for the government to recover overpayments to providers
from three to five years. The full impact of these new laws, as well as laws and other reform measures that may be proposed and adopted in the
future remains uncertain, but may result in additional reductions in Medicare and other healthcare funding, which could have a material adverse
effect on our customers and, accordingly, our financial operations.

Risks Related to Our Reliance on Third Parties

We rely on third parties to conduct our preclinical studies and clinical trials. If these third parties do not successfully carry out their
contractual duties or meet expected deadlines, we may not be able to obtain regulatory approval for or commercialize our product candidates
and our business could be substantially harmed.

We have relied upon and plan to continue to rely upon third party CROs to monitor and manage data for our preclinical and clinical programs.
We rely on these parties for execution of our preclinical studies and clinical trials, and control only certain aspects of their activities.
Nevertheless, we are responsible for ensuring that each of our trials is conducted in accordance with the applicable protocol, legal, regulatory
and scientific standards and our reliance on the CROs does not relieve us of our regulatory responsibilities. We and our CROs are required to
comply with FDA laws and regulations regarding current good clinical practice, or GCP, which are also required by the Competent Authorities
of the Member States of the European Economic Area and comparable foreign regulatory authorities in the form of International Conference on
Harmonization, or ICH, guidelines for all of our products in clinical development. Regulatory authorities enforce GCP through periodic
inspections of trial sponsors, principal investigators and trial sites. If we or any of our CROs fail to comply with applicable GCP, the clinical
data generated in our clinical trials may be deemed unreliable and the FDA or comparable foreign regulatory authorities may require us to
perform additional clinical trials before approving our marketing applications. We cannot assure you that upon inspection by a given regulatory
authority, such regulatory authority will determine that any of our clinical trials comply with GCP regulations. In addition, our clinical trials
must be conducted with product produced under cGMP regulations. While we have agreements governing activities of our CROs, we have
limited influence over their actual performance. In addition, portions of the clinical trials for our product candidates are expected to be
conducted outside of the United States, which will make it more difficult for us to monitor CROs and perform visits of our clinical trial sites and
will force us to rely heavily on CROs to ensure the proper and timely conduct of our clinical trials and compliance with applicable regulations,
including GCP. Failure to comply with applicable regulations in the conduct of the clinical trials for our product candidates may require us to
repeat clinical trials, which would delay the regulatory approval process.
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Some of our CROs have an ability to terminate their respective agreements with us if, among other reasons, it can be reasonably demonstrated
that the safety of the subjects participating in our clinical trials warrants such termination, if we make a general assignment for the benefit of our
creditors or if we are liquidated. If any of our relationships with these third party CROs terminate, we may not be able to enter into arrangements
with alternative CROs or to do so on commercially reasonable terms. In addition, our CROs are not our employees, and except for remedies
available to us under our agreements with such CROs, we cannot control whether or not they devote sufficient time and resources to our
preclinical and clinical programs. If CROs do not successfully carry out their contractual duties or obligations or meet expected deadlines, if
they need to be replaced or if the quality or accuracy of the clinical data they obtain is compromised due to the failure to adhere to our clinical
protocols, regulatory requirements or for other reasons, our clinical trials may be extended, delayed or terminated and we may not be able to
obtain regulatory approval for or successfully commercialize our product candidates. Consequently, our results of operations and the commercial
prospects for our product candidates would be harmed, our costs could increase substantially and our ability to generate revenue could be
delayed significantly.

Switching or adding additional CROs involves additional cost and requires management time and focus. In addition, there is a natural transition
period when a new CRO commences work. As a result, delays occur, which can materially impact our ability to meet our desired clinical
development timelines. Though we carefully manage our relationships with our CROs, there can be no assurance that we will not encounter
challenges or delays in the future or that these delays or challenges will not have a material adverse impact on our business, financial condition
and prospects.

We rely on third parties to manufacture commercial supplies of argatroban and clinical supplies of our product candidates, and we intend to
rely on third parties to manufacture commercial supplies of any other approved products. The commercialization of any of our products
could be stopped, delayed or made less profitable if those third parties fail to provide us with sufficient quantities of product or fail to do so at
acceptable quality levels or prices or fail to maintain or achieve satisfactory regulatory compliance.

We do not own any manufacturing facilities, and we do not currently, and do not expect in the future, to independently conduct any aspects of
our product manufacturing and testing, or other activities related to the clinical development and commercialization of our product candidates.
We currently rely, and expect to continue to rely, on third parties with respect to these items, and control only certain aspects of their activities.

Any of these third parties may terminate their engagements with us at any time. If we need to enter into alternative arrangements, it could delay
our product candidate development and commercialization activities. Our reliance on these third parties reduces our control over these activities
but does not relieve us of our responsibility to ensure compliance with all required legal, regulatory and scientific standards and any applicable
trial protocols. If these third parties do not successfully carry out their contractual duties, meet expected deadlines or conduct our studies in
accordance with regulatory requirements or our stated study plans and protocols, we will not be able to complete, or may be delayed in
completing, clinical trials required to support future regulatory submissions and approval of our product candidates.

Our products and product candidates are highly reliant on very complex sterile techniques and personnel aseptic techniques. The facilities used
by our third-party manufacturers to manufacture our products and product candidates must be approved by the applicable regulatory authorities
pursuant to inspections th
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