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(Do not check if a smaller

reporting company)
Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act). Yeso No ¥

The aggregate market value of the registrant's voting shares of Common Stock held by non-affiliates of the registrant on June 30, 2011,
based on $19.46 per share, the last reported sale price of Common Stock on the Nasdaq Global Market on that date, was $968,908,632.

As of February 15, 2012, the registrant had 51,334,554 shares of Common Stock outstanding.
DOCUMENTS INCORPORATED BY REFERENCE:

Portions of the information required by Part III of Form 10-K will appear in the registrant's definitive Proxy Statement on Schedule 14A
for the 2012 Annual Meeting of Stockholders and are hereby incorporated by reference into this report.
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Statements contained or incorporated by reference in this Annual Report on Form 10-K that are not based on historical fact are
"forward-looking statements" within the meaning of the Private Securities Litigation Reform Act of 1995, Section 27A of the Securities Act of
1933, as amended, and Section 21E of the Exchange Act. These forward-looking statements regarding future events and our future results are
based on current expectations, estimates, forecasts, projections, intentions, goals, strategies, plans, prospects and the beliefs and assumptions of
our management including, without limitation, our expectations regarding results of operations, general and administrative expenses, research
and development expenses, current and future development and manufacturing efforts, regulatory filings, clinical trial results and the sufficiency
of our cash for future operations. Forward-looking statements can be identified by terminology such as "anticipate," "believe," "could," "could
increase the likelihood," "hope," "target," "project, " "might," "estimate," "expect," "intend," "is planned," "may,’

"should,"” "will," "will enable," "would be expected," "look forward, " "would" or similar terms, variations of such terms or the
negative of those terms.

"o

"o "o "

goals," "potential,” "predict,

"o

‘may provide,

"o "on

We cannot assure investors that our assumptions and expectations will prove to have been correct. Important factors could cause our
actual results to differ materially from those indicated or implied by forward-looking statements. Such factors that could cause or contribute to
such differences include those factors discussed below under Part I Item 1A "Risk Factors". We undertake no intention or obligation to update
or revise any forward-looking statements, whether as a result of new information, future events or otherwise.

PART I

Item 1. BUSINESS

The Company

We are a biotechnology company specializing in the structural characterization, process engineering and biologic systems analysis of
complex molecules, such as polysaccharides, polypeptides, and biologics (including proteins and antibodies). Our initial technology was built on
the ability to characterize complex polysaccharides. Over the last decade, we have expanded our expertise into technologies that enable us to
develop a diversified product portfolio of complex generic, follow-on biologic, and novel therapeutics. Our business strategy has been to
develop both generic and novel therapeutics, and we are working with collaborative partners to develop and commercialize our complex
generics and follow-on biologics. This strategy was validated by the marketing approval and commercial launch of enoxaparin sodium injection,
a generic version of Lovenox®, in July 2010. Since its launch through December 31, 2011, we have recorded enoxaparin sodium injection
product revenues totaling $357 million, driven primarily by its initial status as a sole generic. We believe that our scientific capabilities,
engineering approaches, intellectual property and regulatory strategies, and unique business model position us to develop and commercialize
competitively differentiated products in our target areas of complex generics, follow-on biologics and novel therapeutics.

Our Technology

Our goal is to understand multi-dimensional complex mixtures and biological networks in order to create well-controlled manufacturing
processes for products and unique approaches to targeting system biologies. We believe this provides us a competitive advantage in developing
complex generics, follow-on biologics and novel therapeutics.

The first step in our approach is to gain a detailed understanding of the complex system we are studying. To do this, we deconstruct
complex mixtures and biological networks and define the key attributes that can uniquely and unambiguously characterize relevant properties
about the system. Key elements include use of existing and proprietary analytical technologies to measure the key attributes to
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ensure thorough and sufficient characterization, use of reagents, enzymes, labeling agents, and other tools to specifically and precisely
understand and modify structural attributes of complex product candidates, and use of bioinformatics approaches that support the choice of
analytics and enable predictive modeling of complex systems to assist in the characterization process.

The second step in our approach is to use the characterization information we have generated to engineer a well-controlled manufacturing
process to ensure we can reliably produce complex mixture products. Key elements include mapping the elements of the system in which these
products function to the manufacturing process this includes defining the structure-process relationships and development of process controls
derived from our characterization analytics.

The third step in our approach is to apply our tools to biological systems. Most in-vitro and in-vivo biological assays are a result of a
complex set of molecular interactions, and in using our tools we believe we can develop unique approaches to target biological systems. Key
elements include use of advanced existing and proprietary analytics to develop a thorough understanding of targeted biological systems and
thereby develop our product candidates.

It is the combination of these tools that enables us to thoroughly characterize complex polysaccharide, polypeptide and protein products.
While a similar integrated analytical approach is applied across these different product categories, we develop a unique characterization toolkit
for each specific complex molecule.

Commercial, Development and Research Programs

Our complex generic programs target marketed products that were originally approved by the U.S. Food and Drug Administration, or FDA,
as New Drug Applications, or NDAs. Therefore, we were able to access the existing generic regulatory pathway and submit Abbreviated New
Drug Applications, or ANDAs, for these products. Our first commercial product, enoxaparin sodium injection, which we developed and
commercialized in collaboration with Sandoz, an affiliate of Novartis AG, received FDA marketing approval in July 2010 as a generic version of
Lovenox. Lovenox is a complex mixture of polysaccharide chains derived from naturally sourced heparin which is used to prevent and treat deep
vein thrombosis, or DVT, and to support the treatment of acute coronary syndromes, or ACS. The enoxaparin ANDA submitted by our
collaborative partner Sandoz was the first ANDA for a generic Lovenox to be approved by FDA, validating our novel approaches to the
structural characterization, process engineering and biologic systems analysis of complex molecules such as Lovenox. From
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July 2010 through early October 2011, the enoxaparin marketed by Sandoz was the sole generic version of Lovenox, and consequently, under
the terms of our collaborative agreement with Sandoz, we earned a substantial profit share on Sandoz' net sales of enoxaparin. In developing our
enoxaparin product, we filed for patent protection for certain of our enoxaparin-related technology and we have sought, and continue to seek, to
enforce our issued patents.

Our second complex generic product candidate, M356, is designed to be a generic version of Copaxone® (glatiramer acetate injection), a
drug that is indicated for the reduction of the frequency of relapses in patients with Relapsing-Remitting Multiple Sclerosis, or RRMS.
Copaxone consists of a synthetic mixture of polypeptide chains. With M356, we extended our core polysaccharide characterization and process
engineering capabilities to develop capabilities for the structural characterization, process engineering and biologic systems analysis of this
complex polypeptide mixture. We are also collaborating with Sandoz to develop and commercialize M356, and the Sandoz ANDA for M356 is
currently under FDA review. In our development of M356 we filed for patent protection for certain of our M356-related technology, and if
necessary, we may seek to enforce issued patents relating to our M356 product.

Our follow-on biologics (FOBs) program is targeted toward developing biosimilar and interchangeable versions of marketed biologic
therapeutics. In March 2010, an abbreviated regulatory process was codified in Section 351(k) of the Patient Protection and Affordable Care Act
of 2010. This new pathway opens the market for biosimilar and interchangeable versions of a broad array of biologic therapeutics, including
antibodies, cytokines, fusion proteins, hormones and blood factors. Forecasters predict a rapidly growing multi-billion dollar global market for
these products. Most of these biologic therapeutics are complex mixtures, and for several years we have been investing in novel approaches to
the structural characterization, process engineering and analysis of biologic systems. In February 2012, FDA released three documents
containing their preliminary guidelines for applications under the Section 351(k) pathway. These guidelines confirmed that FDA will use a
totality-of-the-evidence approach that puts a substantial emphasis on extensive structural and functional characterization in evaluating biosimilar
products for approval. We believe the FDA guidances provide a framework for our follow-on biologics strategy. Our goal is to engineer biologic
therapeutics that will show minimal structural or functional differences from the reference brand product, thereby justifying a more selective and
targeted approach to non-clinical and/or human clinical testing to support demonstration of biosimilarity and interchangeability. In December
2011, we entered into a global collaboration with Baxter International Inc., Baxter Healthcare Corporation and Baxter Healthcare SA, which we
refer to collectively as Baxter, to develop and commercialize up to six follow-on biologics. Baxter is an established healthcare company with
global product development, manufacturing and commercial capabilities.

Our novel therapeutics program leverages the capabilities and expertise built during the development of our complex generics and FOB
programs to address unmet clinical needs. Our most advanced efforts have been in the area of polysaccharide mixtures. M402, our novel
polysaccharide-based drug candidate, is in development as a potential anti-cancer agent that targets over five different key biological
mechanisms involved in cancer progression and metastasis. Our other polysaccharide-based drug candidate, adomiparin, has been engineered to
possess what we believe will be an improved therapeutic profile compared with other currently marketed anticoagulants to support the treatment
of ACS. We will not move forward with further clinical trials of adomiparin unless we have a partner for that program. In addition to these two
development candidates, we are also seeking to discover and develop additional novel drugs based either on the polysaccharide-based platform
or on a biologics, or proteins and monoclonal antibody, platform. We have built significant capabilities in biological characterization and
engineering of proteins through our FOB platform that allow us to create unique and novel formulations of protein and antibody drug
compositions for specific disease indications. To add to these capabilities, in December 2011, we acquired selected assets of Virdante
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Pharmaceuticals, Inc. relating to "sialic switch" technology. Sialic acid is a type of sugar modification on selected proteins that is understood to
regulate specific biological functions of these proteins. These assets add to our core ability to modify and engineer protein backbones to
precisely regulate biological networks and develop novel biologic product candidates.

Product Programs Complex Generic and Follow-On Biologics
Enoxaparin sodium injection Generic Lovenox

Enoxaparin sodium injection, our first product to receive marketing approval under an ANDA, is a generic version of Lovenox. Lovenox is
a complex drug consisting of a mixture of polysaccharide chains and is a widely-prescribed low molecular weight heparin, or LMWH, used for
the prevention and treatment of DVT and to support the treatment of ACS. Lovenox is distributed worldwide by Sanofi-Aventis U.S. LLC, or
Sanofi-Aventis, and is also known outside the United States as Clexane® and Klexane®.

Description of Our Program

Lovenox is a heterogeneous mixture of complex polysaccharide chains that, in our view, prior to the application of our technology, had not
been adequately analyzed. The length and sequence of the polysaccharide chains vary, resulting in a diversity of chemical structures in the

mixture. The current description in the package insert of Lovenox includes molecular weight distribution and in vitro measurements of
Lovenox's ability to inhibit blood clotting factors Xa and Ila, or its anti-Xa and anti-Ila activity. While molecular weight distribution provides a
rough measure of the range of chain lengths, it provides no information about detailed sequences or chemical structures contained in Lovenox.

Similarly, the in vitro measures of anti-Xa and anti-Ila activity describe certain aspects of anticoagulation but only partly define the biological
and clinical activity of Lovenox. According to Sanofi-Aventis, only 15% to 25% of the chains in LMWHs contain sequences that bind to the
factor that is responsible for anti-Xa and anti-Ila activity. Our technology and analytical approach allowed us to thoroughly characterize
Lovenox and enabled FDA approval of the ANDA.

In 2003, we entered into a collaboration with Sandoz N.V. and Sandoz Inc., affiliates of Novartis AG, which we refer to as the 2003 Sandoz
Collaboration. Sandoz N.V. later assigned its rights and obligations under the 2003 Sandoz Collaboration to Sandoz AG, and we refer to Sandoz
AG and Sandoz Inc. together as Sandoz. Under the 2003 Sandoz Collaboration, we and Sandoz agreed to exclusively develop, manufacture and
commercialize enoxaparin sodium injection in the United States.

In July 2006, we entered into a Stock Purchase Agreement and an Investor Rights Agreement with Novartis Pharma AG, and in June 2007,
we and Sandoz AG executed a definitive collaboration and license agreement, or the Definitive Agreement, pursuant to which we expanded the
geographic markets covered by the 2003 Sandoz Collaboration related to enoxaparin sodium injection to include the European Union and further
agreed to exclusively collaborate with Sandoz AG on the development and commercialization of other products for sale in specified regions of
the world. We refer to this series of agreements collectively as the 2006 Sandoz Collaboration.

Regulatory Matters

Sandoz submitted ANDAs in its name to the FDA for enoxaparin sodium injection in syringe and vial forms, seeking approval to market
enoxaparin sodium injection in the United States. The ANDA for the syringe form of enoxaparin sodium injection was approved in July 2010
and the ANDA for the vial form of enoxaparin sodium injection was approved in December 2011.
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Commercial Market

In 2011, the U.S. enoxaparin market reached an estimated total of $2 billion in sales. Sanofi reported $883 million (€633million) in sales of
Lovenox in the United States in 2011. Sandoz reported $1.0 billion in sales of enoxaparin sodium injection in the United States in 2011.
Pursuant to the 2003 Sandoz Collaboration, Sandoz is responsible for commercialization and distribution of enoxaparin sodium injection.

Legal Matters

In July 2010, Sanofi-Aventis filed a lawsuit in the United States District Court for the District of Columbia against the FDA, Margaret A.
Hamburg, Commissioner of Food and Drugs, and Kathleen Sebelius, Secretary of Health and Human Services. The complaint alleged, among
other things, that the FDA's approval of the ANDA filed by Sandoz for enoxaparin sodium injection was arbitrary and capricious and exceeded
FDA's statutory authority by requiring additional data for the purpose of demonstrating the safety or effectiveness of a generic version of
Lovenox and departing from its own precedent governing the approval of generic drugs that have not been fully characterized. The lawsuit
sought, among other things, a temporary restraining order and preliminary injunction directing the FDA to suspend and withdraw its approval of
the ANDA filed by Sandoz for enoxaparin sodium injection. In August 2010, the court denied the motion for a temporary restraining order and
preliminary injunction. In December 2010, Sanofi-Aventis filed a motion for summary judgment seeking a reversal of the FDA approval. The
defendants filed responses opposing the motion and cross-motions seeking to affirm the approval of Sandoz's ANDA. In February 2012, the
court denied Sanofi's motion for summary judgment and granted the defendants' cross-motions for summary judgment.

In December 2010, we sued Teva Pharmaceutical Industries Ltd., or Teva, in the United States District Court for the District of
Massachusetts for infringement of two of our patents. The patents claim methods of producing enoxaparin having specified quality attributes.
We will continue to prosecute this case and enforce our patents.

In September 2011, we and Sandoz sued Amphastar Pharmaceuticals, Inc., or Amphastar, Watson Pharmaceuticals, Inc., or Watson, and
International Medical Systems, Ltd. (a wholly owned subsidiary of Amphastar) in the United States District Court for the District of
Massachusetts for infringement of two of our patents. Also in September, 2011, we filed a request for a temporary restraining order and
preliminary injunction to prevent Watson, Amphastar and International Medical Systems, Ltd. from selling their enoxaparin sodium product in
the United States. In October 2011, the court granted our motion for a preliminary injunction and entered an order enjoining Watson, Amphastar
and International Medical Systems, Ltd. from advertising, offering for sale or selling their enoxaparin sodium product in the United States until
the conclusion of a trial on the merits and requiring us and Sandoz to post a security bond of $100 million in connection with the litigation.
Watson, Amphastar and International Medical Systems, Ltd. appealed the decision to the Court of Appeals for the Federal Circuit, and in
January 2012, the Court of Appeals stayed the preliminary injunction, pending a decision on appeal. We will continue to pursue our claims in the
District Court and we have confidence in the strength of our patents.

M356 Generic Copaxone

M356 is designed to be a generic version of Copaxone, also known as glatiramer acetate, a complex drug consisting of a mixture of
polypeptide chains. Copaxone is indicated for reduction of the frequency of relapses in patients with RRMS, a chronic disease of the central
nervous system characterized by inflammation and neurodegeneration.
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Description of Our Program

Under our 2006 Sandoz Collaboration, we and Sandoz AG agreed to jointly develop, manufacture and commercialize M356. Given its
structure as a complex mixture of polypeptide chains of various lengths and sequences, there are significant technical challenges involved in
thoroughly characterizing Copaxone and in manufacturing an equivalent version. We believe our technology can be applied to characterize
glatiramer acetate and to develop a generic product that has the same active ingredient as Copaxone. We are continuing to expand our portfolio
of pending patent applications related to glatiramer acetate.

Regulatory Matters

In December 2007, our collaborative partner, Sandoz, submitted to the FDA an ANDA in its name seeking approval to market M356 in the
United States containing a Paragraph IV certification. This is a certification by the ANDA applicant that the patent relating to the drug product
that is the subject of the ANDA is invalid or unenforceable or will not be infringed. In July 2008, the FDA notified Sandoz that it had accepted
the ANDA for review as of December 27, 2007. In addition, the FDA's published database indicates that the first substantially complete ANDA
submitted for glatiramer acetate injection containing a Paragraph IV certification was filed on December 27, 2007, making Sandoz's ANDA
eligible for the grant of a 180-day generic exclusivity period upon approval. Under applicable laws, there are a number of ways an ANDA
applicant may forfeit its 180-day exclusivity, including if the applicant fails to achieve at least tentative approval within 30 months after the date
on which the ANDA is filed. Because tentative approval for the M356 ANDA was not received in the specified 30 months, the 180-day
exclusivity period will be forfeited unless the exception to the forfeiture rule applies. We will not know whether the exception applies unless and
until the FDA approves the ANDA.

The review of Sandoz's ANDA is ongoing. We and Sandoz are in regular communication with the FDA to address any additional questions
or requests that it may have as it continues the review of Sandoz's application.

Potential Commercial Market

In North America, Copaxone is marketed by Teva Neuroscience, Inc., which is a subsidiary of Teva. In Europe, Copaxone is marketed by
Teva and Sanofi-Aventis. Teva reported worldwide sales of Copaxone of approximately $3.6 billion in 2011, with approximately 79%, or
$2.8 billion, from the United States.

Legal Matters

Subsequent to FDA's acceptance of the ANDA for review, in August 2008, Teva and related entities sued Sandoz, Novartis AG and us in
the United States District Court for the Southern District of New York for patent infringement related to four of the seven Orange Book patents
listed for Copaxone. The court subsequently dismissed all claims in the case against Sandoz International GmbH and Novartis AG, the foreign
affiliates of Sandoz. We and Sandoz asserted defenses of non-infringement, invalidity and unenforceability and filed counterclaims for
declaratory judgments to have all seven of the Orange Book patents as well as two additional patents in the same patent family adjudicated in the
present lawsuit. Another company, Mylan Inc., or Mylan, also has an ANDA for generic Copaxone under FDA review. In October 2009, Teva
sued Mylan for patent infringement related to the Orange Book patents listed for Copaxone and in October 2010, the court consolidated the
Mylan case with the case against us and Sandoz. A trial was held in two phases: in July 2011 on the issue relating to inequitable conduct and in
September 2011 for the remaining issues in the consolidated case. Post-trial briefs have been filed and a decision is pending.
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In a separate lawsuit, in December 2009, Teva and related entities sued Sandoz, Novartis AG and us for patent infringement related to
certain non-Orange Book patents titled "Copolymer 1 related polypeptides for use as molecular weight markers and for therapeutic use". We and
Sandoz filed a motion to dismiss, and a motion to stay litigation pending resolution of the motion to dismiss. Both motions were opposed by
Teva and are pending. The court subsequently dismissed all claims in the case against Sandoz International GmbH and Novartis AG, the foreign
affiliates of Sandoz. There is no defined timeline for the court to rule in either suit.

Follow-On Biologics (FOBs) Program
Description of Our Program

We are also applying our technology platform to the development of FOBs, including both interchangeable biologics (or biosimilars
designated by FDA to be interchangeable) and biosimilar versions of marketed therapeutic proteins. Therapeutic proteins represent a sizable
segment of the U.S. drug industry, with sales expected to be approximately $60 billion in 2012. Given the inadequacies of standard technology,
many of these therapeutic proteins have not been thoroughly characterized. Most of these products are complex glycoprotein mixtures,
consisting of proteins that contain branched sugars that vary from molecule to molecule. These sugars can impart specific biological properties
to the therapeutic protein and can often comprise a significant portion of the mass of the molecule. In addition to the structural characterization
of several marketed therapeutic proteins, we are also advancing our structure-process capabilities as we further define the relationship between
aspects of the manufacturing process and the structural composition of the final protein product. We believe that our investment in our analytics
and characterization technology coupled with our investment in the science of better understanding the relationship of the biologic
manufacturing process to structural composition provides us with the opportunity develop a competitive advantage for our future FOB product
candidates.

In December 2011, we and Baxter entered into a Development, License and Option Agreement, or the Baxter Agreement, under which we
agreed to collaborate, on a world-wide basis, on the development and commercialization of up to six follow-on biologic products. The Baxter
Agreement became effective in February 2012.

Regulatory Matters

Most protein drugs have been approved by the FDA under the Biologics License Application, or BLA, regulatory pathway. The BLA
pathway was created to review and approve applications for biologic drugs that are typically produced from living systems. Until 2010, there
was no abbreviated regulatory pathway for the approval of generic or biosimilar versions of BLA-approved products in the United States;
however, there have been guidelines for biosimilar products in the European Union for several years.

In March 2010, with the enactment of the Biologics Price Competition and Innovation Act of 2009, or BPCI, an abbreviated pathway for
the approval of FOBs was created. The new abbreviated regulatory pathway establishes legal authority for the FDA to review and approve
biosimilar biologics, including the possible designation of a biosimilar as "interchangeable”, based on its similarity to an existing brand product.

Under the BPCI, an application for a biosimilar product cannot be approved by the FDA until 12 years after the original brand product was
approved under a BLA. There are many biologics at this time for which this 12-year period has expired or is nearing expiration. We believe that
scientific progress in the analysis and characterization of complex mixture drugs is likely to play a significant role in FDA's approval of
biosimilar (including interchangeable) biologics in the years to come.

10
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In December 2011, the FDA released its proposed biosimilar user fee program which includes a fee-based meeting process for consultation
between applicants and the division of FDA responsible for reviewing biosimilar and interchangeable biologics applications under the new
approval pathway. It contemplates well-defined meetings where the applicant can propose and submit analytic, physicochemical and biologic
characterization data along with a proposed development plan. The proposed development plan may have a reduced scope of clinical
development based on the nature and extent of the characterization data. There are defined time periods for meetings and written advice. In
February 2012, the FDA published draft guidance documents for the development and registration of biosimilars and interchangeable biologics.
The draft guidance documents indicate that the FDA will consider the totality of the evidence developed by an applicant in determining the
nature and extent of the development, non-clinical and clinical requirements for a biosimilar or interchangeable biologic product.

The new law is complex and is only beginning to be interpreted and implemented by the FDA. As a result, its ultimate impact,
implementation and meaning will be subject to uncertainty for years to come.

Product Candidates Novel Drugs
Overview

Our novel drug research and development program uses the established characterization and process engineering capabilities from our
complex generic and FOB programs with a focus on cell surface polysaccharides and therapeutic proteins.

M402

M402 is a novel polysaccharide-based product candidate and is engineered to have potent anti-cancer properties and low anticoagulant
activity. Polysaccharide-based compounds like heparin are complex molecules present in the tumor microenvironment which present growth
factors, cytokines, and chemokines necessary for tumor cell growth, migration and survival. M402 is designed to exploit this biology by binding
to and down regulating multiple factors involved in disease progression and metastasis. Data from multiple preclinical studies have shown that
M402 has the potential to modulate angiogenesis and tumor progression and metastasis through a variety of polysaccharide-based-binding
proteins.

A preclinical study, in collaboration with the Cancer Research Institute (Cambridge, UK), demonstrated the efficacy of M402 in a murine
pancreatic cancer model. The study showed that M402, in combination with gemcitabine, significantly improved survival and substantially
lowered the incidence of metastasis compared to mice treated with gemcitabine alone.

We currently have plans to advance M402 into human clinical trials in 2012. It is anticipated that M402 will be used in combination with
standard-of-care cytotoxic regimens for the treatment of advanced malignancies.

Adomiparin

Our other novel drug candidate, adomiparin, has been engineered to possess what we believe will be an improved therapeutic profile
compared with other currently marketed anticoagulants to support the treatment of ACS. We will not move forward with further clinical trials of
adomiparin unless we have a partner for the program.

11
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Discovery Program

We believe our core analytical tools enable new insights into exploring the biology of many diseases, which will lead to an enhanced
understanding of the relative role of different biological targets and related cell-to-cell signaling pathways. Many complex diseases are a result
of multiple biological phenomenon that have been offset. Our goal is to leverage the multi-targeting nature of complex mixture molecules to
develop novel therapeutics which we could positively affect multiple pathways in a disease. Our core technology platform enables us to map the
critical nodes that regulate complex diseases and then use the appropriate collection of "drugs" whether polysaccharides, proteins, peptides or
monoclonal antibodies to target the appropriate nodes simultaneously. This unique approach, while early, opens up the range of diseases that can
be targeted.

Research and Development Expenses

Research and development expenses consist of costs incurred in identifying, developing and testing our product programs. These expenses
consist primarily of salaries and related expenses for personnel, license fees, consulting fees, contract research and manufacturing, and the costs
of laboratory equipment and facilities. Research and development expense for 2011 was $64.7 million, compared with $51.7 million in 2010 and
$60.6 million in 2009.

Collaborations, Licenses and Asset Purchases
Sandoz
2003 Sandoz Collaboration

Under the terms of the 2003 Sandoz Collaboration, we and Sandoz agreed to exclusively work with each other to develop and
commercialize injectable enoxaparin for any and all medical indications within the United States. In addition, we granted Sandoz an exclusive
license under our intellectual property rights to develop and commercialize injectable enoxaparin for all medical indications within the United
States.

In July 2010, Sandoz began the commercial sale of enoxaparin sodium injection. The profit-share or royalties Sandoz is obligated to pay us
under the 2003 Sandoz Collaboration differ depending on whether (i) there are no third-party competitors marketing an interchangeable generic
version of Lovenox, or Lovenox-Equivalent Product (as defined in the 2003 Sandoz Collaboration), (ii) a Lovenox-Equivalent Product is being
marketed by Sanofi-Aventis, which distributes the brand name Lovenox, or licensed by Sanofi-Aventis to another company to be sold as a
generic drug, both known as authorized generics, or (iii) there is one or more third-party competitors which is not Sanofi-Aventis marketing a
Lovenox-Equivalent Product. Until October 2011, no third-party competitors were marketing a Lovenox-Equivalent Product; therefore, Sandoz
paid us 45% of the contractual profits from the sale of enoxaparin sodium injection. In October 2011, Sandoz confirmed that an authorized
generic Lovenox-Equivalent Product was being marketed, which meant that Sandoz was obligated to pay us a royalty on its net sales of
enoxaparin sodium until the contractual profits from those net sales in a product year (July 1 June 30) reached a certain threshold, which was
achieved in December 2011, and then a profit share, which occurred late in the fourth quarter of 2011. Additionally, in October 2011, FDA
approved the ANDA for the enoxaparin product of Amphastar and Watson. In January 2012, following the Court of Appeals for the Federal
Circuit granting a stay of the preliminary injunction previously issued against them by the U.S. District Court, Watson announced that they and
Amphastar intended to launch their enoxaparin product. Sandoz confirmed to us that the Amphastar/Watson product has been marketed as of the
end of January 2012. Consequently, in each product year, Sandoz is obligated to pay us a royalty on net sales, which for net sales up to a
pre-defined sales threshold is payable at a 10% rate, and for net sales above the sales threshold, increases to 12%.
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Certain development and legal expenses may reduce the amount of profit-share, royalty and milestone payments paid to us by Sandoz. Any
product liability costs and certain other expenses arising from patent litigation may also reduce the amount of profit-share, royalty and milestone
payments paid to us by Sandoz, but only up to 50% of these amounts due to us from Sandoz each quarter. Our contractual share of these
development and legal expenses is subject to an annual adjustment in each of the next four years, but we do not expect the amount of any future
payment due to the annual adjustment to be material.

The collaboration is governed by a joint steering committee and a joint project team, each consisting of an equal number of Sandoz and
Momenta representatives. Most decisions must be made unanimously, with Sandoz collectively having one vote and Momenta having one vote.
Sandoz has the sole authority to determine the price at which it sells enoxaparin sodium injection.

We and Sandoz will indemnify each other for losses resulting from the indemnifying party's misrepresentation or breach of its obligations
under the agreement. We will indemnify Sandoz if we actually misappropriate the know-how or trade secrets of a third party. Sandoz will
indemnify us and our collaborators involved in the enoxaparin program for any losses resulting from any litigation by third parties, including any
product liability claims with respect to enoxaparin sodium injection and any other claims relating to the development and commercialization of
enoxaparin sodium injection. To the extent that any losses result from a third-party claim for which we are obligated to indemnify Sandoz,
Sandoz will have no obligation to indemnify us. After the expiration or termination of the agreement, these indemnification obligations will
continue with respect to claims that arise before or after the termination of the agreement due to activities that occurred before or during the term
of the agreement.

Unless terminated earlier, the agreement will expire upon the last sale of enoxaparin sodium injection by or on behalf of Sandoz in the
United States. Either party may terminate the collaboration relationship for material uncured breaches or certain events of bankruptcy or
insolvency by the other. Sandoz may also terminate the agreement if the product or the market lacks commercial viability, if new laws or
regulations are passed or court decisions rendered that substantially diminish our legal avenues for redress, or, in multiple cases, if certain costs
exceed mutually agreed upon limits. If Sandoz terminates the agreement (except due to our uncured breach) or if we terminate the agreement
due to an uncured breach by Sandoz, we will be granted an exclusive license under certain intellectual property of Sandoz to develop and
commercialize injectable enoxaparin in the United States and our obligation to indemnify Sandoz will survive with respect to claims that arise
due to our exclusive development or commercialization of injectable enoxaparin after the term of the agreement. In the event of a termination by
Sandoz due to the incurrence of costs beyond the agreed upon limits, we must pay certain royalties to Sandoz on our net sales of injectable
enoxaparin. If Sandoz terminates the agreement due to our uncured breach, Sandoz retains the exclusive right to develop and commercialize
injectable enoxaparin in the United States. Sandoz's profit sharing, royalty and milestone payment obligations survive and Sandoz's obligation to
indemnify us will survive with respect to claims that arise due to Sandoz's exclusive development or commercialization of injectable enoxaparin
after the term of the agreement. In addition, if Sandoz terminates the agreement due to our uncured breach, Sandoz would retain its rights of first
refusal outside the United States.

2006 Sandoz Collaboration

Under the 2006 Sandoz Collaboration, we and Sandoz AG agreed to exclusively collaborate on the development and commercialization of
M356 and two other follow-on products for sale in specified regions of the world and expanded the geographic markets covered by the 2003
Sandoz Collaboration related to enoxaparin sodium injection to include the European Union. In December 2008, we and Sandoz AG terminated
the collaborative program with regard to one of the follow-on products, M249, primarily due to its commercial prospects. In December 2009, we
and Sandoz AG terminated the
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collaborative program with regard to the other follow-on product, M178, and clarified the surviving rights of each of the parties following such
termination. As a result, the 2006 Sandoz Collaboration now principally governs the M356 collaborative program and the expansion of the
enoxaparin sodium injection collaboration.

Costs, including development costs and the costs of clinical studies, will be borne by the parties in varying proportions depending on the
type of expense and the related product. For M356, we are generally responsible for all of the development costs in the United States. For M356
outside of the United States and for enoxaparin sodium injection in the European Union, we share development costs in proportion to our profit
sharing interest. All commercialization responsibilities and costs will be borne by Sandoz AG worldwide as they are incurred for all products.
We are reimbursed at cost for any full-time equivalent employee expenses as well as any external costs incurred in the development of products
to the extent development costs are born by Sandoz AG. Sandoz AG is responsible for funding all of the legal expenses incurred under the 2006
Collaboration; however a portion of certain legal expenses will be offset against the profit-sharing amounts in proportion to our profit sharing
interest. The parties will share profits in varying proportions, depending on the product. We are entitled to a 50% share of the profits from sales
of M356. We are eligible to receive up to $163.0 million in milestone payments if all milestones are achieved for the two product programs
remaining under collaboration. None of these payments, once received, is refundable and there are no general rights of return in the arrangement.
Sandoz AG has agreed to indemnify us for various claims, and a certain portion of such costs may be offset against certain future payments
received by us.

Under the 2006 Sandoz Collaboration, each party has granted the other an exclusive license under its intellectual property rights to develop
and commercialize such products for all medical indications in the relevant regions. We have agreed to provide development and related services
on a commercially reasonable best-efforts basis, which includes developing a manufacturing process to make the products, scaling up the
process, contributing to the preparation of regulatory filings, further scaling up the manufacturing process to commercial scale, and related
development of intellectual property. We have the right to participate in a joint steering committee, which is responsible for overseeing
development, legal and commercial activities and which prepares and approves the annual collaboration plans. Sandoz AG is responsible for
commercialization activities and will exclusively distribute and market the products.

The term of the Definitive Agreement extends throughout the development and commercialization of the products until the last sale of the
products, unless earlier terminated by either party pursuant to the provisions of the Definitive Agreement. The Definitive Agreement may be
terminated if either party breaches the Definitive Agreement or files for bankruptcy. In addition, either we or Sandoz AG may terminate the
Definitive Agreement as it relates to the remaining products, on a product-by-product basis, if clinical trials are required.

Pursuant to the terms of the Stock Purchase Agreement, we sold 4,708,679 shares of common stock to Novartis Pharma AG at a per share
price of $15.93 for an aggregate purchase price of $75.0 million. This resulted in a paid premium of $13.6 million as the closing price of our
common stock on the NASDAQ Global Market was $13.05 on the date of the Stock Purchase Agreement.

Pursuant to the terms of the Investor Rights Agreement, we granted to Novartis Pharma AG certain registration rights and inspection rights.
Specifically, Novartis Pharma AG is entitled to "piggyback" and demand registration rights under the Securities Act of 1933, as amended, with
respect to the shares of common stock purchased under the Stock Purchase Agreement. We also granted Novartis Pharma AG inspection rights
whereby, subject to certain exceptions, Novartis Pharma AG may visit and inspect our properties and records, discuss our business and financial
affairs with its officers, employees and other agents, and meet, at least twice a year, with the members of our Board of Directors.
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In December 2011, we and Baxter entered into the Baxter Agreement under which we agreed to collaborate, on a world-wide basis, on the
development and commercialization of two follow-on biologic products. In addition, Baxter has the right to select up to four additional
follow-on biologic products to be included in the collaboration. The Baxter Agreement became effective on February 13, 2012, following
expiration of the applicable waiting period under the Hart-Scott-Rodino Antitrust Improvements Act, as amended.

Under the terms of the Baxter Agreement, Baxter agreed to pay us:

an upfront payment of $33 million;

technical and development milestone payments totaling up to $91 million across the six product candidates;

regulatory milestones totaling up to $300 million, on a sliding scale, across the six product candidates where, based on the
products' regulatory application, there is a significant reduction in the scope of the clinical trial program required for

regulatory approval;

option payments totaling $28 million for the exercise of the options with respect to the additional four product candidates,
and payments of $5 million each for extensions of the period during which such additional products may be named; and

royalties on net sales of licensed products worldwide, with a base royalty rate in the high single digits with the potential for
significant tiered increases based on the number of competitors, the interchangeability of the product, and the sales tier for
each product. The maximum royalty with all potential increases would be slightly more than double the base royalty.

Costs, including development costs, payments to third parties for intellectual property licenses, and expenses for legal proceedings,
including the patent exchange process pursuant to the Biologics Price Competition and Innovation Act of 2009, will be borne by the parties in
varying proportions, depending on the type of expense and the stage of development. We have the option to participate, at our discretion, in a
cost and profit share arrangement for the four additional products up to 30%. If the profit share is elected, the royalties payable would be reduced
by up to nearly half. Absent a cost share arrangement, we will generally be responsible for research and process development costs prior to the
effective date of an Investigational New Drug, or IND, exempton, or its equivalent or waiver or regulatory authority authorization to dose
humans, subject to certain restrictions as outlined in the Baxter Agreement. The cost of in-human clinical trials, manufacturing in accordance
with current good manufacturing practices, or cGMP, and commercialization will be borne by Baxter.

Under the Baxter Agreement, each party has granted the other an exclusive license under its intellectual property rights to develop and
commercialize such products for all therapeutic indications. In addition, we have agreed, for a period commencing six months following the
effective date and ending on the earlier of three years from the effective date of the Baxter Agreement (subject to certain limited time extensions,
as provided in the Baxter Agreement) or the selection of the four additional products, to notify Baxter of bona fide offers from third parties to
develop or commercialize a follow-on biologic product that could be an additional product candidate. Following such notification, if Baxter does
not select such proposed product or products for inclusion in the collaboration, we have the right to develop, manufacture, and commercialize
such product or products on our own or with a third party. We also agreed to provide Baxter with a right of first negotiation with respect to
collaborating in the development of a competing product for a period of three years following the effectiveness of an IND exemption or waiver
or regulatory authority authorization to dose humans, subject to certain restrictions as outlined in the Baxter Agreement. Following the third
anniversary of the effective date of the Baxter Agreement (subject to certain limited time extensions, as provided in
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the Baxter Agreement), we may develop, on our own or with a third party, any FOB products not named under the Baxter Agreement, subject to
certain restrictions as more fully described in the Baxter Agreement.

The collaboration is governed by a joint steering committee, consisting of an equal number of members from us and Baxter, to oversee and
manage the development and commercialization of products under the collaboration.

The term of the collaboration shall continue throughout the development and commercialization of the products, on a product-by-product
and country-by-country basis, until there is no remaining payment obligation with respect to a product in the relevant territory, unless earlier
terminated by either party pursuant to the terms of the Baxter Agreement.

The Baxter Agreement may be terminated:

by either party for breach by or bankruptcy of the other party;

by us in the event Baxter elects to terminate the Baxter Agreement with respect to both of the initial two products within a
certain time period;

by Baxter for its convenience; or

by us in the event Baxter does not exercise commercially reasonable efforts to commercialize a product in the United States
or other specified countries, provided, that we also have certain rights to directly commercialize such product, as opposed to
terminating the Baxter Agreement, in event of such a breach by Baxter.

Massachusetts Institute of Technology

We have two patent license agreements with the Massachusetts Institute of Technology, or M.I.T., granting us various exclusive and
nonexclusive worldwide licenses, with the right to grant sublicenses, under certain patents and patent applications relating to:

methods and technologies for characterizing polysaccharides;

certain heparins, heparinases and other enzymes; and

synthesis methods.

We must meet certain diligence requirements in order to maintain our licenses under the two agreements. Under the agreements, we must
expend at least $1.0 to $1.2 million per year towards the research, development and commercialization of products and processes covered by the
agreements. In addition, we are obligated to make first commercial sales and meet certain minimum sales thresholds of products or processes
including, under the amended and restated agreement, a first commercial sale of a product or process no later than June 2013 and minimal sales
of products thereafter ranging from $0.5 million to $5.0 million annually. M.I.T. may convert the exclusive licenses granted to us under the
amended and restated license agreement to non-exclusive licenses, as its sole remedy, if we fail to meet our diligence obligations. Under the
license agreement covering sequencing machines, M.L.T. has the right to treat a failure by us to fulfill our diligence obligations as a material
breach of the license agreement.

In exchange for the licenses granted in the two agreements, we have paid M.L.T. license issue fees and we pay annual license and
maintenance fees ranging, in the aggregate, from $132,500 to $157,500. We are also required to pay M.L.T. royalties on certain products and
services covered by the licenses and sold by us or our affiliates or sublicensees, a percentage of certain other income received by us from
corporate partners and sublicensees, and certain patent prosecution and maintenance costs. We recorded $157,500, $157,500 and $132,500 as
license and maintenance fees in the years ended December 31, 2011, 2010 and 2009, respectively, and $6.6 million and $2.0 million as royalty
fees and
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milestone payments in the years ended December 31, 2011 and 2010, respectively, related to these agreements.

We are obligated to indemnify M.L.T. and related parties from losses arising from claims relating to the products, processes or services
made, used, sold or performed pursuant to the agreements, unless the losses result from the indemnified parties' gross negligence or willful
misconduct.

Each agreement expires upon the expiration or abandonment of all patents that issue and are licensed to us by M.L.T. under such agreement.
The issued patents include over 30 United States patents and foreign counterparts of some of those. We expect that additional patents will issue
from presently pending U.S. and foreign patent applications. Any such patent will have a term of 20 years from the filing date of the underlying
application. M.I.T. may terminate either agreement immediately if we cease to carry on our business, if any nonpayment by us is not cured
within 60 days of written notice or if we commit a material breach that is not cured within 90 days of written notice. We may terminate either
agreement for any reason upon six months' notice to M.L.T., and, under one agreement, we can separately terminate the license under a certain
subset of patent rights upon three months' notice.

We granted Sandoz a sublicense under the amended and restated license agreement to certain of the patents and patent applications licensed
to us. If MLLLT. converts our exclusive licenses under this agreement to non-exclusive licenses due to our failure to meet diligence obligations, or
if MLL.T. terminates this agreement, M.I.T. will honor the exclusive nature of the sublicense we granted to Sandoz so long as Sandoz continues to
fulfill its obligations to us under the collaboration and license agreement we entered into with Sandoz and, if our agreement with M.L.T. is
terminated, Sandoz agrees to assume our rights and obligations to M.L.T.

Patents and Proprietary Rights

Our success depends in part on our ability to obtain and maintain proprietary protection for our technology and product candidates, to
operate without infringing on the proprietary rights of others and to prevent others from infringing our proprietary rights. Our policy is to seek to
protect our proprietary position by, among other methods, filing United States and foreign patent applications related to our proprietary
technology and product candidates that are important to the development of our business. We also rely on trade secrets, know-how, continuing
technological innovation and in-licensing opportunities to develop and maintain our proprietary position.

We license or own a patent portfolio of over 75 patent families, each of which includes United States patent applications and/or issued
patents as well as foreign counterparts to certain of the United States patents and patent applications. Our patent portfolio includes issued or
pending claims covering:

methods and technologies for characterizing polysaccharides and other heterogeneous mixtures;

the composition of matter and use of certain heparinases, heparinase variants and other enzymes;

methods and technologies for synthesis of polysaccharides;

the composition of matter and use of certain novel LMWHs, including adomiparin and M402;

methods to identify, analyze and characterize glycoproteins; and

methods of manufacture of certain polysaccharide, polypeptide and glycoprotein products.

A significant portion of our patent portfolio covering methods and technologies for characterizing polysaccharides consists of patents and
patent applications owned and licensed to us by M.L.T. In addition, a significant portion of the claims in our patent portfolio covering the
composition of matter of naturally occurring heparinases, heparinase variants and other enzymes, the use of these heparinases
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and enzymes in the characterization of sugars, and certain methods and technologies for analyzing polysaccharides consists of patents and patent
applications that are owned and licensed to us by M.L.T.

The patent positions of companies like ours are generally uncertain and involve complex legal and factual questions. Our ability to maintain
and solidify our proprietary position for our technology will depend on our success in obtaining effective claims and enforcing those claims once
granted. We do not know whether any of our patent applications will result in the issuance of any patents. Moreover, any issued patent does not
guarantee us the right to practice the patented technology or commercialize the patented product. Third parties may have blocking patents that
could be used to prevent us from commercializing our patented products and practicing our patented technology. Our issued patents and those
that may be issued in the future may be challenged, invalidated or circumvented, which could limit our ability to stop competitors from
marketing related products or the length of the term of patent protection that we may have for our products. In addition, the rights granted under
any issued patents may not provide us with proprietary protection or competitive advantages against competitors with similar technology.
Furthermore, our competitors may independently develop similar technologies. For these reasons, we may have competition for our generic,
biosimilar and novel products. Moreover, because of the extensive time required for development, testing and regulatory review of a potential
product, it is possible that, before any of our novel heparin or other products can be commercialized, any related patent may expire or remain in
force for only a short period following commercialization, thereby reducing any advantage of the patent.

We may rely, in some circumstances, on trade secrets to protect our technology. However, trade secrets are difficult to protect. We seek to
protect our technology and product candidates, in part, by confidentiality agreements with our employees, consultants, advisors, contractors and
collaborators. These agreements may be breached and we may not have adequate remedies for any breach. In addition, our trade secrets may
otherwise become known or be independently discovered by competitors. To the extent that our employees, consultants, advisors, contractors
and collaborators use intellectual property owned by others in their work for us, disputes may arise as to the rights in related or resulting
know-how and inventions.

Virdante

In December 2011, we entered into an asset purchase agreement to acquire the sialic switch assets of Virdante Pharmaceuticals, Inc.,
including intellectual property and cell lines, relating to the sialylation of intravenous immunoglobulin and other proteins. We paid Virdante
$4.5 million in cash at closing and have agreed to pay Virdante up to an aggregate of $51.5 million in additional contingent milestone payments
upon achievement of particular development goals for up to three products in the manner and on the terms and conditions set forth in the
purchase agreement. The contingent milestone payments are structured to include potential payments related to products based upon the
acquired assets as follows: (i) no more than $30 million if certain development and regulatory milestones are achieved for an initial product;
(ii) no more than $15 million if certain development and regulatory milestones are achieved for a second product; and (iii) no more than
$6.5 million if certain development and regulatory milestones are achieved for a third product if the development milestones for such third
product are met within fifteen (15) years of the anniversary of the date of the purchase agreement.

Parivid
In April 2007, we entered into an asset purchase agreement, or the Purchase Agreement, with Parivid, LLC, or Parivid, a provider of data
integration and analysis services to us, and S. Raguram, the principal owner and Chief Technology Officer of Parivid. Pursuant to the Purchase

Agreement, we acquired certain of the assets and assumed certain of the liabilities of Parivid related to the acquired assets in exchange for
$2.5 million in cash paid at closing and up to $11.0 million in contingent
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milestone payments in a combination of cash and/or stock in the manner and on the terms and conditions set forth in the Purchase Agreement.

The contingent milestone payments are structured to include (i) potential payments of no more than $2.0 million in cash if certain
milestones are achieved within two years from the date of the Purchase Agreement, or the Initial Milestones, and (ii) the issuance of up to
$9.0 million of our common stock to Parivid if certain other milestones are achieved within fifteen years of the date of the Purchase Agreement.

In August 2009, we entered into an Amendment to the Purchase Agreement where we agreed to extend the time period for completion of
the Initial Milestones to June 30, 2009, specified those Initial Milestones that had been achieved as of June 30, 2009 and, as consideration for the
completion and satisfaction of the Initial Milestones that were achieved, agreed to pay Parivid $0.5 million cash and to issue 91,576 shares of
our common stock, at a value of $10.92 per share. In addition, in September 2009, we made a cash payment of $0.1 million to Parivid, recorded
as other expense, representing the difference between the net proceeds from Parivid's sale of the shares issued in satisfaction of the Initial
Milestones and the value of such shares as of the date of the Amendment.

In July 2011, we entered into an Amendment to the Purchase Agreement where we agreed that a milestone payment would be made in cash
rather than through the issuance of our common stock. In August 2011, we paid Parivid $6.7 million in cash, in lieu of stock, pursuant to this
Amendment as consideration for the completion and satisfaction of a milestone related to enoxaparin sodium injection developed technology
that was achieved in July 2011. We capitalized the payment as developed technology, which is included in intangible assets in the consolidated
balance sheet as of December 31, 2011. The developed technology is being amortized over the estimated useful life of the enoxaparin sodium
injection developed technology of approximately 10 years.

Manufacturing

We do not own facilities for manufacturing any products. Although we intend to rely on contract manufacturers, we have personnel with
experience in manufacturing, as well as process development, analytical development, quality assurance and quality control. Under the 2003
Sandoz Collaboration and the 2006 Sandoz Collaboration, Sandoz is responsible for commercialization, including manufacturing, of the
products covered by those agreements. Under the Baxter Agreement, Baxter is responsible for commercialization, including manufacturing, of
the products covered by that agreement.

We have entered into various agreements with third party contractors for process development, analytical services and manufacturing. In
each of our agreements with contractors, we retain ownership of our intellectual property and generally own and/or are assigned ownership of
processes, developments, data, results and other intellectual property generated during the course of the performance of each agreement that
primarily relate to our products. Where applicable, we are granted non-exclusive licenses to certain contractor intellectual property for purposes
of exploiting the products that are the subject of the agreement and in a few instances we grant non-exclusive licenses to the contract
manufacturers for use outside of our product area. The agreements also typically contain provisions for both parties to terminate for material
breach, bankruptcy and insolvency.

The starting material for manufacture of M402 and enoxaparin sodium injection is unfractionated heparin, or UFH, including UFH from
suppliers who source the materials from China. In 2008, due to the occurrence of adverse events associated with the use of contaminated UFH,
there were global recalls, including in the United States, of UFH products. Based on its investigation, the FDA identified a heparin-like
contaminant in the implicated UFH products and recommended that manufacturers and suppliers of UFH use additional tests to screen their UFH
active pharmaceutical ingredient. As a result of these UFH product recalls and potential future recalls, the United States government has placed
certain restrictions, and may decide to place additional restrictions, on the import of raw materials,
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including UFH. In addition, these restrictions have limited the number of suppliers who are able to provide UFH. Both of these factors could
make it difficult for us to obtain our starting material, could increase costs significantly or make these materials unavailable.

Sales, Marketing and Distribution

We do not currently have any sales, marketing and distribution capabilities, nor do we currently have any plans to build a sales, marketing
and distribution capability to support any of our products. In order to commercialize any products that are not encompassed by the 2003 Sandoz
Collaboration, the 2006 Sandoz Collaboration or the Baxter Agreement, we must either develop a sales, marketing and distribution infrastructure
or collaborate with third parties that have sales, marketing and distribution experience, and we will review these options as our other product
candidates move closer to commercialization.

Regulatory and Legal Matters

Government authorities in the United States, at the federal, state and local level, the European Union and other countries extensively
regulate, among other things, the research, development, testing, manufacture, labeling, promotion, advertising, distribution, marketing and
exporting and importing of products such as those we are developing.

United States Government Regulation

In the United States, the information that must be submitted to the FDA in order to obtain approval to market a new drug or biologic varies
depending on whether the drug or biologic is a new product whose safety and effectiveness has not previously been demonstrated in humans, or
a drug or biologic whose active ingredient(s) and certain other properties are the same as those of a previously approved drug or biologic.
Approval of new drugs and biologics follows the NDA and BLA routes, respectively. A drug that claims to be the same as an already approved
NDA drug may be able to file for approval under the ANDA approval pathway. Beginning in 2010, with the enactment of the BPCI, an FOB
may also be able to file for approval under the new abbreviated pathway under Section 351(k) of the Public Health Service Act.

ANDA Approval Process

FDA approval is required before a generic equivalent of an existing brand name drug may be marketed. Such approval is typically obtained
by submitting an ANDA to the FDA and demonstrating therapeutic equivalence. However, it is within the FDA's regulatory discretion to
determine the kind and amount of evidence required to approve a product for marketing. An ANDA may be submitted for a drug on the basis
that it is the same as a previously approved branded drug, also known as a reference listed drug. Specifically, the generic drug that is the subject
of the ANDA must have the same active ingredient(s), route of administration, dosage form, and strength, as well as the same labeling, with
certain exceptions, and the labeling must prescribe conditions of use that have been previously approved for the listed drug. If the generic drug
product has a different route of administration, dosage form, or strength, the FDA must grant a suitability petition approving the differences(s)
from the listed drug before the ANDA may be filed. The ANDA must also contain data and information demonstrating that the generic drug is
bioequivalent to the listed drug (or alternatively seek a waiver as is requested for most injectables), or if the application is submitted pursuant to
an approved suitability petition, information to show that the listed drug and the generic drug can be expected to have the same therapeutic effect
when administered to patients for a proposed condition of use.
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Generic drug applications are termed "abbreviated" because they are not required to duplicate the clinical (human) testing or, generally,
preclinical testing necessary to establish the underlying safety and effectiveness of the branded product, other than the requirement for
bioequivalence testing. However, the FDA may refuse to approve an ANDA if there is insufficient information to show that the active
ingredients are the same and to demonstrate that any impurities or differences in active ingredients do not affect the safety or efficacy of the
generic product. In addition, like NDAs, an ANDA will not be approved unless the product is manufactured in current Good Manufacturing
Practices, or cGMP, compliant facilities to assure and preserve the drug's identity, strength, quality and purity. As is the case for NDAs and
BLAs, the FDA may refuse to accept and review insufficiently complete ANDAs.

Generally, in an ANDA submission, determination of the "sameness" of the active ingredients to those in the reference listed drug is based
on the demonstration of the chemical equivalence of the components of the generic version to those of the branded product. While the standard
for demonstrating chemical equivalence is relatively straightforward for small molecule drugs, it is inherently more difficult to define sameness
for the active ingredients of complex drugs. Under the NDA pathway, these types of drugs include such products as heparins and recombinant
versions of certain hormones, among others. Due to the limited number of ANDA submissions for generic complex drugs, the FDA has not
reached a final position for demonstrating chemical equivalence for many of these products specifically, nor provided broad guidance for
achieving "sameness" for complex drugs in general. In many cases, the criteria the FDA may apply are evolving and are being determined on an
application-by-application basis.

To demonstrate bioequivalence, ANDAs generally must also contain in vivo bioavailability data for the generic and branded drugs.
"Bioavailability" indicates the rate and extent of absorption and levels of concentration of a drug product in the bloodstream needed to produce a
therapeutic effect. "Bioequivalence" compares the bioavailability of one drug product with another, and when established, indicates that the rate
of absorption and levels of concentration of a generic drug in the body are the same as the previously approved branded drug. The studies

required to demonstrate in vivo bioequivalence are generally very small, quick to complete, and involve relatively few subjects. Under current

regulations, the FDA may waive requirements for in vivo bioequivalence data for certain drug products, including products where
bioequivalence is self evident such as injectable solutions which have been shown to contain the same active and inactive ingredients as the

reference listed drug. Although the FDA may waive requirements for in vivo bioequivalence data, it may still require the submission of
alternative data on purity, such as immunogenicity and/or pharmacokinetics and pharmacodynamics data, to provide additional evidence of

pharmaceutical equivalence. The FDA, however, does not always waive requirements for in vivo bioequivalence data.

Generic drug products that are found to be therapeutically equivalent by the FDA receive an "A" rating in FDA's Orange Book, which lists
all approved drug products and therapeutic equivalence evaluations. Products that are therapeutically equivalent can be expected in the FDA's
judgment to have equivalent clinical effect and no difference in their potential for adverse effects when used under the approved conditions of
their approved labeling. Products with "A" ratings are generally substitutable for the innovator drug by both in-hospital and retail pharmacies.
Many health insurance plans require automatic substitution for "A" rated generic versions of products when they are available, although
physicians may still prescribe the branded drug for individual patients. On rare occasions in the past, generic products were approved that were
not rated as therapeutically equivalent, and these products were generally not substitutable at retail pharmacies.

The timing of final FDA approval of a generic drug for commercial distribution depends on a variety of factors, including whether the
applicant challenges any listed patents for the drug and/or its use and whether the manufacturer of the branded product is entitled to one or more
statutory periods of non-patent regulatory exclusivity, during which the FDA is prohibited from accepting or approving generic product
applications. For example, submission of an ANDA for a drug that was approved under
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an NDA as a new chemical entity will be blocked for five years after the pioneer's approval, or for four years after approval if the application
includes a paragraph IV certification of non-infringement or invalidity against a patent applicable to the branded drug. In certain circumstances,
a regulatory exclusivity period can extend beyond the life of a patent, and thus block ANDAs from being approved on or after the patent
expiration date. For example, a three-year exclusivity period may be granted for new indications, dosage forms, routes of administration, or
strengths of previously approved drugs, or for new uses, if approval of such changes required the sponsor to conduct new clinical studies. In
addition, the FDA may extend the exclusivity of a product by six months past the date of patent expiry or other regulatory exclusivity if the
manufacturer undertakes studies on the effect of their product in children, a so-called pediatric exclusivity.

The brand manufacturer may seek to delay or prevent the approval of an ANDA by filing a Citizen Petition with the FDA. For example, a
Citizen Petition may request the FDA to rule that a determination of "sameness" and/or therapeutic equivalence for a particular ANDA is not
possible without extensive clinical testing, based on the characteristics of the brand product. Because relatively few ANDAs for complex
mixture drugs have been reviewed by FDA, such a petition could substantially delay approval, or result in non-approval, of an ANDA for a
complex mixture generic product. For example, Sanofi-Aventis filed a citizen petition that argued that "sameness" could not be established by
any applicant filing an ANDA for a generic Lovenox on the grounds that Lovenox was too complex to be thoroughly characterized. The FDA
denied Sanofi-Aventis petition in connection with the approval of the ANDA for enoxaparin sodium injection. The review of the citizen petition
and the preparation of the FDA response, however, involved significant legal and regulatory resources that may have extended the time for FDA
review and approval of the ANDA.

Patent Challenge Process Regarding ANDAs

The Hatch-Waxman Act provides incentives for generic pharmaceutical manufacturers to challenge patents on branded pharmaceutical
products and/or their methods of use, as well as to develop products comprising non-infringing forms of the patented drugs. The Hatch-Waxman
legislation places significant burdens on the ANDA filer to ensure that such challenges are not frivolous, but also offers the opportunity for
significant financial reward if the challenge is successful.

If there is a patent listed for the branded drug in the FDA's Approved Drug Products with Therapeutic Equivalence and Evaluations listing
or "Orange Book" at the time of submission of the ANDA, or at any time before the ANDA is approved, the generic company's ANDA must
include one of four types of patent certification with respect to each listed patent. If the applicant seeks approval to market the generic equivalent
prior to the expiration of a listed patent, the generic company includes a certification asserting that the patent is invalid or unenforceable or will
not be infringed, a so-called "paragraph IV certification." Within 20 days after receiving notice from the FDA that its application is acceptable
for review, or immediately if the ANDA has been amended to include a paragraph IV certification after the application was submitted to the
FDA, the generic applicant is required to send the patent owner and the holder of the NDA for the brand-name drug notice explaining why it
believes that the listed patents in question are invalid, unenforc