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UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

FORM 10-K
(Mark One)
3] ANNUAL REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934
For the fiscal year ended December 31, 2014
Or
O TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF 1934
For the transition period from to

Commission file number: 000-50797

MOMENTA PHARMACEUTICALS, INC.

(Exact name of registrant as specified in its arart

Delaware 04-3561634
(State or other jurisdiction of (I.LR.S. Employer Identification No.)
incorporation or organizatioi

675 West Kendall Street, Cambridge, Massachusett®042
(Address of principal executive offices) (zip code)

Registrant's telephone number, including area q@d€?) 491-9700
Securities registered pursuant to Section 12(hefAct:

Title of each class Name of each exchange on which registert

Common Stock, $0.0001 par val NASDAQ Global Marke'

Securities registered pursuant to Section 12(gh@”ct:None
Indicate by check mark if registrant iwell-known seasoned issuer, as defined in Ruleof@be Securities Act. Ye& No O
Indicate by check mark if the registranhot required to file reports pursuant to Sectidror Section 15(d) of the Act. Yed No

Indicate by check mark whether the regidt(1) has filed all reports required to be filgdSection 13 or 15(d) of the Securities Exche
Act of 1934 during the preceding 12 months (ordiach shorter period that the registrant was reduodile such reports), and (2) has been
subject to such filing requirements for the pastiags. Yeskxl No O

Indicate by check mark whether the regidthas submitted electronically and posted ocdtporate Web site, if any, every Interactive
Data File required to be submitted and posted @untsio Rule 405 of Regulation S-T (8 232.405 of tthapter) during the preceding
12 months (or for such shorter period that thestegit was required to submit and post such filés}. No O

Indicate by check mark if disclosure ofiaiguent filers pursuant to Item 405 of RegulatiK is not contained herein, and will not be
contained, to the best of registrant's knowledgeleffinitive proxy or information statements incorated by reference in Part 11l of this
Form 1(-K or any amendment to this Form-K.



Indicate by check mark whether the regidtis a large accelerated filer, an accelerated & non-accelerated filer, or a smaller repgrtin
company. See definitions of "large accelerated,filaccelerated filer" and "smaller reporting camp” in Rule 12b-2 of the Exchange Act.
(Check one):

Large accelerated fildxl Accelerated filed Non-accelerated fildrl Smaller reporting compariy
(Do not check if a smaller reporting compa

Indicate by check mark whether the regigtis a shell company (as defined in Rule 12b-thefExchange Act). Yefl No [

The aggregate market value of the regisgaoting shares of Common Stock held by noriatiis of the registrant on June 30, 2014,
based on $12.08 per share, the last reported sedéeqi Common Stock on the Nasdaq Global Markethaih date, was $623,539,919.

As of February 13, 2015, the registramt 54,972,790 shares of Common Stock outstanding.
DOCUMENTS INCORPORATED BY REFERENCE:

Portions of the information required bytRH of Form 10-K will appear in the registrantefinitive Proxy Statement on Schedule 14A
for its 2015 Annual Meeting of Stockholders and lagesby incorporated by reference into this report.
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CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENT S

Statements contained or incorporated by referendtis Annual Report on Form 10-K that are abottife events or future results, or
are otherwise not statements of historical fact ‘doeward-looking statements" within the meaninghaf Private Securities Litigation Reform
Act of 1995, Section 27A of the Securities AcB8Blas amended, and Section 21E of the Exchartg@iWase statements are based on cui
expectations, estimates, forecasts, projectiorientions, goals, strategies, plans, prospects ardtliefs and assumptions of our manager
In some cases, these statements can be identifiedtals such as "anticipate,” "believe," "contidu&gould,” "hope,"” "target," "project,’
"goal," "objective," "plan," "potential,” "predict,"might," "estimate," "expect," "intend," "may,séek", "should," "target," "will," "would,"
"look forward" and other similar words or express# or the negative of these words or similar wardexpressions. These statements
include, but are not limited to, statements regagdbur expectations regarding the development dititlyLof our products, product candidates
and novel therapeutic programs, efforts to partaer un-partnered programs, including without lintitsmn M834, the timing of clinical trials
and the significance and meaning of results oficdihtrials, our ongoing litigation with Teva ovét356, collaboration revenues and research
and development revenues, manufacturing, includingntent to rely on contract manufacturers, regoty filings and approvals, and the
sufficiency of our cash for future operations.

Any forward-looking statements in this Annual RéporForm 10-K involve known and unknown risks eutainties and other important
factors that may cause our actual results, perfarogaor achievements to be materially different fiaong future results, performance
achievements expressed or implied by these forteaiddng statements. Important factors that may esarsual results to differ materially frc
current expectations include, among other thinhese listed under Part I, Item 1A. "Risk Factoratialiscussed elsewhere in this Annual
Report on Form 1-K. Given these uncertainties, you should not plamgue reliance on these forward-looking statemedssept as required
by law, we assume no obligation to update or rethsse forwardeoking statements for any reason, even if newrimddion becomes availak
in the future.

This Annual Report on Form 10-K also contains estés, projections and other information concerning industry, our business, and
the markets for certain diseases, including dagarding the estimated size of those markets, améhttidence and prevalence of certain
medical conditions. Information that is based otineates, forecasts, projections, market researchimlar methodologies is inherently sub,
to uncertainties and actual events or circumstanoay differ materially from events and circumstaniglected in this information. Unless
otherwise expressly stated, we obtained this imgulktisiness, market and other data from repoesgearch surveys, studies and similar data
prepared by market research firms and other thiatties, industry, medical and general publicatiogesyernment data and similar sourc

1




Table of Contents

PART |

tem 1. BUSINESS

Our Company

We are a biotechnology company focusedaweldping generic versions of complex drugs, bidsirs and novel therapeutics for
oncology and autoimmune disease.

We were originally founded to develop notrelrapeutics by applying our innovative sugar seging technology. We expanded our
focus, applying our analytic technology and exgerto develop complex generics and biosimilarkisgdo take advantage of the abbreviatec
development and regulatory pathways availableesdtiypes of products in an effort to minimize titmenarket and secure near-term product
revenues. Our first product, a generic version@fdnox® (enoxaparin sodium injection), was apprawgdhe FDA in July 2010. Our product
was the only generic version of Lovenox on the reantil September 2011, during which time we reipgd product revenues of over
$340 million.

In addition to our generic version of Loegnwhich continues to be marketed in the Uniteatest, we currently are developing a generic
version of Copaxone® (glatiramer acetate); a pbaetiaf biosimilar candidates, including a biosimitZf HUMIRA® (adalimumab) and a
biosimilar of ORENCIA® (abatacept); a novel oncalqgoduct candidate, necuparanib; and several mreeluct candidates targeting
autoimmune disease.

Our approach to drug discovery and devebans built around a complex systems analysiggutatthat we use to obtain a detailed
understanding of complex chemical and biologicesyst, design product candidates, evaluate the bialbfyinction of products and product
candidates, and develop reliable and scalable raaturfing processes. The core objective of our iatfis to resolve the complexity of
molecular structures and related biologic systafsfirst map the key measurements needed to obtaprehensive data on a targeted
molecular structure and related biology and thereldp a set of analytic tools and methods, inclgditandard, modified and proprietary
analytics, to generate the data, including multiplated and complementary, or orthogonal, measWesalso utilize proprietary data analytics
software.

We believe our complex systems analysigquta gives us a competitive advantage in develggiomplex generics, biosimilars and na
therapeutics. Further, the analytic tools and nathmodels and data sets, the knowledge and issitgveloped in one area further expand th
platform and can direct, inform and advance effortsther areas. For example, in our biosimilaggpam, the analytics aimed at fully
characterizing monoclonal antibodies and fusionging were adapted from the physicochemical amalytie developed in our complex
generics programs. Similarly, the process developraed manufacturing expertise developed in ourptergenerics and biosimilars
programs can be directly used to advance our rntheehpeutic programs. The biocharacterization tffilmr our complex generics and
biosimilar programs provide a core set of modet$ lzinlogic data sets that can form the basis dfiiigs in our novel therapeutic research.
deep understanding of polysaccharides gained franswaccessful generic Lovenox program has enahkedésign and engineering of our
novel oncology product candidate. Our understandfrthe impact of sialylation patterns on antibsdierived in our biosimilars program has
informed our research on our novel autoimmune prbdandidates. In selecting our current developmermgrams and in the evaluation of any
potentially new programs, we look for those oppwitias where we believe we can best leverage aifgoin to realize a competitive
advantage to bring new medicines to patients agatervalue for our stockholders.
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We have three product areas: Complex GesiaBiosimilars and Novel Therapeutics. A summdrguwr programs in each of our product
areas is set forth below.

Marketed

Mon-clinicalProcess I ANDA/BLA/NDA ‘

Programs ‘ Development Clinical’ Filed

Encxaparin Sodium

Injection (Generic ﬁ

Lowwrga®)*

M356 (Generic 20
migiemil Copaong®)"

MEEE (Genenic 40
mgiml Copaxone®)*

M323 (Biosimiar
HUMIRA®)"*

ME34 (Biogimiar
ORENCIA®)

Cither Biosimilar
Candidates ﬁ
eCpar Spanciaatc
e . Phase?
Hyper-sialylated 1Vig

Novel (hslVig) g

Therapeutics Selectiva

Immunomodulator of Fc ﬁ

Receptors (SIF3)

Anti-FeRn Antibody a

1Clinical safety/efficacy trials have not been reget for these complex generic drug applications
*In collaboration with Sandoz
**In collaboration with Baxter

Complex
Generics'

Biosimilars

Complex Generics
Our Approach

We seek to develop generic versions of dexgrugs. Generics are chemical and therapeutivalgnts of brand name drugs that were
approved by the United States Food and Drug Adtnitien, or FDA, under New Drug Applications, or INB. Most brand name drugs are
simple small molecules that are relatively easguplicate. However, some brand name drugs, for plgrhovenox and Copaxone, are
complex molecular mixtures that are difficult toafyze and difficult to reproduce as generics. Wgdtthese complex brand name drugs usin
our complex systems analysis platform to definér tthetailed structures. Once the precise structaresdentified, or characterized, this
structural characterization of the brand name @ugsed to guide the development of a precise naatwing process to produce a generic
version. To demonstrate the biological functioroof generic version of a brand name drug, we stiliar complex systems analysis platfori
evaluate and compare multiple orthogonal setsabbic data from in-vitro, in-vivo and ex-vivo mdde

Our Programs
Enoxaparin Sodium Injectio—Generic Lovenox®

Enoxaparin Sodium Injection, our only app product, is a generic version of Lovenox. Laweis a widely-prescribed low molecular
weight heparin, or LMWH, used for the preventiom areatment of deep vein thrombosis, or DVT, andupport the treatment of acute
coronary syndromes, or ACS. Lovenox is marketettiénUnited States by Sanofi.

Our Enoxaparin Sodium Injection was devetbpnd is being commercialized in the United Statesllaboration with Sandoz. Sandoz is
responsible for commercialization of Enoxaparini8od
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Injection and we receive a percentage royalty ortrastually defined net sales. The terms of oulabalration with Sandoz are further
discussed below underCollaborations, Licenses and Asset Purchases—Sahdoz

Our Enoxaparin Sodium Injection was apptblig the FDA in syringe form in July 2010 and iaMorm in December 2011. Our product
was the only generic version of Lovenox on the Wh&rket from the time it was launched through Septer 2011, during which time we
recognized product revenues of over $340 million.

The price for branded and generic enoxapardium injection products in the United States $ignificantly declined in the last few yee
due primarily to increased generic competition. 8ened $19.9 million and $16.7 million in royalt@s $197 million and $213 million in U..
sales of Enoxaparin Sodium Injection by Sandoz0itd2and 2013, respectively. For comparison, Saepfirted $173 million (€130 million)
and $248 million (€187 million) in U.S. sales ofuamox in 2014 and 2013, respectively.

M356—Generic Copaxone® (glatiramer acetate injectionaidate

M356 is being developed as a generic vargfdCopaxone. Copaxone, a complex drug consistirggsynthetic mixture of polypeptide
chains, is indicated for treatment of patients wélapsing-remitting multiple sclerosis, or RRMS;haonic disease of the central nervous
system characterized by inflammation and neurodagg¢ion. Copaxone is available in both a once-d2ilyng/mL formulation, which was
approved by the FDA in 1996, and a three-times-lye#B mg/mL formulation, which was approved in Jarpu2014. Copaxone is marketed in
the United States by Teva Neuroscience, Inc., aidiginy of Teva Pharmaceutical Industries, Ltd.

M356 is being developed and commercialineithe United States in collaboration with Sanddz are responsible for certain
development activities and Sandoz is responsilsledmmercialization of M356. Upon approval and coencialization, we will receive 50%
contractually defined profits from M356 sales. tdaion, we are eligible to receive up to $140.0iom in milestone payments from Sandoz
relating to M356. The terms of our collaborationhvandoz are further discussed below undeolfaborations, Licenses and Asset
Purchase—Sandoz"

The application seeking approval of ouresdaily 20 mg/mL M356 was filed by Sandoz with #@A in December 2007. An application
seeking approval of our three-times-weekly 40 mg256 was filed by Sandoz in August 2014. Both aggpions are currently under FDA
review. If we are successful in our challenge ef platents related to 40 mg/mL Copaxone, and assucnstomary patent litigation timelines,
we believe our three-times-weekly 40 mg/mL formiglatof M356 could be approved, following expiratiohany 30-month stay, if applicable,
as early as the first quarter 2017. The approvatgss and related patent challenge process anétaesbelow under "Regulatory and Legal
Matters—United States Government Regulation—"ANDppfoval Process" and "—Patent Challenge ProcessASND

Teva reported $3.1 billion and $3.2 billianJ.S. sales of Copaxone (combined 20 mg/mL d@hchd/mL) in 2014 and 2013, respectively.

Biosimilars
Background

Biologics are therapeutic products thategmeroved by the FDA under Biologics License Apgiians, or BLAS. Biologics are produced
using living cells, and as such they are much ngoreplex than simple small molecule drugs. In 2@tDabbreviated regulatory pathway was
created in the United States for FDA approval otbnilars. Biosimilars are biologics that are higkimilar to reference originator biologics
notwithstanding minor differences in clinically otave components and
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that have no clinically meaningful differences frémeir respective reference originator biologicéamms of safety, purity and potency. Under
the abbreviated regulatory pathway for biosimiléing, FDA has discretion over the kind and amourgvidence required to demonstrate
similarity and has indicated that, in its reviewbadsimilar applications, it intends to considee tbtality of the evidence, including a
combination of analytical data, non-clinical (otiraal) studies and clinical (or human) studies. FIA has recommended that applicants take
a stepwise approach in the development of thesilmitar products.

In the United States, the FDA may desigmateosimilar as interchangeable with its referemgginator biologic if it is demonstrated that
the biosimilar is expected to produce the samecelimesult as the reference originator biologi@any given patient and, if it is a product to be
administered repeatedly in a patient, there isafietg risk or diminished efficacy in alternatingtiveen the biosimilar and the reference
originator biologic. Interchangeable biosimilarsynee substituted at the pharmacy for the referemicgnator product without the intervention
of a physician. Biosimilars that receive the filssignation of interchangeability also receive @gokof regulatory exclusivity during which
time the FDA will not designate other biosimilafgtoe same originator reference product to be ait@angeable. Biosimilars may be approved
for one or more, and possibly all, indicationsyigrich a reference originator biologic is approviedsome cases, clinical trial data successfully
demonstrating the use of a biosimilar for one iatlan, and submitted to support approval for thdtdation, may be extrapolated to support
approval for one or more other indications of thierence originator biologic. This extrapolationcbhical data to gain approval for multiple
indications is generally referred to as indicatotrapolation.The biosimilar regulatory pathwayliscussed in more detail below under
"Regulatory and Legal Matters—United States GovemniRegulation—Biosimilars."

Market Potential

Biologics represent an important advandhéntreatment of disease and continue to havenafirmative impact on the lives of patients
with difficult to treat conditions like cancer aadtoimmune disease. The market for biologics isi@ant and growing. In 2013, the global
biologics market represented approximately $15@hiin sales, with virtually the entire market cpased of reference originator biologics. In
2020, global sales of biologics are expected taggroximately $240 billion. Many currently commexty successful biologics are expected tc
face loss of patent exclusivity in the next fiveéo years. While therapeutically beneficial, bgits can be extremely costly to patients, cos
upwards of thousands, or even hundreds of thousahdsllars a year. They can also be costly toegements, insurers and other payors of
healthcare benefits. Biosimilars are expected tegaly be more affordable than their referencgipator biologics. As a result, we believe
there is a significant market potential for biodars.

That potential, however, may be difficdtrealize, in large part due to the challengesio€sssfully developing and manufacturing
biosimilars. Biologics are therapeutic proteins anel much more complex and much more difficulthiaracterize and replicate than small-
molecule, chemically synthesized drugs. Proteind te be 100 to 1000 times larger than conventidnags, and are more susceptible to
physical factors such as light, heat and agitafidney also have greater structural complexity. €énoinolecules differ from one another
primarily in their sequence of amino acids, whiebuits in folding of the protein into a specificgb-dimensional structure that determines its
activity. Although the sequence of amino acids pratein is consistently replicated, there are miper of changes that can occur following
synthesis that create inherent variability. Chiebag these is the glycosylation, or the attachroéatigars at certain amino acids.
Glycosylation is critical to protein structure afuhction, and thoroughly characterizing and matgtile glycosylation profile of a targeted
biologic is essential and poses significant scirergind technical challenges. Furthermore, it iemichallenging to consistently manufacture
proteins with complex glycosylation profiles, esiplg on a commercial scale. Protein-based thertéggeare inherently heterogeneous and
their structure is
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highly dependent on the production process anditond. Products from one production facility caffet within an acceptable range from
those produced in another facility. Similarly, plepgehemical differences can also exist among dfiefots of the same product produced a
same facility. The physicochemical complexity aimt ©f biologics creates significant technical aogentific challenges in their replication as
biosimilar products. Accordingly, while the marlgettential of biosimilars is great, the technicaingexity involved and expertise and
technical skill required to successfully develod amanufacture biosimilars poses significant basrierentry.

Our Approach

The analytics we developed to thoroughlgrahterize monoclonal antibodies and fusion preteiare adapted from the physicochemical
analytics that were developed in our complex gesgsrograms. Our process development and manufagicapabilities are guided by
advanced technologies from cell line selection smuiacturing in compliance with good manufactunimgctices, allowing us to produce high
fidelity copies of originator products. We beliewe are able to select the optimum cell lines, defirocess parameters and manipulate the
cell's outputs using effective control strategiaary manufacturing. We also evaluate orthogont seboth structural and biologic data
(biocharacterization) from in-vitro, in-vivo and-@&o models to compare the function of the origargproduct and our product. We believe
our complex systems analysis platform provideshascapabilities necessary to carry out our strategievelop high-quality biosimilars that
achieve indication extrapolation and interchandéghihile relying on a more selective and targesggproach to nowclinical and clinical trials

Our Strategy
Our biosimilar strategy includes the follag three key elements:
1. Build a portfolio of well-selected programs

We seek to maintain a portfolio of programs to aagthe technological, manufacturing and regulasymnergies created in
developing multiple biosimilar candidates. We digtieve that multiple programs offer the opportynd diversify risk and
reduce dependence on revenue from any individwalymt. We currently have over half a dozen biogimiirograms at various
stages of development. We select programs withldpreent timelines that we believe will allow us &rto develop higlyuality
biosimilars while still being one of the first bioslars for each reference originator biologic.

2. Leverage our proven analytic capabilities and exigerto realize regulatory and commercial compegitadvantages

We seek to develop biosimilars that have fingetdike similarity to their respective referenceginator biologic in order to
allow for more selective and targeted clinical aot-clinical trial requirements, and related tinmel @osts, necessary to achieve
biosimilarity, indication extrapolation and inteerfgeability. We believe our approach offers usojfygortunity to provide the
FDA with robust and compelling evidence that owsimilar has highly similar structure and biologtivity as a reference
originator biologic, and that we have a well-colte@ manufacturing process. We believe that undeiotality-of-the-evidence
approach to determining biosimilarity, the FDA abukly on our analytical data to allow more selextind targeted nociinical
and clinical trials. In turn, this could signifidinreduce the length and cost of clinical studied increase the likelihood that we
can achieve our goal of a designation of interckabdity for each biosimilar program.
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3. Optimally position our product candidates for sussdy selectively partnering with leading pharmdioali companies.

We seek to identify and collaborate with stratggactners who can bring best-in-class, global consiakecapabilities and can
help secure high quality, low cost manufacturing distribution. We seek to leverage our capabgiiad expertise to advance
programs to a stage where we can derive optimekktdder value from each of our collaborations. Ngge partnered our lead
program, M923, with Baxter.

Our Programs
M923—Biosimilar HUMIRA® (adalimumab) Candidate

M923 is being developed as a biosimilarbfMIRA. HUMIRA is a monoclonal antibody that camblito a substance in the body known
as tumor necrosis factor, or TNF, thereby inhilgitthe known effect of TNF as a potent mediatonmfilimmation. HUMIRA is indicated for
the treatment of patients with rheumatoid arthrifisohn's disease, ulcerative colitis and psoriasi®ng other diseases, who have had an
inadequate response to certain other currentljablaitreatments. HUMIRA is marketed globally bybAbe.

M923 is being developed and commercialinecbllaboration with Baxter. We are responsibledevelopment activities through
submission of an Investigational New Drug applimatior IND, to the FDA, or equivalent applicationthe EU, and Baxter is responsible for
clinical development, manufacturing and commerzélon activities. Upon approval and commercialmatwe will receive royalties on sales
of M923 at rates that increase based on the nuoflmmpetitors, the interchangeability of M923 dhd level of M923 sales. In addition, we
have received $12.0 million, and are eligible toefee up to an additional $50 million, in milestgreyments from Baxter relating to M923.
The terms of our collaboration with Baxter are fiertdiscussed below unde€bllaborations, Licenses and Asset Purchases—Baxter

In December 2014, a clinical trial applioat or CTA, to initiate a pharmacokinetic clinidebl for M923 was accepted by the UK
Medicines and Healthcare Products Regulatory Ageficgeptance of the CTA met two milestones underBhxter collaboration, resulting in
payment to us of an aggregate of $12.0 million ikestone payments. The trial commenced in the dustrter of 2015. Baxter is planning to
submit the first regulatory application for marketiapproval for M923 as early as 2017.

AbbVie reported approximately $12.5 billionworldwide sales of HUMIRA in 2014, including poximately $6.5 billion in the United
States. Total worldwide sales of HUMIRA are expddtebe approximately $14.7 billion in 2018, indhugl approximately $7.1 billion in the
United States.

M834—-Biosimilar ORENCIA® (abatacept) Candidate

M834 is being developed as a biosimilaO&ENCIA. ORENCIA is a fusion protein composed d ffc region of the immunoglobulin
IgG1 fused to the extracellular domain of CTLA-4ttimhibits an immune response by blocking cerfagell signals. ORENCIA is indicated
for the treatment of patients with rheumatoid atithand juvenile idiopathic arthritis who have heinadequate response to certain other
currently available treatments. ORENCIA is markegébally by Bristol-Myers Squibb and co-promotgd®no Pharmaceutical in Japan.

M834 was previously being developed andmoentialized in collaboration with Baxter. In Febnu@015, Baxter terminated in part our
collaboration as it relates specifically to M834ioPto termination, in October 2014, we achievaatedefined "minimum development
criteria" milestone under the Baxter collaborati@sulting in a $7.0 million license payment to W& retain all worldwide development and
commercialization rights for M834. We plan to conié to develop M834

7
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with a goal of being able to enter clinical develtamt in 2016 and are currently identifying and ping potential opportunities to partner the
program.

BristolMyers Squibb reported approximately $1.7 billionmiarldwide sales of ORENCIA in 2014, including apgimately $1.1 billion il
the United States.

Other Biosimilar Programs

We are also investing in several otheljerastage biosimilar programs that we believe ailbw us to broaden our biosimilar product
portfolio and technology base. Total worldwide sadéthe reference originator products that wetargeting in our other biosimilar programs
were approximately $9.0 billion in 2013, includiagproximately $5.1 billion in the United Statesd ame projected to be approximately
$20.7 billion in 2018, including approximately $Qhillion in the United States.

Novel Therapeutics
Our Approach

The majority of human diseases result ftbeinteraction of a complex web of biologic sysseiVe believe our core analytical tools and
approach may enable new insights into the complgledy underlying diseases. This enhanced undetstgrshould help us establish the
relative role of different biological targets aredated cell-to-cell signaling pathways in contribgtto the disease process. Our goal is to
leverage this knowledge to identify novel targetsyel combinations of therapies, and possibly ekfi@ multi-targeting nature of complex
mixture molecules to develop novel products thay pasitively modulate multiple pathways in a diseas

Our novel therapeutics programs use theacherization and process engineering capabilitiesexpertise developed from our complex
generics and biosimilars programs—with a focus a@ggaccharides and therapeutic proteins. We betieateapplying our complex systems
analysis platform to the discovery and developneémovel medicines gives us a detailed understandirihe complex structures of our novel
product candidates, their associated manufactymiagesses and controls, and the targeted biolggtemms. We believe it also helps us to b
select targets, or sets of targets, that will yielgortant clinical benefit and a higher probabilitf success in clinical trials. As our drug
candidates progress into development, by usinglatform in nonelinical studies or early in the clinical trialsag, we believe we can captt
and better understand the activity of the drugb wigoal of improving success by better selectfandications and/or dosing regimens.

Our Programs
Necuparanit—Oncology Product Candidate

Necuparanib, formerly M402, is a novel dngy product candidate derived from heparin andrexeyed to have a broad range of pote
effects on tumor cells and the environment in whighor cells grow. The use of heparins to treabusrthrombosis in cancer patients has
generated numerous reports of antitumor activibyyéver, the dose of these products has been lirhitébeir anticoagulant activity.
Necuparanib has been engineered to have signifycattuced anticoagulant activity while preservihg relevant antitumor properties
heparin, permitting delivery of substantially higlioses. We designed necuparanib based on oundeepstanding of polysaccharides and
expertise in structural and biological characteiimaof heparins that we gained from successfullyedoping Enoxaparin Sodium Injection,
which is produced from biologically derived heparin

In June 2014, necuparanib received Orphaig Designation from the U.S. FDA for the treatmefpancreatic cancer. The FDA's Orp
Drug designation program provides orphan status to
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drugs and biologics intended to treat, diagnogwrevent rare diseases/disorders, defined as aftefetiver than 200,000 people in the United
States. This designation provides certain incestireeluding federal grants, tax credits, and waofePrescription Drug User Fee Act, or
PDUFA, filing fees. A product with orphan drug stsialso has the potential to receive a seven-yehao drug exclusivity once approved.

In December 2014, we received Fast-Trackgtk@tion by the FDA for necuparanib as a firseltreatment in combination with
Abraxane® and gemcitabine in patients with metaspancreatic cancer. The FDA's Fast Track Drugdlmment Program is a process
designed to facilitate the development and expéléeeview of drugs to treat serious conditiond filhan unmet medical need. This
designation allows for companies to interact with EDA frequently to discuss issues such as stadigd, the extent of safety data required tc
support approval, the structure and content of BANand other critical issues. In addition, sugbtraduct could be eligible for accelerated
approval and/or priority review if supported bynitial data at the time of BLA, NDA, or efficacy salpment submission. If the FDA
determines, after preliminary evaluation of clinidata submitted by a sponsor, that a Fast Trao@tymt may be effective, the FDA may also
consider reviewing portions of a marketing applmabefore the sponsor submits the complete agpita

Non-Clinical Development

Researchers have conducted a series ofinicat experiments using mouse and rat tumor nedelluding pancreatic, breast, colorectal,
and ovarian cancers to test the hypothesis thaipaeanib can modulate tumor progression and mestastathese cancers. Necuparanib
exhibits potent binding to multiple heparin-bindiggpwth factors, adhesion molecules, and chemoKsgwesh as VEGF, FGF-2, SDF-1 and P-
selectin) and neutralizes these by blocking theramtion with their receptors or by dissolving ttgriadients in the tumor microenvironment.

a result, necuparanib has been shown in these stmlilhibit tumor cell progression, metastasisl angiogenesis. Additionally, the
nonclinical data showed that necuparanib in contlmnavith gemcitabine prolonged survival and substdly lowered the incidence of
metastasis, suggesting that necuparanib may havgotential to complement conventional chemothemyrange of cancers given its multi-
targeted mechanism of action.

Clinical Development

In 2012, we initiated a Phase 1/2 cliniciall of necuparanib in patients with advanced rsteitic pancreatic cancer. The trial consists of
two parts: Part A (Phase 1), an open-label, melsicending dose escalation study evaluating nesmipain combination with Abraxane®
(nab-paclitaxel) and gemcitabine; and Part B (PR3sa randomized, controlled, proof of conceptigtto evaluate the antitumor activity of
necuparanib in combination with Abraxane and geaihaite, compared with Abraxane and gemcitabine alone

In October 2014, we successfully complétad A and reported positive top-line data. Pamvlved escalating daily necuparanib doses
in combination with 125 mg/m2 Abraxane and 1000m&yfgemcitabine (Days 1, 8, and 15 of each 28-dalegyn patients with metastatic
pancreatic cancer. The necuparanib starting doséviéamg/kg, which was increased via a modified 8e&§ign until a maximum tolerated dt
of 5 mg/kg was determined. Abraxane was addedetdrdatment regimen starting with Cohort 3 follogvielease of the Phase 3
Abraxane + gemcitabine data in 2013. Thirty-sevatiepts (12 patients in the first two cohorts aBdpatients in the five subsequent cohorts)
received necuparanib as of data cutoff and wedaded in the analyses. Top-line results included:

. The most common (greater than 30% of patients)radwevents included anemia, fatigue, nausea, diardnd vomiting—
comparable to what has been observed for Abraxati@@mcitabine alone.

9




Table of Contents

. Twelve patients were treated with the combinategimen of necuparanib, Abraxane, and gemcitabidehame completed the
first 28-day cycle as of data cutoff. All 12 patiealso had at least one follow up CT scan and wensidered evaluable for
radiographic response. Seven patients (58%) adhi@RECIST partial response (PR) and an additidmealtients (33%)
achieved stable disease (SD). Disease Controh(theer of patients with Complete Response + PR + 18l number of
evaluable patients) was achieved in 11 of the 1i2ips (92%).

. All 12 evaluable patients also had greater than 8B@géeases, and 11 patients had greater than 50%sdes, from baseline in
CA19.9 levels (a predictive biomarker for long-teootcome and treatment response in pancreatic ance

We believe the safety data and early sgyohéfficacy from Part A are very encouraging. bédieve the 5 mg/kg dose has significant
potential to provide significantly higher levelsauftivity against multiple cancer targets thanitradal anticoagulant heparins have achieved.
At this dose level, no significant additional takycto what would be expected with the underlyinigréaxane / gemcitabine combination was
observed. Additionally, as the necuparanib doseim@sased across cohorts, no dose proportiorad$ran adverse events were observed. We
believe this suggests the possibility of combimeguparanib with many other chemotherapy and tedgéerapy standards of care in a variety
of other tumor types. We plan to present more neadlata from Part A in mid-2015.

In October 2014, we initiated Part B, oaB# 2, of the Phase 1/2 trial. We expect data Pbase 2 to be available as early as the end of
2016.

Other Novel Therapeutics Programs

Applying an advanced understanding of traglex biology underlying the anti-inflammatory exfs of intravenous immunoglobulin, or
IVIg, and the biologic impact of sialylation, a rhetl of adding sialic acid to proteins, on 1VIg'siéty, we are also developing the following
three novel therapeutic programs:

. hslVlg Program—Hyper-sialylated IVIg, or hslVIg, is a hyper-siag&d version of IVIg. IVlg, which contains poolddjman
immunoglobulin G, or IgG, antibodies purified frdstood plasma, is indicated to treat several inflatory diseases, including
idiopathic thrombocytopenic purpura, or ITP, Kawkashsease, and chronic inflammatory demyelinapotyneuropathy, or
CIDP. The manufacture of 1VIg, which requires lasgeounts of human plasma sourced from donated his@xpensive,
subject to donated blood shortages and often iegohigh batch-to-batch variation. Moreover, thegltHat is available is
predominantly used to treat primary immunodeficiefar diseases such as AIDS. Increasing demantV/tgrproducts already
exceeds available supply worldwide thus limitingdater clinical applications. Many in-vivo models/eahown hslVIg to have
increased anti-inflammatory activity at a much lowese than 1VIlg, which may enable a simpler astisiaadministration with
the potential for superior efficacy and reducedbdb-batch variation compared to 1Vlg. We are ently identifying and
pursuing potential opportunities to partner thetfer development and commercialization of this proy

. SIF3 Program—The selective immunomodulator of Fc receptorsSIéi3, is a novel recombinant protein containingéhigG
Fc regions joined carefully to maximize activityoiNclinical data has demonstrated that this consgnhances the molecules'
avidity and affinity for the Fc receptors. Using¢le data, we are seeking to develop an IVIg-likeaafy profile at lower doses,
potentially reducing the risks associated with plasierived products. We plan to advance this progréth a goal of entering
clinical development in late 2016.
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. Anti-FcRn Program—The Anti-FcRn antibody is a fully-human monoclonatibody that blocks the neonatal Fc receptor, or
FcRn. This receptor recycles 1gG antibodies, engtdi long half-life. The blocking of this receptoith our antibody effectively
inhibits the binding of IgGs and leads to theiridaglearance. We believe these data demonstratepitgntial for acute and
chronic / intermittent therapies in a broad ranfautoantibody driven disease. We plan to advahiseprogram with a goal of
entering clinical development in late 2016.

We believe these early stage programs doame the potential to produce product candidadealale of treating a large number of
immunological disorders driven by antibodies, immwomplexes, and Fc receptor biology. Such dissritketude rheumatoid arthritis,
autoimmune neurologic diseases such as GuillaineBamdrome, chronic inflammatory demyelinatingnogathy and myasthenia gravis,
autoimmune blood disorders such as immune throntbpeyic purpura, systemic autoimmune diseasesasidermatomyositis, lupus
nephritis, and catastrophic antiphospholipid syntrpantibody-mediated transplant rejection, andiauhune blistering diseases, several of
which have few treatment options.

Collaborations, Licenses and Asset Purchases
Sandoz
2003 Sandoz Collaboration

In 2003, we entered into a collaboratiod heense agreement, or the 2003 Sandoz Collalaratith Sandoz N.V. and Sandoz Inc. to
jointly develop, manufacture and commercialize Eapacin Sodium Injection in the United States. Saridd/. later assigned its rights in t
2003 Sandoz Collaboration to Sandoz AG, an afil@ftNovartis Pharma AG. We refer to Sandoz AG @addoz Inc. together as Sandoz.

Under the terms of the 2003 Sandoz Colkatiam, we and Sandoz agreed to exclusively work wéch other to develop and
commercialize Enoxaparin Sodium Injection for ang all medical indications within the United Statesaddition, we granted Sandoz an
exclusive license under our intellectual propeigits to develop and commercialize injectable epaxia for all medical indications within the
United States.

In July 2010, Sandoz began the commeraial &f Enoxaparin Sodium Injection. Under the 28@8doz Collaboration, Sandoz is
obligated to pay us a contractually defined pralffiare or a contractually defined royalty based bather (i) there are no third-party
competitors marketing an interchangeable genersiam of Lovenox, or Lovenox-Equivalent Product ¢adined in the 2003 Sandoz
Collaboration), (ii) a Lovenox-Equivalent Produstieing marketed by Sanofi-Aventis, which distrésuthe brand name Lovenox, or licensed
by Sanofi-Aventis to another company to be sold generic drug, both known as authorized genesic§ij) there are one or more third-party
competitors which are not Sanofi-Aventis marketingovenox-Equivalent Product. From July 2010 thioS8gptember 2011, no third-party
competitor was marketing a Lovenox-Equivalent Podiherefore, during that period, Sandoz paida#% 4f the contractual profits from the
sale of Enoxaparin Sodium Injection. In Septeml@drl2 FDA approved the ANDA for the enoxaparin prctcaf Amphastar
Pharmaceuticals, Inc., or Amphastar. In Octobell2@hndoz confirmed that an authorized generic hoxéequivalent Product was being
marketed, which meant that Sandoz was obligat@éyaus a royalty on its net sales of Enoxaparini8ondnjection until the contractual prof
from those net sales in a product year (July 1—3@eaeached a certain threshold. Upon achieveofaht contractual profit threshold in
December 2011, Sandoz was obligated to pay usfi ginare for the remainder of the product yeaddanuary 2012, following the grant by the
Court of Appeals for the Federal Circuit, or CAREa stay of the preliminary injunction previouségued by the United States District Court
for the District of Massachusetts, Actavis Incrfierly Watson Pharmaceuticals, Inc.), or Actawisi@ainced that they and Amphastar
launched their enoxaparin product. Consequently, in
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each product year, for net sales of enoxapariro @ppre-defined sales threshold, Sandoz is obligat@ay us a royalty on net sales at a 10%
rate, and for net sales above the sales threshtodd]12% rate.

Certain development and legal expensesratyce the amount of profit-share, royalty and stilee payments paid to us by Sandoz. An
product liability costs and certain other experassing from patent litigation may also reduce @neount of profit-share, royalty and milestone
payments paid to us by Sandoz, but only up to 508%ese amounts due to us from Sandoz each quéuercontractual share of these
development and legal expenses is subject to amaaadjustment at the end of each product yeareadd with the product year ending June
2015.

The collaboration is governed by a joimesing committee and a joint project team, eactsisting of an equal number of Sandoz and
Momenta representatives. Most decisions must becraadnimously, with Sandoz collectively having en& and Momenta having one vote.
Sandoz has the sole authority to determine the @tievhich it sells Enoxaparin Sodium Injection.

We and Sandoz will indemnify each otherlésses resulting from the indemnifying party'snefisesentation or breach of its obligations
under the agreement. We will indemnify Sandoz ifageually misappropriate the know-how or trade sescof a third party. Sandoz will
indemnify us and our collaborators involved in #moxaparin program for any losses resulting froslgigation by third parties, including a
product liability claims with respect to EnoxapaBodium Injection and any other claims relatingh® development and commercialization of
Enoxaparin Sodium Injection. To the extent that Exsges result from a third-party claim for whick are obligated to indemnify Sandoz,
Sandoz will have no obligation to indemnify us. &fthe expiration or termination of the agreemtmgse indemnification obligations will
continue with respect to claims that arise beforafter the termination of the agreement due tivities that occurred before or during the te
of the agreement.

Unless terminated earlier, the agreemelhiexpire upon the last sale of Enoxaparin Sodiafadtion by or on behalf of Sandoz in the
United States. Either party may terminate the boltation relationship for material uncured breaalresertain events of bankruptcy or
insolvency by the other. Sandoz may also termitieeagreement if the product or the market lacksmercial viability, if new laws or
regulations are passed or court decisions rendbatdubstantially diminish our legal avenues &atress, or, in multiple cases, if certain costs
exceed mutually agreed upon limits. If Sandoz teat@s the agreement (except due to our uncuredhjrenif we terminate the agreement
to an uncured breach by Sandoz, we will be graateexclusive license under certain intellectuapprty of Sandoz to develop and
commercialize injectable enoxaparin in the Unitéat&s and our obligation to indemnify Sandoz wilivive with respect to claims that arise
due to our exclusive development or commercialiratf injectable enoxaparin after the term of thgeament. In the event of a termination by
Sandoz due to the incurrence of costs beyond treedgipon limits, we must pay certain royaltieSémdoz on our net sales of injectable
enoxaparin. If Sandoz terminates the agreementadoer uncured breach, Sandoz retains the excluigitieto develop and commercialize
injectable enoxaparin in the United States. Sasdwpfit sharing, royalty and milestone paymentgailons survive and Sandoz's obligation tc
indemnify us will survive with respect to claimsttarise due to Sandoz's exclusive developmendramercialization of injectable enoxaparin
after the term of the agreement.

2006 Sandoz Collaboration

In 2006 and 2007, we entered into a s@fi@greements, including a Stock Purchase Agreearahtin Investor Rights Agreement, with
Novartis Pharma AG, and a collaboration and licaggeement, as amended, or the Second Sandoz @ali@n Agreement, with Sandoz A
Together, this series of agreements is referred itve 2006 Sandoz Collaboration. Under the SeSandoz
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Collaboration Agreement, we and Sandoz AG agreexc¢tusively collaborate on the development androencialization of M356, among
other products. Further, under the Second Sandbal@oation Agreement, we and Sandoz AG expanded#ographic markets for
Enoxaparin Sodium Injection covered by the 2003d8arCollaboration to include the European Uniondélrthe Stock Purchase Agreement,
we sold 4,708,679 shares of common stock to Na/Btiarma AG at a per share price of $15.93 (tr@rgrice of our common stock on the
NASDAQ Global Market was $13.05 on the date of pase) for an aggregate purchase price of $75.millesulting in an equity premiu

of $13.6 million. As of December 31, 2014, NovaAis owns approximately 9% of our outstanding comrsturck.

Under the Second Sandoz Collaboration Agea#, costs, including development costs and thesaaf clinical studies, will be borne by
the parties in varying proportions depending ontyipe of expense and the related product. For M@&6are generally responsible for all of
development costs in the United States. For M358idel of the United States and for Enoxaparin Sudijection in the European Union, we
share development costs in proportion to our psbfitiring interest. All commercialization resporigibs will be borne by Sandoz AG
worldwide as they are incurred for all products. @&l Sandoz AG will share profits in varying prapms, depending on the product. Upon
commercialization, we will earn a 50% contractualfip share on worldwide net sales of M356. Profitsnet sales of M356 will be calculated
by deducting from net sales the costs of goodsaaitian allowance for selling, general and adnratise costs, which is a contractual
percentage of net sales. We are reimbursed afaromy full-time equivalent employee expenses ab &s any external costs incurred in the
development of products to the extent developmesitscare born by Sandoz AG. Sandoz AG is respanfiblfunding all of the legal expens
incurred under the Second Sandoz Collaboration éxgent; however a portion of certain legal expenseljding any patent infringement
damages, will be offset against the profit-shaangpunts in proportion to our profit sharing intér&ge are eligible to receive up to
$163.0 million in milestone payments upon the agteent of certain regulatory, commercial and shkesed milestones for M356 in the
United States and Enoxaparin Sodium Injection @Elropean Union. The M356 milestone payments declu$10.0 million regulatory
milestone payment earned upon sole approval bl of M356 in the United States, a $10.0 milliofleatone payment upon first
commercial sale of M356 in the United States antbufi120.0 million in additional milestone paymeng®on the achievement of certain U.S.
commercial and sales-based milestones for M356aeligible to receive up to $23.0 million in saleased and commercial milestones for
Enoxaparin Sodium Injection in the European UnNane of these payments, once received, is refurdaid there are no general rights of
return in the arrangement. Sandoz AG has agremdiémnnify us for various claims, and a certain jporof such costs may be offset against
certain future payments received by us.

Under the Second Sandoz Collaboration Agesd, each party has granted the other an excliisergse under its intellectual property
rights to develop and commercialize such produmtalf medical indications in the relevant region& have agreed to provide development
and related services on a commercially reasonasedfforts basis, which includes developing a nfecturing process to make the products,
scaling up the process, contributing to the prejmraf regulatory filings, further scaling up thenufacturing process to commercial scale,
and related development of intellectual propertg Ndve the right to participate in a joint steeiwognmittee, which is responsible for
overseeing development, legal and commercial gietsvand which prepares and approves the anndabooation plans. Sandoz AG is
responsible for commercialization activities andl exkclusively distribute and market the products.

The term of the Second Sandoz Collaborasigreement extends throughout the development amhercialization of the products until
the last sale of the products, unless earlier teated by either party pursuant to the provisionthefSecond Sandoz Collaboration Agreement
The Second Sandoz Collaboration Agreement mayrbertated if either party breaches the Second Sandoz
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Collaboration Agreement or files for bankruptcy alidition, either we or Sandoz AG may terminateSheond Sandoz Collaboration
Agreement as it relates to the remaining productss product-by-product basis, if clinical triale aequired.

Pursuant to the Investor Rights Agreemaptgranted to Novartis Pharma AG certain regigtratights and inspection rights. Specifice
Novartis Pharma AG is entitled to "piggyback” arfriind registration rights under the Securitiesofdt933, as amended, with respect to
shares of common stock purchased under the Stack#&se Agreement. We also granted Novartis Phar@anAspection rights whereby,
subject to certain exceptions, Novartis Pharma Ady misit and inspect our properties and records;udis our business and financial affairs
with its officers, employees and other agents,rapét, at least twice a year, with the members oBwmard of Directors.

Baxter

In December 2011, we and Baxter Internatioimc., Baxter Healthcare Corporation and Baktealthcare SA, collectively, Baxter,
entered into a global collaboration and licenseagrent, or the Baxter Agreement, to develop anchwentialize biosimilars. The Baxter
Agreement became effective in February 2012. UtideBaxter Agreement, we and Baxter agreed tolootte, on a world-wide basis, on the
development and commercialization of two biosins]a923 and M834. In addition, Baxter had the righselect four additional originator
biologics to target for biosimilar development unttes collaboration. In July 2012, Baxter seleaacdhdditional product, a monoclonal
antibody for oncology, for which we developed adimailar program designated as M511. In DecembeB2Baxter terminated its option to
license M511 under the Baxter Agreement followingrgernal portfolio review. In February 2015, Bews right to select additional programs
expired without further exercise. Also, in Februa@i5, Baxter terminated in part the Baxter Agreanas it relates specifically to M834.

Under the Baxter Agreement, each partygnasted the other an exclusive license under itdl@ctual property rights to develop and
commercialize M923 for all therapeutic indicatioldée have agreed to provide development and ret®nadces on a commercially reasonable
basis through the filing of an IND or equivalenphgation in the European Union for M923, whichlume high-resolution analytics,
characterization, and product and process developmBaxter is responsible for clinical developmengnufacturing and commercialization
activities and will exclusively distribute and matkM923. We have the right to participate in afaiteering committee, consisting of an equal
number of members from us and Baxter, to oversdaeranage the development and commercialization@#3vunder the collaboration. Co:
including development costs, payments to thirdiesufor intellectual property licenses, and expsriselegal proceedings, including the pal
exchange process pursuant to the Biologics Prigepg@tition and Innovation Act of 2009, will be boriog the parties in varying proportions,
depending on the type of expense and the stagevelapment. We will generally be responsible faerch and process development costs
prior to filing an IND or equivalent application the European Union, and the cost ohuman clinical trials, manufacturing in accordangta
current good manufacturing practices and commeézaiibn will be borne by Baxter. Baxter has a righfirst negotiation with respect to
collaborating with us on the development of anydpicd candidate competing with M923. This rightfigetive for a period of three years
following the effectiveness of an IND exemptionvaaiver or regulatory authority authorization to ddsimans, subject to certain restriction
outlined in the Baxter Agreement.

Under the terms of the Baxter Agreementreeeived an initial cash payment of $33.0 milliar§7.0 million license payment for
achieving a pre-defined "minimum development cigemilestone for M834, and $12.0 million in tecbai and development milestone
payments in connection with the UK Medicines andltheare Products Regulatory Agency's acceptanBaxtier's clinical trial application to
initiate a pharmacokinetic clinical trial for M92®/e remain eligible to receive from Baxter, in aggate, up to $50 million in regulatory
milestone payments for M923, on a sliding scalegneh
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based on the product's regulatory application etlien significant reduction in the scope of theicél trial program required for regulatory
approval.

In addition, if M923 is successfully devedal and launched, Baxter will be required to payoysalties on net sales of licensed products
worldwide, with a base royalty rate in the highgdindigits with the potential for significant tieréncreases based on the number of compe
the interchangeability of the product, and thesékr for the product. The maximum royalty with@dtential increases would be slightly more
than double the base royalty.

The term of the collaboration will contintigoughout the development and commercializatidd @23 on a country-byountry basis unt
there is no remaining payment obligation with respe the product in the relevant territory, unleaslier terminated by either party pursuar
the terms of the Baxter Agreement.

The Baxter Agreement may be terminated by:

. either party for breach by or bankruptcy of theeotparty;
. Baxter for its convenience; or
. us in the event Baxter does not exercise comméreedsonable efforts to commercialize M923 intheted States or other

specified countries, provided that we also havéaaerights to directly commercialize M923, as op@d to terminating the
Baxter Agreement, in event of such a breach by &axt

Massachusetts Institute of Technology

We have an agreement dated November 1, @082he Massachusetts Institute of TechnologyydrT., granting us various exclusive
and non-exclusive worldwide licenses, with the righgrant sublicenses, under certain patents atehpapplications relating to:

. methods and technologies for characterizing pobfsaddes;
. certain heparins, heparinases and other enzymeés; an
. carbohydrate synthesis methods.

In exchange for the licenses granted inatireement, we pay M.L.T. license maintenance fegsjties on certain products and services
covered by the licenses and sold by us or ouiiat# or sublicensees, a percentage of certaim mth@mne received by us from corporate
partners and sublicensees, and certain patentqutise and maintenance costs.

The annual license maintenance obligatismich extend through the life of the patents,agproximately $0.1 million per year. The
annual payments may be applied towards royaltigalpa to M.1.T. for that year for product saleshlgzensing of the patent rights or joint
development revenue.

We are obligated to indemnify M.1.T. andated parties from losses arising from claims netato the products, processes or services
made, used, sold or performed pursuant to the agnets, unless the losses result from the indenthifaeties' gross negligence or willful
misconduct.

The agreement expires upon the expiratiaabandonment of all patents that issue and aeadied to us by M.I.T. under such agreement
The issued patents include over 40 United Stateshfsaand foreign counterparts of some of thosg. sArch patent will have a term of 20 years
from the filing date of the underlying applicatidv.|. T. may terminate the agreement immediatelyéfcease to carry on our business, if any
nonpayment by us is not cured within 60 days ofteminotice or we commit a material breach thabiscured within 90 days of written noti
We may terminate the agreement for any reason siamonths' notice to M.I.T., and we can separai&isinate the license under a certain
subset of patent rights upon three months' notice.
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We granted Sandoz a sublicense under tteeangnt to certain of the patents and patent agifgits licensed to us. If M.I.T. converts our
exclusive licenses under this agreement to nordsika licenses due to our failure to meet diligeolskgations, or if M.I.T. terminates this
agreement, M.I.T. will honor the exclusive natuféhe sublicense we granted to Sandoz so long mdd2acontinues to fulfill its obligations to
us under the collaboration and license agreememntered into with Sandoz. If our agreement with M.is terminated, Sandoz agrees to
assume our rights and obligations to M.L.T.

Parivid

In April 2007, we entered into an assethase agreement with Parivid, LLC, or Parivid, @vpder of data integration and analysis
services to us, and S. Raguram, the principal oandrChief Technology Officer of Parivid. Pursumthe purchase agreement, we acquired
certain of the assets and assumed certain ofahéitiies of Parivid related to the acquired assetsxchange for $2.5 million in cash paid at
closing and up to $11.0 million in contingent mitese payments in a combination of cash and/or stothke manner and on the terms and
conditions set forth in the purchase agreement.

The contingent milestone payments are &trad to include (i) potential payments of no mitren $2.0 million in cash if certain
milestones are achieved within two years from thte @f the purchase agreement, or the initial nuless, and (i) the issuance of up to
$9.0 million of our common stock to Parivid if cart other milestones are achieved within fifteeargeof the date of the purchase agreement.

In August 2009, we entered into an amendntethe purchase agreement where we agreed tocettie time period for completion of the
initial milestones to June 30, 2009, specified ¢himitial milestones that had been achieved asiioé B0, 2009 and, as consideration for the
completion and satisfaction of the initial milestsrthat were achieved, agreed to pay Parivid $dlmcash and to issue 91,576 shares of
common stock, at a value of $10.92 per share. diitiad, in September 2009, we made a cash paynieiti.@ million to Parivid, recorded as
other expense, representing the difference betiveenet proceeds from Parivid's sale of the shHase®d in satisfaction of the initial
milestones and the value of such shares as ofdteead the amendment.

In July 2011, we entered into a second atmemt to the purchase agreement where we agreeal thilestone payment would be made in
cash rather than through the issuance of our constomk. In August 2011, we paid Parivid $6.7 miilio cash, in lieu of stock, pursuant to
this amendment as consideration for the completimhsatisfaction of a milestone related to Enoxag@odium Injection developed
technology that was achieved in July 2011. We alipéd the payment as developed technology, wisishcluded in intangible assets in our
consolidated balance sheets as of December 31,8113014. The developed technology is being areattover the estimated useful life of
the Enoxaparin Sodium Injection developed technplafgapproximately 10 years.

Patents and Proprietary Rights

Our success depends in part on our alvdigbtain and maintain proprietary protection far technology and product candidates, to
operate without infringing on the proprietary rigluf others and to prevent others from infringing proprietary rights. Our policy is to seek
protect our proprietary position by, among othethuods, filing United States and foreign patent egaions related to our proprietary
technology and product candidates that are impbttetine development of our business. We alsoaslrade secrets, know-how, continuing
technological innovation and in-licensing opportigs to develop and maintain our proprietary poaiti
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We license or own a patent portfolio of 0480 patent families, each of which includes UhiBtates patent applications and/or issued
patents as well as foreign counterparts to ceghihe United States patents and patent applicatiOnr patent portfolio includes issued or
pending claims covering:

. mfethods and technologies for characterizingraalling polysaccharides, peptides and glycoprotamsother heterogeneous
mixtures;

. the composition of matter and use of certairBhi@ases, heparinase variants and other enzymes;

. methods and technologies for synthesis of polysaidés;

. the composition of matter and use of certain neW¥WHs and other therapeutic proteins, includinguyaranib;

. methods to identify, analyze and characterize glyoteins; and

. methods of manufacture of polysaccharide, polypeptind glycoprotein products.

A portion of our patent portfolio coveringethods and technologies for analyzing and charaictg polysaccharides consists of patents
and patent applications owned and licensed to Ud.hy. In addition, a portion of the claims in opatent portfolio covering the composition
of matter of naturally occurring heparinases, hiepae variants and other enzymes, the use of tlegsminases and enzymes in the
characterization of sugars consists of patentgparteht applications that are owned and licensed toy M.I.T.

The patent positions of companies like @resgenerally uncertain and involve complex legal factual questions. Our ability to maint
and solidify our proprietary position for our techaogy will depend on our success in obtaining effecclaims and enforcing those claims o
granted. We do not know whether any of our patpptieations will result in the issuance of any pé$e Moreover, any issued patent does not
guarantee us the right to practice the patentdtht#ogy or to commercialize the patented produbirdrparties may have blocking patents tha
could be used to prevent us from commercializingpaiented products and practicing our patentdthi@ogy. Our issued patents and those
that may be issued in the future may be challeniged|idated or circumvented, which could limit calsility to stop competitors from
marketing related products or the length of thetef patent protection that we may have for oudpats. In addition, the rights granted under
any issued patents may not provide us with progmygprotection or competitive advantages againstpaiitors with similar technology.
Furthermore, our competitors may independently ldgveimilar technologies. For these reasons, we Imaag competition for our generic,
biosimilar and novel products. Moreover, becaustefextensive time required for development, ngstind regulatory review of a potential
product, it is possible that, before any of oureldweparin or other products can be commercialiaeyg, related patent may expire or remain in
force for only a short period following commerczation, thereby reducing any advantage of the paten

We may rely, in some circumstances, onetisgtrets to protect our technology. However, temieets are difficult to protect. We seek to
protect our technology and product candidatesaim, py confidentiality agreements with our emplegeconsultants, advisors, contractors anc
collaborators. These agreements may be breachegenthy not have adequate remedies for any bréaelddition, our trade secrets may
otherwise become known or be independently disaavby competitors. To the extent that our employeassultants, advisors, contractors
and collaborators use intellectual property owngadthers in their work for us, disputes may ariséaathe rights in related or resulting know-
how and inventions.
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Manufacturing

We do not own facilities for manufacturiagy products. Although we intend to rely on contraanufacturers, we have personnel with
experience in manufacturing, as well as processldpment, analytical development, quality assuramgkequality control. Under the 2003
Sandoz Collaboration and the 2006 Sandoz Collaioorgsandoz is responsible for commercializationluding manufacturing, of our
Enoxaparin Sodium Injection and M356. Under thetBaRgreement, Baxter is responsible for commeimasibn, including the commercial
manufacturing, of M923.

We have entered into various agreements titd party contractors for process developmamalytical services and manufacturing. In
each of our agreements with contractors, we retaimership of our intellectual property and gengraivn and/or are assigned ownership of
processes, developments, data, results and otieleatual property generated during the coursh@ferformance of each agreement that
primarily relate to our products. Where applicalle,are granted non-exclusive licenses to certaitractor intellectual property for purposes
of exploiting the products that are the subjedhefagreement and in a few instances we grant radosve licenses to the contract
manufacturers for use outside of our product arba.agreements also typically contain provisiomfith parties to terminate for material
breach, bankruptcy and insolvency.

Sales, Marketing and Distribution

We do not currently have any sales, manigetind distribution capabilities, nor do we curkghfave any plans to build a sales, marketing
and distribution capability to support any of owoglucts. In order to commercialize any products dna not encompassed by the 2003 Sando
Collaboration, the 2006 Sandoz Collaboration orBhgter Agreement, we must either develop a satasketing and distribution infrastructt
or collaborate with third parties that have safearketing and distribution experience, and we rkelliew these options as our other product
candidates move closer to commercialization.

Regulatory and Legal Matters

Government authorities in the United Stat¢she federal, state and local level, the Eunodénion and other countries extensively
regulate, among other things, the research, deradof testing, manufacture, labeling, promotiowveatising, distribution, marketing and
exporting and importing of products such as thoseare developing.

United States Government Regulation

In the United States, the information timaist be submitted to the FDA in order to obtainrapal to market a new drug or biologic varies
depending on whether the drug or biologic is a pevduct whose safety and effectiveness has notqusly been demonstrated in humans, or
a drug or biologic whose active ingredient(s) aedain other properties are the same as thos@@ously approved drug or biologic.
Approval of new drugs and biologics follows the NBAd BLA routes, respectively. A drug that claimde the same as an already approved
NDA drug may be able to file for approval under &DA approval pathway. Beginning in 2010, with taeactment of the Biologics Pri
Competition and Innovation Act, or BPCI, a biosianimay also be filed for approval under the newabihted pathway under Section 351(k)
of the Public Health Service Act.

ANDA Approval Proces:

FDA approval is required before a genegigigalent of an existing brand name drug may beketad. Such approval is typically obtained
by submitting an ANDA to the FDA and demonstratihgrapeutic equivalence. However, it is within Fi2A's regulatory discretion to
determine the kind and amount of evidence requepprove a product for marketing. An ANDA maysubmitted for
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a drug on the basis that it is the same as a prslyi@pproved branded drug, also known as a referksted drug. Specifically, the generic d
that is the subject of the ANDA must have the saati&ve ingredient(s), route of administration, dps#orm, and strength, as well as the same
labeling, with certain exceptions, and the labelmgst prescribe conditions of use that have beeviqusly approved for the listed drug. If the
generic drug product has a different route of adstriation, dosage form, or strength, the FDA muanhga suitability petition approving the
differences(s) from the listed drug before the ANBWAy be filed. The ANDA must also contain data aridrmation demonstrating that the
generic drug is bioequivalent to the listed drugalternatively seek a waiver as is requested fastrinjectables), or if the application is
submitted pursuant to an approved suitability fpetjtinformation to show that the listed drug ahe generic drug can be expected to have the
same therapeutic effect when administered to patfen a proposed condition of use.

Generic drug applications are termed "aibted" because they are not required to duplitegeclinical (human) testing or, generally,
nonclinical testing necessary to establish the tyidg safety and effectiveness of the branded petdbther than the requirement for
bioequivalence testing. However, the FDA may retosapprove an ANDA if there is insufficient infoation to show that the active
ingredients are the same and to demonstrate tlyatmuurities or differences in active ingredientsrbt affect the safety or efficacy of the
generic product. In addition, like NDAs, an ANDAIlot be approved unless the product is manufadtim current Good Manufacturing
Practices, or cGMP, compliant facilities to assamd preserve the drug's identity, strength, quality purity. As is the case for NDAs and
BLAs, the FDA may refuse to accept and review ifisigtly complete ANDASs.

Generally, in an ANDA submission, deterntioia of the "sameness" of the active ingredienthse in the reference listed drug is based
on the demonstration of the chemical equivalendd®ftomponents of the generic version to thoghebranded product. While the standard
for demonstrating chemical equivalence is relayiwtaightforward for small molecule drugs, itihérently more difficult to define sameness
for the active ingredients of complex drugs. Unitler NDA pathway, these types of drugs include sarchlucts as heparins and recombinant
versions of certain hormones, among others. Dileetdimited number of ANDA submissions for genariomplex drugs, the FDA has not
reached a final position for demonstrating chemécplivalence for many of these products specificalbr provided broad guidance for
achieving "sameness" for complex drugs in genérahany cases, the criteria the FDA may apply amving and are being determined on an
application-by-application basis.

To demonstrate bioequivalence, ANDAs gdheraust also contaiim vivo bioavailability data for the generic and brandeaigdt
"Bioavailability" indicates the rate and extentatifsorption and levels of concentration of a druaglpct in the bloodstream needed to produce
therapeutic effect. "Bioequivalence" compares tioavailability of one drug product with anotherdamhen established, indicates that the rate
of absorption and levels of concentration of a gierdrug in the body are the same as the previaspyoved branded drug. The studies
required to demonstrate vivo bioequivalence are generally very small, quickamplete, and involve relatively few subjects. Undamrent
regulations, the FDA may waive requirementsifiovivo bioequivalence data for certain drug productsuidiclg products where
bioequivalence is self-evident such as injectablet®ns which have been shown to contain the sartige and inactive ingredients as the
reference listed drug. Although the FDA may waigguirements foin vivo bioequivalence data, it may still require the sufwiain of
alternative data on purity, such as immunogenigitgl/or pharmacokinetics and pharmacodynamics ttapapvide additional evidence of
pharmaceutical equivalence. The FDA, however, do¢glways waive requirements forvivo bioequivalence data.

Generic drug products that are found tthieeapeutically equivalent by the FDA receive an féting in FDA's Orange Book, which lists
all approved drug products and therapeutic equina@evaluations. Products that are therapeutieglljvalent can be expected in the FDA's
judgment to hav
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equivalent clinical effect and no difference inithmotential for adverse effects when used undemibproved conditions of their approved
labeling. Products with "A" ratings are generalljpstitutable for the innovator drug by both in-hitespand retail pharmacies. Many health
insurance plans require automatic substitutiorfAdrrated generic versions of products when theyarailable, although physicians may still
prescribe the branded drug for individual patie@s.rare occasions in the past, generic products aygproved that were not rated as
therapeutically equivalent, and these products gererally not substitutable at retail pharmacies.

The timing of final FDA approval of a geitedrug for commercial distribution depends on dets of factors, including whether the
applicant challenges any listed patents for thg @nd/or its use and whether the manufacturereobthnded product is entitled to one or more
statutory periods of non-patent regulatory excligivduring which the FDA is prohibited from accigwf or approving generic product
applications. For example, submission of an ANDAda@rug that was approved under an NDA as a n@midtal entity will be blocked for
five years after the pioneer's approval or for fpears after approval if the application includgseagraph IV certification of non-infringement
or invalidity against a patent applicable to tharated drug. In certain circumstances, a regulawcjusivity period can extend beyond the life
of a patent, and thus block ANDAs from being appeben or after the patent expiration date. For gtana three-year exclusivity period may
be granted for new indications, dosage forms, mafedministration, or strengths of previously mmed drugs, or for new uses, if approval of
such changes required the sponsor to conduct neiwatistudies. In addition, the FDA may extend ¢xelusivity of a product by six months
past the date of patent expiry or other regulagxciusivity if the manufacturer undertakes studieghe effect of their product in children, a so
called pediatric exclusivity.

The brand manufacturer may seek to delgrevrent the approval of an ANDA by filing a Citiz@etition with the FDA. For example, a
Citizen Petition may request the FDA to rule thaietermination of "sameness" and/or therapeutitvatgnce for a particular ANDA is not
possible without extensive clinical testing, basadhe characteristics of the brand product. Bezagisitively few ANDAs for complex mixtu
drugs have been reviewed by FDA, such a petitiaidcsubstantially delay approval, or result in repproval, of an ANDA for a complex
mixture generic product. For example, Sanofi-Avefited a Citizen Petition that argued that "sanssheould not be established by any
applicant filing an ANDA for a generic Lovenox dmetgrounds that Lovenox was too complex to be gty characterized. The FDA deni
Sanofi-Aventis petition in connection with the apyal of the ANDA for Enoxaparin Sodium Injectiorhd review of the Citizen Petition and
the preparation of the FDA response, however, waebkignificant legal and regulatory resources thay have extended the time for FDA
review and approval of the ANDA.

Patent Challenge Process Regarding AND

The Hatch-Waxman Act provides incentivasgeneric pharmaceutical manufacturers to challgragents on branded pharmaceutical
products and/or their methods of use, as well agt@lop products comprising non-infringing fornighe patented drugs. The Hatch-Waxmar
legislation places significant burdens on the ANfilér to ensure that such challenges are not faus| but also offers the opportunity for
significant financial reward if the challenge isassful.

If there is a patent listed for the brandeay in the FDA's Approved Drug Products with Tdputic Equivalence and Evaluations listing
or "Orange Book" at the time of submission of tHeDM¥, or at any time before the ANDA is approveck tieneric manufacturer's ANDA mt
include one of four types of patent certificatioitharespect to each listed patent. If the applicmetks approval to market the generic equivi
prior to the expiration of a listed patent, the g@ncompany includes a certification asserting tha patent is invalid or unenforceable or will
not be infringed, a so-called "paragraph IV cegéifion." Within 20 days after receiving notice froine FDA that its application is acceptable
for review, or immediately if the ANDA has been arded to include
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a paragraph IV certification after the applicatiwas submitted to the FDA, the generic applican¢igiired to send the patent owner and the
holder of the NDA for the brand-name drug noticplaiing why it believes that the listed patentsjirestion are invalid, unenforceable or not
infringed. If the patent holder commences a pdtdringement lawsuit within 45 days of receipt otk notice, the Hatch-Waxman Act
provides for an automatic stay on the FDA's abtlitgrant final approval of the ANDA for the gereproduct, generally for a period of

30 months. A 30-month stay may be shortened otthemgd by a court order if the district court fitat a party has failed to reasonably
cooperate in expediting the action. Moreover, tiseridt court may, before expiration of the stegsue a preliminary injunction prohibiting the
commercial sale of the generic drug until the couls on the issues of validity, infringement, amflorceability. If the district court finds that
the relevant patent is invalid, unenforceable,atrinfringed, such ruling terminates the 8@nth stay on the date of the judgment. If it m&afiy
determined that the patent is valid, enforceabid,iafringed, approval of the ANDA may not be gethprior to the expiration of the patent. In
addition, if the challenged patent expires durlmg 30month period, the FDA may grant final approvalttee generic drug for marketing, if t
FDA has determined that the application meetsahical and regulatory requirements for approwudlthere are no other obstacles to
approval.

In most cases, patent holders may onlyioloae 30-month stay with respect to patents ligtetie Orange Book. Specifically, for
ANDAs with paragraph IV certifications to a patdisted for the branded drug in the Orange Book oafter August 18, 2003, a single 30-
month stay is available for litigation related @t patent only if the patent was submitted toRBé\ before the date that the ANDA (excluding
an amendment or supplement) was submitted. In etbets, 30-months stays are not triggered by lattd patents submitted to the FDA on
or after the date the ANDA application was subnditiecause of this limitation, in most cases AND#E be subject to no more than one 30-
month stay.

Under the Hatch-Waxman Act, the first ANRAplicant to have submitted a substantially conephNIDA that includes a paragraph IV
certification may be eligible to receive a 180-geyiod of generic market exclusivity during whit¢te tFDA may not approve any other ANDA
for the same drug product. However, this exclugidibes not prevent the sponsor of the innovatag tham selling an unbranded "authorized
generic" version of its own product during the &0+ exclusivity period. This period of market exgility may provide the patent challenger
with the opportunity to earn a return on the ritdeen and its legal and development costs anditd ibsimarket share before other generic
competitors can enter the market. Under the Hatelxian Act, as amended by the Medicare Moderniza#iirof 2003, or MMA, there are a
number of ways an applicant who has filed an ANDi&rathe date of the MMA may forfeit its 180-dayclxsivity, including if the ANDA is
withdrawn or if the applicant fails to market itoduct within the specified statutory timeframeaghieve at least tentative approval within the
specified timeframe. In addition, for ANDAs filedter the MMA was enacted, it is possible for mdrart one ANDA applicant to be eligible
for 180-day exclusivity. This occurs when multipfiest" applicants submit substantially complete BNs with paragraph IV certifications on
the same day.

Biosimilars

With the enactment of federal healthcaferra legislation in March 2010, the BPCI was endatdich created a new abbreviated
approval pathway for biosimilars. The new abbredgtathway is codified in Section 351(k) of the RuHealth Service Act. Under
Section 351(k), the FDA must wait four years aétpproval of a product under a BLA before accepéritding for a biosimilar version of the
brand product, and the FDA cannot approve a bidasinaersion of the brand product until 12 yeargmfhe brand product was approved undel
a BLA. In addition, the new legislation redefindésdlogic” versus "drug."” There is a ten year tréaosiperiod during which applicants can elec
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regulation as a drug or biologic when applicatiarsfiled. For example, heparin-based products maay have the potential option of filing for
approval as either a drug or a biologic.

The new Section 351(k) pathway createsprimary regimes to encourage the development dfilidars. First, it authorizes the FDA to
rely on the safety and efficacy of a brand biolagp@roved under a BLA to approve biosimilar produgtider the abbreviated pathway. Sec
it establishes a process for negotiation and ahearaf patents controlled by the brand biologic Bidlder. The law defines a biosimilar
product as a biologic that:

. is "highly similar" to the brand product, nothstanding minor differences in clinically inactisemponents; and

. has no clinically meaningful differences from thard product in terms of safety, purity and potency
The new Section 351(k) pathway further definestesstiof biosimilar products as "interchangeablahifapplicant can demonstrate that:

. the interchangeable biological product can be ebgokio produce the same clinical result as thedbéologic product in any
given patient; and

. if the product is administered more than onca patient, that the risk in terms of safety oridished efficacy of alternating or
switching between the use of the interchangealol®dic product and the brand biologic product isgneater than the risk of
using the brand biologic product without switching.

The new Section 351(k) pathway statesdHzibsimilar product that is determined to be icib@ngeable may be substituted for the brand
biologic product without the intervention of a htbatare provider who prescribed the brand biolggaduct. The law states that the biosimilar
must be for the same indication as the brand biojagvolve the same mechanism of action and tmamnanufacturing facility meets the
standards necessary to assure that the produateesto be safe, pure and potent. The types aftat would ordinarily be required in an
application to show similarity would include:

. analytical data and studies to demonstrate atedraimilarity;
. nonclinical studies (including toxicity studieghd
. clinical studies.

The FDA has the discretion to determine tiwvbieone or more of these elements are necesdaey-IDA has not established final guidance
on proving similarity or in demonstrating interclgaability and applicants will need to develop ajppiete scientific evidence to support their
filings. In 2012, the FDA implemented its biosinmilaser fee program which includes a fee-based mgetiocess for consultation between
applicants and the FDA reviewing division on biokimand interchangeable biologics applicationsammtie new approval pathway. It
contemplates well-defined meetings where the agplican propose and submit analytic, physicochdraigdbiologic characterization data
along with a proposed development plan. The prapdseelopment plan may have a reduced scope ifalidevelopment based on the na
and extent of the characterization data. Therelefieed time periods for meetings and written advlo February 2012, the FDA published
draft guidance documents for the development agidtration of biosimilars and interchangeable hiids. The draft guidance documents
indicate that the FDA will consider the totality-thfe-evidence developed by an applicant in detdngithe nature and extent of the
development, nonclinical and clinical requiremetsa biosimilar or interchangeable biologic produde BPCI also provides for limited
regulatory exclusivity for the first FDA-approvemtérchangeable biologic with respect to each
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originator reference biologic. This means thatFB&\ will defer approval of additional interchangéabiologics to the same originator
biologic for defined periods of one year or more.

Upon filing an abbreviated application, gaent negotiation and clearance process is néggé&Jnder the provisions, an applicant and the
brand biologic company are required to share in&diom to seek to resolve any patent disputes. larfato share information or participate in
the process has defined consequences that indlededs of the right to seek patent clearance empiplicant's part and the loss of the right to
seek lost profits or injunctive relief for infringeent on the brand biologic patent right holderid.pehe process, if initiated by the applicant,
several stages, including defining which patents¢tude in a pre-approval litigation proceedingtiating litigation, notice 180 days prior to
launch of a biosimilar, the initiation of a secawdind of litigation relating to patents the partitd not include in the first round litigation, gnd
following approval, litigation on patents broughtthe brand biologic company or other patent hadet involved in the prior patent process.

The BPCI is complex and is only beginniadpé interpreted and implemented by the FDA. Assalt, its ultimate impact, implementati
and meaning will be subject to uncertainty for wearcome.

NDA and BLA Approval Processes for New Drugs andRigics

In the United States, the FDA regulategydrand biologics under the Federal Food, Drug,Gesimetic Act, and, in the case of biologics,
also under the Public Health Service Act, and imm@eting regulations. The steps required beforenaarebranded drug or biologic may be
marketed in the United States include:

. completion of nonclinical laboratory tests, nonidal studies and formulation studies under the F¥®od laboratory practices;

. submission to the FDA of an IND for human clinitadting, which must become effective before humimical trials may begi
and must include independent Institutional Revievai8l, or IRB, approval at each clinical site befive trial is initiated,;

. performance of adequate and well-controlled clinigals to establish the safety and efficacy & thvestigational drug product
for each indication or the safety, purity and poteaf the biological product for its intended indiion;

. completion of developmental chemistry, manuféntyiand controls activities and manufacture urmgrent Good
Manufacturing Practices, or cGMP;

. submission to the FDA of an NDA or BLA,;

. satisfactory completion of an FDA Advisory Commétteeview, if applicable;

. satisfactory completion of an FDA inspection of thanufacturing facility or facilities at which tipeoduct is produced to assess
compliance with cGMPs and to assure that the feeslimethods and controls are adequate to pree\drug's identity,
strength, quality and purity or to meet standamsighed to ensure the biologic's continued safetsity and potency;

. satisfactory completion of FDA inspections ofubnical and or clinical testing sites; and

. FDA review and approval of the NDA or BLA.

Nonclinical tests include laboratory evdioas of product chemistry, toxicity and formulatjas well as nonclinical studies. An IND
sponsor must submit the results of the nonclirtiestis, together with manufacturing information andlytical and stability data, to the FDA as
part of the IND. An IND will automatically becomé&ective 30 days after receipt by the FDA unlesfpbe that time, the
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FDA raises concerns or questions about issuesasitiie conduct of the trials as outlined in the INDthat case, the IND sponsor and the |
must resolve any outstanding FDA concerns or questbefore clinical trials can proceed. Submissioan IND may not result in the FDA
allowing clinical trials to commence.

Clinical trials involve the administratiorf the investigational product to human subjectpaiients in accordance with specific protocols
and under the supervision of qualified investigaiiaraccordance with good clinical practices, olrRSCEach clinical trial protocol must be
submitted to the FDA as part of the IND, and an ®RBach site where the study is conducted mustagiprove the study. Clinical trials
typically are conducted in three sequential phdsatsthe phases may overlap or be combined. Phagdslusually involve the initial
introduction of the investigational drug into hursada evaluate the product's safety, dosage tolerguiarmacokinetics and pharmacodynar
If feasible, Phase 1 studies also attempt to detgcearly indication of a drug's potential effeetiess. Phase 2 trials usually involve controlle
trials in a limited patient population to evaludt@sage tolerance and appropriate dosage, idemtsfyilple adverse effects and safety risks and
evaluate the preliminary efficacy of the drug fpesific indications. Phase 3 trials usually tespacific hypothesis to evaluate clinical efficacy
and test further for safety in an expanded papepulation, to establish the overall benefit-riskationship of the product and to provide
adequate information for the labeling of the pradBbase 1, Phase 2 and Phase 3 testing may notrieted successfully within any
specified period, if at all. Furthermore, the FC&, IRB or a sponsor may suspend or terminate eliils at any time on various grounds,
including a finding that the subjects or patientslaeing exposed to an unacceptable health risk FOMA can also request that additional
clinical trials be conducted as a condition of protdapproval. Finally, sponsors are required tdiplybdisseminate information about ongoing
and completed clinical trials on a government wigbadministered by the National Institutes of Heattr NIH, and are subject to civil money
penalties and other civil and criminal sanctionsféiling to meet these obligations.

Assuming successful completion of the regfliclinical testing, the results of the nonclihisdies and of the clinical studies, together
with other detailed information, including inforn@t on the chemistry, manufacture and control efgihboduct, are submitted to the FDA in
form of an NDA or BLA requesting approval to markie¢ product for one or more indications. The F2&iews an NDA to determine, among
other things, whether a product is safe and effedtr its intended use and whether its manufaoguis cGMP-compliant to assure and
preserve the product's identity, strength, quality purity. The FDA reviews a BLA to determine, amp@ther things, whether the product is
safe, pure and potent and the facility in whicis inanufactured, processed, packed or held mestdasids designed to assure the product's
continued safety, purity and potency. The FDA nefyse to accept and review insufficiently compkgbplications.

Before approving an NDA or BLA, the FDA ihspect the facility or the facilities at whiche product is manufactured. The FDA will
not approve the product unless it determines tiatrianufacturing processes and facilities are mptiance with cGMP requirements and
adequate to assure consistent production of thduptavithin required specifications. Additionallyefore approving an NDA or BLA, the FC
will typically inspect one or more clinical sites @assure compliance with GCPs. If the FDA detersithe application, manufacturing process
or manufacturing facilities are not acceptabl&yiit outline the deficiencies in the submission aftén will request additional testing or
information. Notwithstanding the submission of aaguested additional information, the FDA ultimgteday decide that the application does
not satisfy the regulatory criteria for approval.

The testing and approval process requirbstantial time, effort and financial resources] aach may take several years to complete.
Moreover, after approval, some types of changélse@pproved product, such as adding new indicatimanufacturing changes and additic
labeling claims, are
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subject to further FDA review and approval of a iéi¥A or BLA, or NDA or BLA supplement, before thange can be implemented.

Upon approval of a new drug or a new intiicabased under an NDA or a supplement to an Nb& holder of the approval receives the
benefit of protection from generic competition. discussed above, for example, the FDA must waéast four years before accepting a filing
for approval of a generic version of the brand piidinder an ANDA, and the FDA cannot approve agerversion of the brand product
under an ANDA until five years after the brand protwas approved under the NDA. In addition, intaiercircumstances where a brand
product files additional data as outlined abovesfoiew indication or use of a brand based upondtieveal studies and receives an approval,
the FDA is similarly precluded from approving a gdn version of the brand product for such newdaton or use until three years after the
new use or indication was approved by the brand.

The BPCI added new exclusivity provisiooslirand biologics along with the creation of a regproval pathway for biosimilars. Under
the law, the FDA must wait four years after appt@fa biologic under a BLA before accepting anfjifor a biosimilar version of the brand
product, and the FDA cannot approve a biosimilasioe& of the brand product until 12 years aftertirend product was approved under a
BLA. In addition, the new legislation redefines thefinition of biologic versus drug and, as a resashumber of products that were previously
regulated as drugs may now be regulated as biaoglere is a ten year transition period duringchl@pplicants can elect regulation as a dru
or as a biologic when applications are filed. Faraple, heparin based products may now have theropt filing for approval as a biologic.
This could provide an applicant that elects regoaas a biologic with the longer twelve year pdrad exclusivity protection as compared to
the five year period of exclusivity protection aggtigeneric drug competition.

Pos-Approval Requirements

After regulatory approval of a product i#a@ined, we will be required to comply with a numbg&post-approval requirements. For
example, as a condition of approval of an NDA, BIAADA or Section 351(k) application, the FDA mayjuire post-marketing testing and
surveillance to further assess and monitor theyrtslsafety or efficacy after commercializatiomyApost-approval regulatory obligations, anc
the cost of complying with such obligations, coealgand in the future.

In addition, holders of an approved NDA,BLANDA or Section 351(k) approval are requiredéport, among other things, certain
adverse reactions and production problems to th&, Eprovide updated safety and efficacy informaatand to comply with requirements
concerning advertising and promotional labelingtfair products. Also, quality control and manuteittg procedures must continue to
conform to cGMP after approval. The FDA periodigatispects manufacturing facilities to assess c@anpé with cGMP, which imposes
extensive procedural, substantive and recordkeapipgirements. Accordingly, manufacturers must iooiet to expend time, money and effort
in the area of production and quality control taimt&in compliance with cGMP and other aspects glil@ory compliance.

Discovery of problems with a product oldeé to comply with the applicable United Stateguieements at any time during the product
development process, approval process or afteogppmay subject an applicant to administrativgudicial sanctions. These sanctions could
include the imposition by the FDA or an IRB of inadal hold on or termination of studies, the FD£éfusal to approve pending application
supplements, license suspension or revocationdvettal of an approval, restriction on marketingrmiag letters, product recalls, product
seizures, total or partial suspension of produatiodistribution, injunctions, fines, civil penas or criminal prosecution. Also, new
government requirements may be established thédd clelay or prevent regulatory approval of our pretd under development.
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Foreign Regulation

In addition to regulations in the Unitectes, we will be subject to a variety of foreiggukations governing clinical trials and commer:
sales and distribution of our products if and whenenter those markets. Whether or not we obtaiA &fproval for a product, we must obt
approval of a clinical trial application or proddmm the applicable regulatory authorities of fgrecountries before we can commence clir
trials or marketing of the product in those cowggriThe approval process varies from country tmttguand the time may be longer or shorter
than that required for FDA approval. The requiretagyoverning the conduct of clinical trials, protilicensing, pricing and reimbursement
vary greatly from country to country.

Under European Union regulatory systemsmag submit marketing authorizations either undeerralized or decentralized procedure.
The centralized procedure is mandatory for the aggrof biotechnology products and many pharmacelgroducts and provides for the gr
of a single marketing authorization that is vabd &ll European Union member states. The decendlprocedure provides for mutual
recognition of national approval decisions andvigilable at the request of the applicant for praslticat are not subject to the centralized
procedure. Under this procedure, the holder oftmmal marketing authorization from one Europeanddmember state (the reference mer
state) may submit an application to the remainimger states. Generally, each member state deghizther to recognize the reference
member state's approval in its own country.

Related Matters

From time to time, legislation is draftéatroduced and passed in Congress that could ggnify change the statutory provisions
governing the approval, manufacturing and markedingroducts regulated by the FDA or reimbursedeurddedicare by the Center for
Medicare Services. In addition, FDA regulations gn@lance are often revised or reinterpreted byatfency in ways that may significantly
affect our business and our products. It is imfmedb predict whether legislative changes willdmacted, or FDA regulations, guidance or
interpretations will be changed, or what the impgctuch changes, if any, may be.

Hazardous Materials

Our research and development processebl/atize controlled use of certain hazardous mdsesiad chemicals, including radioactive
materials and equipment. We are subject to fedstate and local environmental, health and worlekafety laws and regulations governing
the use, manufacture, storage, handling and dispbsazardous materials and waste products. Weotlexpect the cost of complying with
these laws and regulations to be material.

Competition

The development and commercialization arpfaceutical products is highly competitive duexisting product competition at the time
of product launch and the development of subseghenapeutics with different methods of actionjcef€y and safety profiles. Many of our
competitors, who already market or are developiogipcts similar to those in our portfolio, have sioierable experience in product
development, obtaining regulatory approval, and mentializing pharmaceutical products. Further,airrof these competitive companies
have substantially greater financial, marketingeegch and development and human resources thdo.we

We believe that our ability to successfuiympete will depend on a number of factors, inicigaur ability to successfully develop safe
and efficacious products, the timing and scopegfitatory approval of our products and those ofammpetitors, our ability to collaborate
with third parties, our ability to maintain favotalpatent protection for our products, our abitdyobtain market acceptance
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of our products and our ability to manufacture isight quantities of our products at commercialtgeptable costs.
Enoxaparin Sodium Injection—Generic Lovenox

Our Enoxaparin Sodium Injection, marketethie United States by Sandoz, faces competitmm Banofi's Lovenox, as well as from
other generic versions of Lovenox. In October 2Qfifqugh its authorized third-party distributorn®& began marketing its generic version of
Lovenox. In January 2012, Actavis and Amphastandaed a generic version, and Teva announced tlatrithed a generic version of
Lovenox in February 2015. As a result of this cotitjpe, our Enoxaparin Sodium Injection has lostrked share and Sandoz has lowered its
price. We may face more generic competition as DA has been submitted to the FDA by Hospira, land other ANDAs or regulatory
applications may have been submitted or may be #tduhin the future.

In addition to competition from Lovenox ageneric versions of Lovenox, our Enoxaparin Sodinjection faces competition from other
anticoagulants used to treat DVT (deep vein thrasi®)@nd ACS (acute coronary syndrome). These ctitimpeproducts include Factor Xa
inhibitors, Factor lla inhibitors, other low moldauweight heparin products, and products in cihitevelopment. The Factor Xa inhibitors
include: GlaxoSmithKline plc's fondaparinux sodi(#mixtra®), Bristol-Myers Squibb Company's apixab@liquis®), Bayer AG and
Johnson & Johnson Pharmaceutical's rivaroxabare({®&®), and Daiichi Sankyo Company's edoxaban (#sa®). The FDA-approved Factor
lla inhibitor is Boehringer Ingelheim GmbH's daliiga etexilate (Pradaxa®).

M356—Generic Copaxone Candidate

If our once-daily 20 mg/mL M356 is approyédvould compete directly with Teva's once-ddidymulation of Copaxone. If our three-
times-weekly 40 mg/mL M356 is approved, it wouldrgeete directly with Teva's three-times-weekly fotation of Copaxone. Teva has
reported that since it began marketing its threeg-weekly formulation in early 2014, over 60% afipnts previously treated with the once-
daily formulation have switched to the three-timesekly formulation. As a result, the market potehfior our once-daily formation of M356
has decreased, and may decrease further as adtjj@tients are converted from once-daily Copaxorthree-times-weekly Copaxone. We
would also compete with other generic versions g&xone that may be approved in the future by iW&.FANDAs for generic versions have
been submitted to the FDA by Mylan Inc. and SyntBdhand Synthon Pharmaceuticals, Inc. Other ANDAsther regulatory applications
may have been submitted or may be submitted ifutibee. We would also compete with products thampete with Copaxone in the United
States. These currently include, among others,fRiebérferon-beta-1a), marketed by EMD Serono bnad Pfizer Inc.; Avonex (interferon
beta-1a), Tysabri (natalizumab), Tecfidera (dimkftgnarate), and Plegridy (peginterferon beta-#agh marketed by Biogen Idec Inc.;
Betaseron (interferon-beta-1b), marketed by Baghe8ng Pharma; Extavia (interferon-Beta-1b) anigi@ia (fingolimod), each marketed by
Novartis Pharmaceuticals Corporation; and Aubatgiofunomide), marketed by Sanc

Biosimilars

With the approval of the new biosimilar anterchangeable biologic pathway under Sectior(l35df the Public Health Service Act, me
companies, including Sandoz, Mylan/Biocon, Mercka€G Fuijifilm Kyowo Kirin Bio., Pfizer Inc., AmgenEpirus Biopharmaceuticals,
Boehringer Ingelheim, Oncobiologics, and Teva, haweounced their intention to develop and commkzeidiosimilars. Many of these
companies are significantly larger than us, hawestantially greater financial resources and hageiitant pre-existing resources to devote to
the biosimilars business. In addition, many compaiiave also disclosed development of a biosirmdatimumab product, notably: Amgen,
Sandoz, Samsung Bioepis, Reliance Life Sciencgsgilfrukyowo Kirin Bio., Pfizer,
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Boehringer Ingelheim, Zydus Cadila, Oncobiologi€sherus, Merck KGaA, LG Life Sciences, Celltriorip&n/Mylan, Epirus
Biopharmaceuticals, Genor, Stada/mAbxience. Thasebleen substantial growth in recent years in tineber of generic and pharmaceutical
companies looking to develop biosimilar versionguftein-based products. Biotechnology and pharotazd companies also continue to
invest significantly in better understanding th@in products or creating improved versions of metgroducts.

Novel Therapeutics

Our novel product pipeline will also faagstantial competition from major pharmaceutical ather biotechnology companies.
Necuparanib will face competition from existing peeatic cancer treatments, like the FOLFIRINOX negn, which is a combination of fiy
chemotherapy agents, as well as from novel mecimsni$ action in development. Among the novel medmas of action in development are
several other heparin-based mechanisms. ProgemBbauticals, Cantex Pharmaceuticals, Sigma TauaR&seand Pfizer are all believed to
be developing compounds with a heparin-based méhanf action. Other novel products in the pipefioemetastatic pancreatic cancer that
may compete with necuparanib in the first line timent setting include the assets PEGPH20 from WatezTherapeutics, TH-302 from
Threshold Pharmaceuticals, and both tarextumatdanttizumab from OncoMed Pharmaceuticals, amongsthat of which are also
currently being evaluated in combination with getagine and nab-paclitaxel in this patient poputatio

Our development work focused on Fc biolaglyich has yielded two named product candidate$-¢amultimer and an anti-FcRn
product), faces competition from a number of conigmpursuing the same mechanism of action and frttver novel mechanisms of action in
development. Merck & Co. and Pfizer are also dgvelp an Fc multimer product. Pfizer's compoundhigaén-clinical development, and
Merck's compound is in a phase | clinical trialv&al companies, including UCB, HanAll, Dyax, an@G&N-X, are developing an FCRn
targeted monoclonal antibody. UCB's compound & jaihase | clinical trial and the compounds from MirDyax, and arGEN-X are in non-
clinical development.

Employees

We believe that our success will depenafiyeon our ability to identify, attract and retaiapable employees. As of December 31, 2014,
we had 256 employees, including 81 employees wi Plo.D. degrees and 3 employees who hold M.D @sgi@ur employees are not
represented by any collective bargaining groubot union, and we believe our relations with cupkyees are good.

Research and Development Expenses

Research and development expenses cofisissts incurred in identifying, developing anctitgg product candidates. These expenses
consist primarily of salaries and related expeiffieepersonnel, license fees, consulting fees, nisical and clinical trial costs, contract resee
and manufacturing costs, and the costs of laboraguipment and facilities. Research and developegrense for 2014 was $106.5 million,
compared with $104.0 million in 2013 and $80.3 imillin 2012.

Financial Information about Segments and Geographi@reas

We view our business as one reportableatipgr ssgment—the discovery, development and cowialization of pharmaceutical
products. We derive our revenues from our collafimna. All of our revenues through December 31,204ve come from our collaborators
and are based solely on activities in the UnitedeSt Our long-lived assets were $30.0 million,.$30illion and $29.1 million at
December 31, 2014, 2013, and 2012, respectivetyaamlocated solely in the United States. SeelRdiem 6"Selected Consolidated
Financial Information"and the section entitled "Segment
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Reporting" appearing in Note 2 to our consoliddtedncial statements for further information about segment. The notes to our consolid
financial statements are contained in Part Il, 180of this Annual Report on Form 10-K.

Company Background and Securities Exchange Act Repis

We were incorporated in Delaware in May 20@der the name Mimeon, Inc. In September 2002;haeged our name to Momenta
Pharmaceuticals, Inc. Our principal executive effiare located at 675 West Kendall Street, Caméyidlgssachusetts 02142, and our
telephone number is (617) 491-9700.

In this Annual Report on Form 10-K, themter'Momenta," "we," "us" "the Company" and "ourfereto Momenta Pharmaceuticals, Inc.
and its subsidiary.

We are subject to the informational requieats of the Securities Exchange Act of 1934, asraled, or the Exchange Act, and,
accordingly, file reports, proxy statements andeothformation with the Securities and Exchange @ugsion. Such reports, proxy statements
and other information can be read and copied aptifséic reference facilities maintained by the S&ms and Exchange Commission at the
Public Reference Room, 100 F Street, N.E., Roon®188shington, D.C. 20549. Information regarding diperation of the Public Reference
Room may be obtained by calling the Securitiesixchange Commission at 1-800-SEC-0330. The Seesidind Exchange Commission
maintains a web sitehttp://www.sec.goy that contains material regarding issuers thatdiectronically with the Securities and Exchange
Commission.

Our internet addressvisvw.momentapharma.coie are not including the information contained onweb site as a part of, or
incorporating it by reference into, this Annual Repon Form 10-K.

We make available free of charge on oursitelour Annual Reports on Form 10-K, Quarterly &&pon Form 10-Q, Current Reports on
Form 8-K and amendments to those reports filediori$hed pursuant to Section 13(a) or 15(d) offkehange Act, as soon as reasonably
practicable after we electronically file such matewith, or furnish it to, the Securities and Eacige Commission.

Our logo, trademarks, and service markgshagroperty of Momenta. Other trademarks or sermarks appearing in this Annual Report
on Form 10-K are the property of their respectiutlbrs.
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Item 1A. RISK FACTORS

Investing in our stock involves a high degof risk. You should carefully consider the rigksl uncertainties and other important factors
described below in addition to other informationlirded or incorporated by reference in this AnrReport on Form 10-K before purchasing
our stock. If any of the following risks actuallgaur, our business, financial condition or resafteperations would likely suffer.

Risks Relating to Our Business
We have incurred a cumulative loss since inceptidinwe do not generate significant revenue, we nrat return to profitability.

We have incurred significant losses singeinception in May 2001. At December 31, 2014, accumulated deficit was $369.1 million.
We may incur annual operating losses over the smxeral years as we expand our drug commerciaizadievelopment and discovery efforts.
In addition, we must successfully develop and obtagulatory approval for our drug candidates, efffiectively manufacture, market and sell
any drugs we successfully develop. Accordingly,mgy not generate significant revenue in the lomglen and, even if we do generate
significant revenue, we may never achieve long-terafitability.

To be profitable, we and our collaborafpagtners must succeed in developing and commaericigldrugs with significant market
potential. This will require us and our collabovatpartners to be successful in a range of chaligragtivities: developing product candidates;
obtaining regulatory approval for product candiddteough either existing or new regulatory appt@athways; clearing allegedly infringing
patent rights; enforcing our patent rights; and afiacturing, distributing, marketing and selling guats. Our potential profitability will also be
adversely impacted by the entry of competitive piad and, if so, the degree of the impact couldffected by whether the entry is before or
after the launch of our products. We may neveraseddn these activities and may never generateuegthat are significant.

Even if M356 is approved by the FDA, if Teva is sassful in the ongoing Copaxone patent litigatiog Bnjoining the manufacture or sal
of M356 by Sandoz or in otherwise asserting itsegkd patent rights relating to the manufacturing drsale of Copaxone, we and Sandoz
may not be able to launch M356 until September 2p@bwe may have to pay significant damages if werich before September 2015.

In July 2012, the United States FederatrigtsCourt in the Southern District of New Yorké "District Court") issued a final order and
permanent injunction prohibiting Sandoz and Myleonf infringing all of the patents in the suit. Set |, Item 3 'Legal Proceedings below
in this Annual Report on Form 10-K. The Orange Btisted patents and one non-Orange Blsted patent expired on May 24, 2014, how:
one non-Orange Book-listed patent does not expitié September 1, 2015. In July 2012, we appediediecision to the Court of Appeals for
the Federal Circuit, or CAFC, and in July 2013, @AFC issued a written opinion invalidating severgihe nine patents, including the one
patent set to expire in September 2015. Teva apgeéhaeé CAFC decision to the Supreme Court of thigedrStates, which in January 2015,
vacated the CAFC's 2013 decision and remandedaieto the CAFC to reconsider and rule on the ixlid the patent.

Should Teva succeed in the District Canrrsucceed in a similar request at the CAFC, thedh of M356, if approved, may not occur
until the earlier of a finding of invalidity at tHeAFC on remand or September 2015, which would imgpa ability to commercialize M356
and harm our business and financial condition.Heurhore, if M356 is approved by the FDA prior tdexision in the patent case, and we and
Sandoz launch prior to such decision, and Tevé#imately successful, we and Sandoz may be liadneiynificant damages and our business
and financial condition would be materially harm&te possibility of incurring liability for such daages may reduce the scope of, or

30




Table of Contents

may delay, any launch of M356 prior to resolutidrih® patent litigation. In addition, we may notdigle to utilize M356 cash flows to support
program investments until the conclusion of thedaiy which would limit our ability to invest in goeing R&D programs or require us to raise
capital through equity or debt offerings.

If other generic versions of the brand name drugs, other biosimilars of the reference originator dliogics, for which we have products
product candidates, including M356 and M923, arempved and successfully commercialized, our bussnesuld suffer.

Generic versions of our products contributest significantly to revenues at the time of th&iinch, especially with limited competition.
As such, the timing of competition can have a digant impact on our financial results. We expéetttcertain of our product candidates may
face intense and increasing competition from othanufacturers of generic and/or branded productsekample, in September 2009, Mylan
announced that the FDA had accepted for filingAKDA for generic Copaxone and in 2011 Synthon ameed that it submitted an ANDA to
the FDA for a generic Copaxone. Furthermore, asmatfor branded products and related exclusivétyogals expire, manufacturers of generic
products may receive regulatory approval for geneguivalents and may be able to achieve significaarket share. As this happens, and as
branded manufacturers launch authorized genergores of such products, market share, revenuegrasg profit typically decline, in some
cases, dramatically. If any of our generic or biukir product offerings, including M356, enter metkwith a number of competitors, we may
not achieve significant market share, revenuesasgyprofit. In addition, as other generic prodaetsintroduced to the markets in which we
participate, the market share, revenues and grosis @f our generic products would likely declisgnificantly. In addition, the first biosimilar
determined to be interchangeable with a particwBerence product for any condition of use is éligifor a period of market exclusivity that
delays an FDA determination that a second or sukes®diosimilar product is interchangeable witht fiedierence product for any condition of
use until the earlier of: (1) one year after thstfcommercial marketing of the first interchandeagiroduct; (2) 18 months after resolution of a
patent infringement suit instituted under 42 U.$Q62(1)(6) against the applicant that submittelapplication for the first interchangeable
product, based on a final court decision regardihgf the patents in the litigation or dismisséatlee litigation with or without prejudice;
(3) 42 months after approval of the first interopeable product, if a patent infringement suit tuséid under 42 U.S.C. § 262(1)(6) against the
applicant that submitted the application for thstfinterchangeable product is still ongoing; 9r8 months after approval of the first
interchangeable product if the applicant that stitethithe application for the first interchangegieduct has not been sued under 42 U.S.C.
§ 262(1)(6). A determination that another compapytsduct is interchangeable with HUMIRA or anotbéthe reference brand products for
which we have a product candidate prior to approv&l923 or other applicable product candidate Itieyefore delay the potential
determination that our product is interchangeabth the reference product, which may materiallyexdely affect our results of operations anc
delay, prevent or limit our ability to generate éaue.

If an improved version of a reference brand produstich as Copaxone, is developed that has a newdyebprofile and labeling, the
improved version of the product could significantfgduce the market share of the original referenbeand product, and may cause a
significant decline in sales or potential salesafir generic and biosimilar products

Brand companies may develop improved vassaf a reference brand product as part of a jidecextension strategy, and may obtain
approval of the improved version under a suppleaiergw drug application, for a drug, or biologit®hse application for a biologic. Should
the brand company succeed in obtaining an appaivah improved product, it may capture a significstmare of the collective reference brand
product market and significantly reduce the maf&ethe original reference brand product and thetéle potential size of the market for our
generic or biosimilar products. For
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example, in January 2014, Teva's three-times-a-iarekulation of Copaxone received marketing apprbya-DA. Teva has reported that
over 60% of patients previously using its onceyd&fmulation have converted to its three-times-kg&rmulation. As a result, the market
potential for our once-daily formation of M356 tdecreased, and may decrease further as additiatiah{s are converted from once-daily
Copaxone to three-times-weekly Copaxone. In additiee improved product may be protected by adutipatent rights as well as have the
benefit, in the case of drugs, of an additionat¢hyears of FDA marketing approval exclusivity, efhivould prohibit a generic version of the
improved product for some period of time. As a leswr business, including our financial resultsi aur ability to fund future discovery and
development programs, would suffer.

If the market for a reference brand product, sucls &opaxone, significantly declines, sales or potahsales of our generic and biosimilai
product and product candidates may suffer and owsiness would be materially impacte

Competition in the biotechnology industyintense. Brand name products face competitiomuomerous fronts as technological advance:
are made or new products are introduced that nfay patients a more convenient form of administratincreased efficacy or improved sa
profile. As new products are approved that compéitie the reference brand product to our generidped and generic or biosimilar product
candidates, such as Copaxone, sales of the reéebeand products may be significantly and adversepacted and may render the reference
brand product obsolete.

Current injectable treatments commonly usetdeat multiple sclerosis, including Copaxone, @empeting with novel therapeutic
products, including oral therapies. These oralahiers may offer patients a more convenient forrmdohinistration than Copaxone and may
provide increased efficacy.

If the market for the reference brand paidsi impacted, we in turn may lose significant kedrshare or market potential for our generi
biosimilar products and product candidates, and/éthee for our generic or biosimilar pipeline coilel negatively impacted. As a result, our
business, including our financial results and daility to fund future discovery and developmentgnams, would suffer.

Teva may allege that we are infringing existing, @itlonal issued or pending patents they hold. Ifishoccurs we may expend substantial
resources in resulting litigation, the outcome othich would be uncertain. Any unfavorable outcome &uch litigation could delay our
launch of M356, if approved, and may have a maté@averse effect on our business.

Teva may assert existing, additional issorepgending patents, and it may claim that we aiéniging those patents, including in
connection with the on-going Copaxone patent ltiaga We expect to continue to incur significanperses to respond to and litigate these
claims. In addition, if we are unsuccessful irghtiion, or pending the outcome of litigation or lgHitigation is pending, a court could issue a
temporary injunction or a permanent injunction gmeng us from marketing and selling M356. Furtheren we may be ordered to pay
damages, potentially including treble damagesgiflaunch M356 prior to a decision of the pateneaasd are subsequently found to have
willfully infringed Teva's patent rights. Litigatioconcerning intellectual property and propriet&ghnologies is widespread and can be
protracted and expensive, and can distract managend other key personnel from running our busines

If we were unsuccessful in any additioretiemt suits brought by Teva, we may be unablefextfely market M356, which could limit
our ability to generate revenue or achieve proffitgtand possibly prevent us from generating rax@sufficient to sustain our operations.
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We will require substantial funds and may requirelditional capital to execute our business plan arnfdadditional capital is not available,
we may need to delay, limit or cease our productalepment efforts or other operations.

As of December 31, 2014, we had cash, egslvalents and marketable securities totaling $L&fillion. For the year ended
December 31, 2014, we had a net loss of $98.6amiind cash used in operating activities of $65lkom We will continue to require
substantial funds to conduct research and developmpmcess development, manufacturing, noncliniesting and clinical trials of our prodi
candidates, as well as funds necessary to manugaaial market products that are approved for comialesale. Because successful
development of our drug candidates is uncertainargaunable to estimate the actual funds we wdgjliie to complete research and
development and commercialize our products undegldpment.

Our future capital requirements will dep@mdmany factors, including but not limited to:

. the level of sales of Enoxaparin Sodium Injection;

. our ability to utilize any M356 cash flows, in wieabr in part, generated before or after resolubioiiie Copaxone patent case;

. Whe_ther a final decision, after appeal, is issumefdvor of Teva in its Copaxone-related patentimigiement litigation matters
against us;

. the timing of the approval, launch and comméizasion of our product candidates, including M356;

. the advancement of our product candidates amet oevelopment programs, including the timing eosts of obtaining

regulatory approvals;

. the advancement of our biosimilar product candilated receipt of license and milestone paymentsrumar Baxter Agreemel
. the timing of FDA approval of the products off @ompetitors;
. the cost of litigation, including with Amphastand Actavis relating to enoxaparin, that is nbeoivise covered by our

collaboration agreement, or potential patent ltimawith others, as well as any damages, inclugiossibly treble damages, tl
may be owed to third parties should we be unsufdaassuch litigation;

. the ability to enter into additional strategic eblbrations for our non-partnered programs, asagethe terms and timing of any
milestone, royalty or profit share payments thedsun

. the continued progress in our research and dpxednt programs, including completion of our namchl studies and clinical
trials;

. the potential acquisition and in-licensing dfieit technologies, products or assets; and

. the cost of manufacturing, marketing and salevisies, if any.

We expect to finance and manage our planpedating and expenditure requirements princighligugh our current cash, cash
equivalents and marketable securities and capitséd through equity financings, including utilipatof our At-theMarket facility. We believ
that these funds will be sufficient to meet ourragpieg requirements through at least the end 062Wle may seek additional funding in the
future through third-party collaborations and liseg arrangements, public or private debt finangiogfrom other sources. Any additional
capital raised through the sale of equity may dikxisting investors' percentage ownership of outraon stock. Capital raised through debt
financing would require us to make periodic intepEs/ments and may impose potentially restrictiveenants on the conduct of our business.
Additional funds may not be available to us on atabkle
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terms or at all. In addition, the terms of any fiogeag may adversely affect the holdings or thetsgif our stockholders. If we are unable to
obtain funding on a timely basis, we may be requtesignificantly curtail one or more of our res#aor development programs. We also
could be required to seek funds through arrangesneitih collaborators or others that may requiréoulinquish rights to some of our
technologies, product candidates or products wiiglwould otherwise pursue on our own.

We may need to enter into collaborations, joint weres or other alliances with other companies than provide capabilities and funds for
the development and commercialization of our protlgandidates. If we are unsuccessful in forming praintaining these arrangements on
favorable terms, our business could be adversefeatd.

Because we have limited or no internal bdjtis for latestage product development, manufacturing, salegetiag and distribution, v
may need to enter into strategic alliances witlepttompanies. For example, we have entered intabmyhtion agreements to develop and
commercialize our complex generics programs aniiceof our biosimilar programs. In the future, may also find it necessary to form
similar strategic alliances with major pharmacalt@mmpanies to jointly develop and/or commercabther product candidates across our
product areas. In such alliances, we would expectollaboration partners to provide substantiglatslities in clinical development,
manufacturing, regulatory affairs, sales and mamgetVe may not be successful in entering into sugh alliances. Even if we do succeed in
securing such alliances, we may not be able totaiaithem if, for example, development or apprafad product candidate is delayed or sale
of an approved product are disappointing. If welarable to secure or maintain such alliances we moayave the capabilities necessary to
continue or complete development of our productldates and bring them to market, which may havaduerse effect on our business.

In addition to product development and cartialization capabilities, we may depend on oliaates with other companies to provide
substantial additional funding for development aotential commercialization of our product candéafThese alliances may involve the othe
company purchasing a significant number of shaf@siocommon stock. For example, one of our curcafiaboration partners, through an
affiliate, acquired shares in connection with eingeinto our collaboration which currently represapproximately 9% of our shares of
common stock outstanding. Future alliances maylirgvsimilar or greater sales of equity, debt finagwr other funding arrangements. We
may not be able to obtain funding on favorable gfram these alliances, and if we are not succksstioing so, we may not have sufficient
funds to develop a particular product candidaterivlly or to bring product candidates to markeilufe to bring our product candidates to
market will prevent us from generating sales reeemnd this may substantially harm our businesgh&tmore, any delay in entering into
these alliances could delay the development andr@ialization of our product candidates and redbe& competitiveness even if they re
the market. As a result, our business and operatisiglts may be adversely affected.

Our current Enoxaparin product revenue is dependeort the continued successful manufacture and comuialization of Enoxaparin
Sodium Injection.

Our near-term ability to generate Enoxapproduct revenue depends, in large part, on Samdoatinued ability to manufacture and
commercialize Enoxaparin Sodium Injection, mainaiicing levels and market share and compete witbehox brand competition as well as
authorized and other generic competition.

Sandoz is facing increasing competition pricing pressure from brand, authorized generet@her currently-approved generic
competitors, which has and will continue to imp&anhdoz net sales of Enoxaparin Sodium Injection¢hwvill therefore impact our product
revenue. Furthermore, other
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competitors may in the future receive approval trkat generic enoxaparin products which would frriimpact our product revenue.

Due to these circumstances, the resultiagkat price for our Enoxaparin Sodium Injectionguot has decreased and may decrease
further, and we have lost market share and mayiragnto lose market share for Enoxaparin Sodiumchipn. All of this may further impact
our revenue from Enoxaparin Sodium Injection asda aesult, our business, including our near-ténamntial results and our ability to fund
future discovery and development programs, mayesuff

If our patent litigation against Amphastar relatetb Enoxaparin Sodium Injection is not successfulgewnay be liable for damages.
addition, third parties may be able to commercialigeneric Lovenox products without risk of patenfringement damages, and our
business may be materially harmed.

If we are not successful in the patengdition against Amphastar and Actavis and do nateseat in obtaining injunctive relief or damages.
the reduction in our revenue stream will be permaaad our ability to fund future discovery and eéiepment programs may suffer.
Furthermore, in the event that we are not successtwr appeal of the District Court decision t@agt summary judgment against us, and
Amphastar and Actavis are able to prove they sedfelamages as a result of the preliminary injundtiaving been in effect, we could be lig
for up to $35 million of the security bond for suddmages. This amount may be increased if AmphasthActavis are successful in their
motion to increase the amount of the security bond.

In addition, if we are not successful ie flatent case against Teva and do not succeedaimioly injunctive relief or a declaratory
judgment, we may lose additional market share fan@parin Sodium Injection. Consequently, our rexsewould be reduced and our busin
including our near-term financial results and oifity to fund future discovery and developmentgnams, may suffer.

If efforts by manufacturers of branded products tielay or limit the use of generics or biosimilarseasuccessful, our sales of generic a
biosimilar products may suffer.

Many manufacturers of branded products aeeasingly used legislative, regulatory and pbtheans to delay regulatory approval an
seek to restrict competition from manufacturergerieric drugs and could be expected to use sitaitsics to delay competition from
biosimilars. These efforts have included:

. settling patent lawsuits with generic or biosimit@mpanies, resulting in such patents remainingtestacle for generic or
biosimilar approval by others;

. settling paragraph IV patent litigation with gerectompanies to prevent the expiration of the 18pgkmeric marketing
exclusivity period or to delay the triggering ofthuexclusivity period;

. submitting Citizen Petitions to request the FO&mmissioner to take administrative action withpesg to prospective and
submitted generic drug or biosimilar applications;

. appealing denials of Citizen Petitions in Unitedt8$ federal district courts and seeking injunctelief to reverse approval of
generic drug or biosimilar applications;

. restricting access to reference brand productedaivalence and biosimilarity testing that integferith timely generic and
biosimilar development plans, respectively;

. conducting medical education with physiciang,qra and regulators that claim that generic oribidar products are too
complex for generic or biosimilar approval and uiefhce potential market share;
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. seeking state law restrictions on the substitutibgeneric and biosimilar products at the pharmaitiout the intervention of a
physician or through other restrictive means suchx@essive recordkeeping requirements or patiehphysician notification;

. seeking federal or state regulatory restrictionshenuse of the same non-proprietary name as fageree brand product for a
biosimilar or interchangeable biologic;

. seeking changes to the United States Pharmacapeindustry recognized compilation of drug aindolgic standards;

. pursuing new patents for existing products acpsses which could extend patent protection farmaber of years or otherwise
delay the launch of generic drugs or biosimilarg] a

. influencing legislatures so that they attach speeigulatory exclusivity or patent extension ameedts to unrelated federal
legislation.

The FDA's practice is to rule within 150/dan Citizen Petitions that seek to prevent apgrofzan ANDA if the petition was filed after
the Medicare Prescription Drug Improvement and Moidation Act of 2003, or MMA. If, at the end ofeti50-day period, the ANDA is not
ready for approval or rejection, then the FDA hagmsdally denied and dismissed the petition withaciing on the petition. To date, Teva
Neuroscience, Inc. has filed seven Citizen Pettimyarding M356, of which six have been denieddisichissed and one was withdrawn
Teva. However, Teva may seek to file future patgiand may also seek reversal of the denial ofiag@iPetition in federal court. Other third
parties may also file Citizen Petitions requestimat the FDA adopt specific approval standardgyéareric or biosimilar products. If the FDA
grants future Citizen Petitions, we and Sandoz beaglelayed in obtaining, or potentially unable litain, approval of the ANDA for M356
which would materially harm our business.

If these efforts to delay or block competitare successful, we may be unable to sell onege products, which could have a material
adverse effect on our sales and profitability.

If the raw materials, including unfractionated hepan, or UFH, used in our products become difficutb obtain, significantly increase il
cost or become unavailable, we may be unable talpee our products and this would have a materiavadse impact on our business.

We and our collaborative partners and vesmdbtain certain raw materials, including UFH nfrguppliers who in turn source the matel
from other countries, including four suppliers ihi@a. In 2008, due to the occurrence of adversate\associated with the use of UFH, there
were global recalls of UFH products, including fie tUnited States, putting our supply chain at iBsed on investigation by the FDA into
those adverse events, the FDA identified a hedié@neontaminant in the implicated UFH products aedommended that manufacturers and
suppliers of UFH use additional tests to screein theH active pharmaceutical ingredient. We and aaltaborative partner worked with the
appropriate regulatory authorities to document tandemonstrate that our testing standards meetosred all requirements for testing and
screening the supply of UFH active pharmaceutivgitédient. The FDA and other authorities have plaoed restrictions on the import of
some raw materials from China, and may in the uplace additional restrictions and testing regqu@ets on the use of raw materials,
including UFH, in products intended for sale in thaited States. As a result, the raw materialduging UFH, used in our products may
become difficult to obtain, significantly increaisecost, or become unavailable to us. If any oséhevents occur, we and our collaborative
partners may be unable to produce our productsffitient quantities to meet the requirements far tommercial launch or demand for the
product, which would have a material adverse impaabur business.
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If we or our collaborative partners and other thirgarties are unable to satisfy FDA quality standardnd related regulatory requirement
experience manufacturing difficulties or are unabk® manufacture sufficient quantities of our prodis or product candidates, our
development and commercialization efforts may betenally harmed.

We have limited personnel with experienteand we do not own facilities for, manufacturany products. We depend upon our
collaborative partners and other third partiesrtvigle raw materials meeting FDA quality standaadd related regulatory requirements,
manufacture the drug substance, produce the fiogl product and provide certain analytical serviwéh respect to our products and product
candidates. We, our collaborative partners or loud{party contractors may have difficulty meetifHA manufacturing requirements,
including, but not limited to, reproducibility, vdhtion and scale-up, and continued compliance wtinent good manufacturing practices
requirements. In addition, events such as the ogn&tion of UFH may have an adverse impact on tipply of starting or raw materials for
some of our products and product candidates, an@duvecollaborative partners or our third-party taotors may have difficulty producing
products in the quantities necessary to meet FQ@irements or meet anticipated market demand. Jfonecollaborative partners or our third-
party manufacturers or suppliers are unable tsfyatie FDA manufacturing requirements for our praid and product candidates, or are
unable to produce our products in sufficient qua#ito meet the requirements for the launch oftioeluct or to meet market demand, our
revenue and gross margins could be adversely atfeathich could have a material adverse impactusrbosiness.

Competition in the biotechnology and pharmaceutidéatiustries is intense, and if we are unable to qoate effectively, our financial results
will suffer.

The markets in which we intend to competeumdergoing, and are expected to continue torgndeapid and significant technological
change. We expect competition to intensify as teldgical advances are made or new biotechnologgymts are introduced. New
developments by competitors may render our cuoefuture product candidates and/or technologiescmmnpetitive, obsolete or not
economical. Our competitors' products may be mffreaeious or marketed and sold more effectivelgrttany of our products.

Many of our competitors have:

. significantly greater financial, technical anghiran resources than we have at every stage ofsbevéry, development,
manufacturing and commercialization process;

. more extensive experience in commercializingegierdrugs, conducting nonclinical studies, conihgctlinical trials, obtaining
regulatory approvals, challenging patents and naotufing and marketing pharmaceutical products;

. products that have been approved or are in lageestaf development; and

. collaborative arrangements in our target marketh l@ading companies and/or research institutions.

If we successfully develop and obtain apptdor our drug candidates, we will face competitbased on many different factors,
including:

. the safety and effectiveness of our products;

. with regard to our generic or biosimilar produchd@ates, the differential availability of clinicdhta and experience and
willingness of physicians, payors and formular@zsaly on biosimilarity data;
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. the timing and scope of regulatory approvals festhproducts and regulatory opposition to any prodpprovals;
. the availability and cost of manufacturing, mankgtidistribution and sales capabilities;

. the effectiveness of our marketing, distribution @ales capabilities;

. the price of our products;

. the availability and amount of third-party reimbemsent for our products; and

. the strength of our patent position.

Our competitors may develop or commerogapiroducts with significant advantages in regardry of these factors. Our competitors ma
therefore be more successful in commercializing vducts than we are, which could adverselyaffeir competitive position and business.

If we or our collaborators are unable to establistnd maintain key customer distribution arrangementales of our products, and therefo
revenue, would decline.

Generic pharmaceutical products are solulih various channels, including retail, mail ar@ad to hospitals through group purchasing
organizations, or GPOs. As Enoxaparin Sodium Iigeds primarily a hospital-based product, a lapgecentage of the revenue for Enoxaparil
Sodium Injection is derived through contracts WiROs. Currently, a relatively small number of GROstrol a substantial portion of generic
pharmaceutical sales to hospital customers. Inrdodestablish and maintain contracts with thes©&Rve believe that we, in collaboration
with Sandoz, will need to maintain adequate druygpbas, remain price competitive, comply with FDégulations and provide high-quality
products. The GPOs with whom we or our collabosat@mve established contracts may also have resiijps with our competitors and may
decide to contract for or otherwise prefer prodatter than ours, limiting access of Enoxaparini@odnjection to certain hospital segments.
Our sales could also be negatively affected byrabgtes, discounts or fees that are required bgustomers, including the GPOs,
wholesalers, distributors, retail chains or maderservices, to gain and retain market acceptfmasur products. We anticipate that M356 1
be primarily distributed through retail channelsl amail order services. If we or our collaboratars anable to establish and maintain
distribution arrangements with all of these custmmnsales of our products, our revenue and ourtpnebuld suffer.

Even if we receive approval to market our produeinclidates, the market may not be receptive to oaduct candidates upon the
commercial introduction, which could adversely affeour ability to generate sufficient revenue froproduct sales to maintain or grow our
business.

Even if our product candidates are sucaligsdeveloped and approved for marketing, our sss@nd growth will also depend upon the
acceptance of our products by patients, physi@adisthird-party payors. Acceptance of our produglisbe a function of our products being
clinically useful, being cost effective and demeoatihg superior therapeutic effect with an accelptaltle effect profile as compared to existing
or future treatments. In addition, even if our prod achieve market acceptance, we may not ba@bbaintain that market acceptance over
time.

Factors that we believe will materiallyeaft market acceptance of our product candidatesrudel/elopment include:

. the timing of our receipt of any marketing appreyahe terms of any approval and the countrieshichivapprovals are obtaine
. the safety, efficacy and ease of administratioawfproducts;
. the competitive pricing of our products;
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. physician confidence in the safety and efficacg@hplex generic products or biosimilars;

. the absence of, or limited clinical data availdibben sameness, biosimilarity or interchangeabititsting of our complex genei
or biosimilar products;

. the success and extent of our physician educatiol marketing programs;
. the clinical, medical affairs, sales, distrilmutiand marketing efforts of competitors; and
. the availability and amount of government ariddtiparty payor reimbursement.

If our products do not achieve market ataege, we will not be able to generate sufficievenue from product sales to maintain or grow
our business.

If we are not able to retain our current managemetgiam or attract and retain qualified scientificethnical and business personnel, o
business will suffer.

We are dependent on the members of our gesment team for our business success. Our empldyan@amgements with our executive
officers are terminable by either party on shottagor no notice. We do not carry key personitifeurance on the lives of any of our
personnel. The loss of any of our executive offiagould result in a significant loss in the knovwgedand experience that we, as an
organization, possess and could cause significaays, or outright failure, in the development apgroval of our product candidates. In
addition, there is intense competition from numsrpharmaceutical and biotechnology companies, wsitiess, governmental entities and ot
research institutions, for human resources, inalgidnanagement, in the technical fields in whichoperate, and we may not be able to attract
and retain qualified personnel necessary for ticeessful development and commercialization of eadpct candidates. Another componer
retention is the intrinsic value of equity awarnt&juding stock options. Many stock options grarntedur executives and employees are now
under pressure given our recent stock performadhee lose key members of our management teanveouiaable to attract and retain qualil
personnel, our business could be negatively affecte

There is a substantial risk of product liability &ims in our business. If our existing product lidity insurance is insufficient, a product
liability claim against us that exceeds the amowftour insurance coverage could adversely affect buisiness.

Our business exposes us to significantriatieproduct liability risks that are inherentthre development, manufacturing and marketing c
human therapeutic products. Product liability claicould delay or prevent completion of our develeptiprograms. If we succeed in
marketing products, such claims could result ieaall of our products or a change in the appromditations for which they may be used. We
cannot be sure that the product liability insuracoeerage we maintain will be adequate to coveriacigent or all incidents. Furthermore,
clinical trial and product liability insurance ieéoming increasingly expensive. As a result, we bynable to maintain sufficient insuranc
a reasonable cost to protect us against lossesdblt have a material adverse effect on our bssiriEhese liabilities could prevent or interfere
with our product development and commercializagéforts.

Our business and operations would suffer in the avef system failures or security breaches.

Our internal computer systems are vulnerédldamage from computer viruses, unauthorizedsa¢cmatural disasters, terrorism, war and
telecommunication and electrical failures. Any sysffailure or security breach by employees or athesly pose a risk that sensitive data,
including clinical trial data, intellectual propgrtrade secrets or personal information belongings, our patients or our collaborators may be
exposed to unauthorized persons or to the pubblsuidh an event were to occur and cause intermgpfio our operations, it could result in a
material disruption of our
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development programs and our business operationgxXample, the loss of clinical trial data fromgueted or future clinical trials could
result in delays in our regulatory approval eff@tal significantly increase our costs to recovaeproduce the data. Likewise, we rely on tl
parties to manufacture and commercialize our prisdaied conduct clinical trials, and similar eveneisiting to their computer systems could
also have a material adverse effect on our busifiesthe extent that any disruption or securityalofewere to result in a loss of, or damage to,
our data or applications, or inappropriate disalesaf confidential or proprietary information, weutd incur liability, the further development
and commercialization of our products and prodacididates could be delayed, and the trading pfioeilocommon stock could be adversely
affected.

As we evolve from a company primarily involved irud discovery and development into one that is alseolved in the commercialization
pharmaceutical products, we may have difficulty neging our growth and expanding our operations susséully.

As we advance our product candidates thHrdhg development process, we will need to expamalevelopment, regulatory,
manufacturing, quality, distribution, sales and kedéing capabilities or contract with other orgatiias to provide these capabilities for us. As
our operations expand, we expect that we will teadanage additional relationships with varioudadmrative partners, suppliers and other
organizations. Our ability to manage our operati@mnd growth requires us to continue to improveapsarational, financial and management
controls, reporting systems and procedures. Fanpka some jurisdictions, such as the District ofutnbia, have imposed licensing
requirements for sales representatives. In additienDistrict of Columbia and the CommonwealtiMafssachusetts, as well as the federal
government by way of the Sunshine Act provisionthefPatient Protection and Affordable Care Ac2@10, have established reporting
requirements that would require public reportingofisulting and research fees to health care [miofegls. Because the reporting requirem
vary in each jurisdiction, compliance will be compland expensive and may create barriers to egtrencommercialization phase. The need
to build new systems as part of our growth coulttela strain on our administrative and operatiorigdstructure. We may not be able to make
improvements to our management information androbaystems in an efficient or timely manner and/rdescover deficiencies in existing
systems and controls. Such requirements may algadnour opportunities to collaborate with physisiat academic research centers as new
restrictions on academic-industry relationshipsparein place. In the past, collaborations betwaeademia and industry have led to important
new innovations, but the new laws may have an effechese activities. While we cannot predict vaeetany legislative or regulatory changes
will have negative or positive effects, they cohltze a material adverse effect on our businessndial condition and potential profitability.

We may incur costs and allocate resources to idigrdind develop additional product candidates or agg or make investments in
companies or technologies without realizing any leditb, which could have an adverse effect on our mess, results of operations and
financial condition or cash flows

Along with continuing to progress our cureroduct candidates, the long-term success obuosiness also depends on our ability to
successfully identify, develop and commercializdidnal product candidates. Research programdemotify new product candidates require
substantial technical, financial and human resaurdée may focus our efforts and resources on patgrbgrams and product candidates that
ultimately prove to be unsuccessful.

In addition, we may acquire or invest imganies, products and technologies. Such transadiiwolve a number of risks, including:

. we may find that the acquired company or asde¢s not further our business strategy, or thabweepaid for the company or
assets, or that economic conditions change, alhi¢h may generate a future impairment charge;
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. difficulty integrating the operations and personoiethe acquired business, and difficulty retainiihg key personnel of the
acquired business;

. difficulty incorporating the acquired technologies;

. difficulties or failures with the performance thie acquired technologies or drug products;

. we may face product liability risks associatdthwhe sale of the acquired company's products;

. disruption or diversion of management's attenhig transition or integration issues and the caxipl of managing diverse
locations;

. difficulty maintaining uniform standards, interrantrols, procedures and policies;

. the acquisition may result in litigation from termated employees or third parties; and

. we may experience significant problems or liat@btassociated with product quality, technology lagdl contingencies.

These factors could have a material adveffeet on our business, results of operationsfanaahcial condition or cash flows, particularly
in the case of a larger acquisition or multiplewdsigions in a short period of time. From time itné, we may enter into negotiations for
acquisitions that are not ultimately consummatesthSiegotiations could result in significant divensof management time, as well as out-of-
pocket costs.

The consideration paid in connection withaaquisition also affects our financial resulfsvé were to proceed with one or more
significant acquisitions in which the consideratinoluded cash, we could be required to use a antiat portion of our available cash to
consummate any acquisition. To the extent we ishaees of stock or other rights to purchase siackyding options or other rights, existing
stockholders may be diluted and earnings per shagedecrease. In addition, acquisitions may resutie incurrence of debt, large one-time
write-offs and restructuring charges. They may aésuwilt in goodwill and other intangible assets #ra subject to impairment tests, which
could result in future impairment charges.

If we fail to maintain appropriate internal contrd in the future, we may not be able to report oindncial results accurately, which ma
adversely affect our stock price and our business.

Our efforts to comply with Section 404 bétSarbanes-Oxley Act of 2002 and the related atiguls regarding our required assessment ¢
our internal controls over financial reporting and external auditors' audit of that assessmentiresjthe commitment of significant financial
and managerial resources.

Internal control over financial reportingshinherent limitations, including human error, plossibility that controls could be circumvented
or become inadequate because of changed conditinddraud. If we are unable to maintain effectiternal controls, we may not have
adequate, accurate or timely financial informati@mg we may be unable to meet our reporting olitigatas a publicly traded company or
comply with the requirements of the SEC or the 8aels-Oxley Act of 2002. This could result in aag=nent of our financial statements, the
imposition of sanctions, including the inability igfgistered broker dealers to make a market irstmak, or investigation by regulatory
authorities. Any such action or other negative Itsstaused by our inability to meet our reportirguirements or comply with legal and
regulatory requirements or by disclosure of an anting, reporting or control issue could adversdfect the trading price of our stock and out
business.
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Risks Relating to Development and Regulatory Approal

The near-term success of our business is signifitardependent on the success of M356. If we are alole to obtain regulatory approval for
commercial sale ofM356, our future results of opéi@ns will be adversely affected.

Our future results of operations depend significant degree on our ability to obtain regaty approval for and commercialize M356.
Our application for M356 has been under review \lih FDA since December 2007. To receive appravalill be required to demonstrate
the satisfaction of the FDA, among other thingaf #1356:

. contains the same active ingredients as Copaxone

. is of the same dosage form, strength and rdugeministration as Copaxone, and has the samériglses the approved labeling
for Copaxone, with certain exceptions; and

. meets compendial or other applicable standardstfength, quality, purity and identity, includingtpncy.

In addition, approval of a generic prodgeterally requires demonstrating that the genetig & bioequivalent to the reference listed «
upon which it is based, meaning that there ardgrificant differences with respect to the rate amtent to which the active ingredients are
absorbed and become available at the site of drtigna However, the FDA may or may not waive thguieements for certain bioequivalence
data (including clinical data) for certain drug guats, including injectable solutions that haverbglgown to contain the same active and
inactive ingredients in the same concentratiorhaséference listed drug.

Determination of therapeutic equivalencé866 to Copaxone will be based, in part, on oundestration of the chemical equivalence of
our versions to their respective reference listedysl. The FDA may not agree that we have adequelelsacterized M356 or that M356 and
Copaxone are chemical equivalents. In that casd-EA may require additional information, includingnclinical or clinical test results, to
determine therapeutic equivalence or to confirnt #my inactive ingredients or impurities do not guomise the product's safety and efficacy.
Provision of sufficient information for approval gnhe difficult, expensive and lengthy. We cannadict whether M356 will receive FDA
approval as therapeutically equivalent to Copaxone.

In the event that the FDA modifies its euntrstandards for therapeutic equivalence withaetsfp generic versions of Copaxone, or
requires us to conduct clinical trials or completieer lengthy procedures, the commercializatioM8566 could be delayed or prevented or
become more expensive. Delays in any part of thegss or our inability to obtain regulatory appidea M356 could adversely affect our
operating results by restricting or significantiiaying our introduction of M356.

Although health care reform legislation that estaslhes a regulatory pathway for the approval by thBA of biosimilars has been enacte
the standards for determining similarity or inter@mgeability for biosimilars are only just being inlgmented by the FDA. Therefore,
substantial uncertainty remains about the potentialue our proprietary technology platform can offéo biosimilars developmer
programs.

The regulatory climate in the United Stdtesfollow-on versions of biologic and complex pem products remains uncertain, even
following the recent enactment of legislation eBshiing a regulatory pathway for the approval afdinilars. To date, there have been no
biosimilar products approved, and, to our knowledgdy a few biosimilar applications have been atee for review by the FDA, under the
351(k) pathway. The new pathway contemplates agpmmitwo categories of follow-on biologic producs) biosimilar products, which are
highly similar to the existing brand product, ndtvgtanding minor differences in clinically inactiwzemponents, and for which there are no
clinically meaningful differences from the branaguct and (2) interchangeable biologic products,
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which in addition to being biosimilar can be exgecto produce the same clinical result in any gpatient without an increase in risk due to
switching from the brand product. Only interchargeaiosimilar products would be considered intargeable at the retail pharmacy level
without the intervention of a physician. The negidation authorizes but does not require the FDAdtablish standards or criteria for
determining biosimilarity and interchangeabilithdaalso authorizes the FDA to use its discretiodei@rmine the nature and extent of product
characterization, nonclinical testing and clinitzdting on a product-by-product basis.

Our competitive advantage in this area éélpend on our success in demonstrating to the tRBfour analytics, biocharacterization and
protein engineering platform technology providde\eel of scientific assurance that facilitates dwieations of interchangeability, reduces the
need for expensive clinical or other testing, amides the scientific quality requirements for oompetitors to demonstrate that their products
are highly similar to a brand product. Our abitibysucceed will depend in part on our ability tedst in new programs and develop data in a
timeframe that enables the FDA to consider our @ggr as the agency begins to implement the newlteaddition, the FDA will likely
require significant new resources and expertigev@gew biosimilar applications, and the timeline§she review and approval of our future
applications could be adversely affected if theegzena decline or even limited growth in FDA fundi@yur strategy to minimize non-clinical
and clinical requirements by relying on analytidata may not be successful or may take longergtrategies that rely more heavily on non-
clinical and clinical trial data.

The new regulatory pathway also createsmlrer of additional obstacles to the approval anddh of biosimilar and interchangeable
products, including:

. a requirement for the applicant, as a conditionsing the patent exchange and clearance procesisate, in confidence, the
information in its abbreviated pathway applicatwith the brand company's and patent owner's counsel

. the inclusion of multiple potential patent rightsthe patent clearance process; and

. a grant to each brand company of 12 years of maiketclusivity following the brand approval.

Furthermore, the new regulatory pathwawptae the risk that the brand company, during ityd& marketing exclusivity period, will
develop and replace its product with a non-sulistiie or modified product that may also qualify &or additional 12-year marketing
exclusivity period, reducing the opportunity folbstitution at the retail pharmacy level for intemalgeable biosimilars. Finally, the new
legislation also creates the risk that, as bramtdbémsimilar companies gain experience with the negulatory pathway, subsequent FDA
determinations or court rulings could create adddi areas for potential disputes and resultingydein biosimilars approval.

In addition, there is reconsideration aagidlative debate that could lead to the repeahmendment of the new healthcare legislation. If
the legislation is significantly amended or is ralpd with respect to the biosimilar approval pathweaur opportunity to develop biosimilars
(including interchangeable biologics) could be miatly impaired and our business could be materiaitid adversely affected. Similarly, the
legislative debate at the federal level regardirggfederal government budget in 2013 restrictedriddagency funding for the biosimilar
pathway, including biosimilar user fee funding fiscal year 2014, and has resulted in delays irctmeluct of meetings with biosimilar
applicants and the review of biosimilar meeting apglication information. The scheduling and coriadfdiosimilar meeting and applications
review was also suspended during the U.S. Goverhgieridown in October 2013, and could be subjefitiore suspensions as a result of
future deadlocks in passage of federal appropriatills in 2015 or future years. Depending ontiimeng and the extent of these funding,
meeting and review disruptions, our developmentie$imilar products could be delayed.
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Even if we are able to obtain regulatory approvakfour generic and interchangeable biologic produzandidates as therapeutical
equivalent or interchangeable, state pharmacy baaa agencies may conclude that our products are sigbstitutable at the pharmacy le\
for the reference listed drug. If our generic or ierchangeable biologic products are not substituht the pharmacy level for the
reference listed drugs, this could materially redrsales of our products and our business would suff

Although the FDA may determine that a genproduct is therapeutically equivalent to a brangduct and provide it with an "A" rating
the FDA's Orange Book, this designation is not isigabn state pharmacy boards or agencies for gedaugs. As a result, in states that do not
deem our generic drug candidates therapeuticallivatpnt, physicians will be required to specifiggirescribe a generic product alternative
rather than have a routine substitution at themphay level for the prescribed brand product. Shehikloccur with respect to one of our
generic product candidates, it could materiallyumsales in those states which would substantialtyn our business.

While a designation of interchangeabil#yaifinding by the FDA that a biosimilar can begtiibted at the pharmacy without physician
intervention or prescription, brand pharmaceuticahpanies are lobbying state legislatures to gutagician prescription requirements, or in
the absence of a prescription, physician and patietification requirements, special labeling regmients and alternative naming requirement
which if enacted could create barriers to substituind adoption rates of interchangeable biologg&cwell as biosimilars. Should this occur
with respect to one of our biosimilars or interopaable biologic product candidates, it could mathrreduce sales in those states which w
substantially harm our business.

If our nonclinical studies and clinical trials forour development candidates, including necuparanétse not successful, we will not be able
obtain regulatory approval for commercial sale ofionovel or improved drug candidates.

To obtain regulatory approval for the comaied sale of our novel product candidates, weraggiired to demonstrate through nonclinical
studies and clinical trials that our drug developheandidates are safe and effective. Nonclinizadies and clinical trials of new development
candidates are lengthy and expensive and the icstdailure rate for development candidates ihig

A failure of one or more of our noncliniclidies or clinical trials can occur at any stafjgesting. We may experience numerous
unforeseen events during, or as a result of, noigali studies and clinical trials that could detayprevent our ability to receive regulatory
approval or commercialize necuparanib or our otlieg candidates, including:

. regulators or institutional review boards may aathorize us to commence a clinical trial or agetch clinical trial at a
prospective trial site;

. our nonclinical studies or clinical trials may ptm@ negative or inconclusive results, and we maieqaired to conduct
additional nonclinical studies or clinical trialswwe may abandon projects that we previously exqoktti be promising;

. enrollment in our clinical trials may be slower thae anticipate, resulting in significant delaysd garticipants may drop out of
our clinical trials at a higher rate than we aipiite;

. we might have to suspend or terminate our dintigals if the participants are being exposedriacceptable health risks;

. regulators or institutional review boards maguiee that we hold, suspend or terminate clinieakarch for various reasons,
including noncompliance with regulatory requirenseat if, in their opinion, participants are beingesed to unacceptable
health risks;

. the cost of our clinical trials may be greater thananticipate;
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. the effects of our drug candidates may not be #s&reld effects or may include undesirable sideceffer our product candidates
may have other unexpected characteristics; and

. we may decide to modify or expand the clinicalléri@e are undertaking if new agents are introdabatiinfluence current
standard of care and medical practice, warrantireyision to our clinical development plan.

The results from nonclinical studies ofewelopment candidate may not predict the resudtiswiill be obtained in human clinical trials. If
we are required by regulatory authorities to cona@aiditional clinical trials or other testing ofawgparanib or our other product candidates tha
we did not anticipate, if we are unable to sucagdlgs€omplete our clinical trials or other tests,ifothe results of these trials are not positive o
are only modestly positive, we may be delayed imining marketing approval for our drug candidaies/e may not be able to obtain
marketing approval at all. Our product developnarsts will also increase if we experience delayteating or approvals. Significant clinical
trial delays could allow our competitors to bringgucts to market before we do and impair our Bhiih commercialize our products or
potential products. If any of these events occur lmsiness will be materially harmed.

Failure to obtain regulatory approval in foreign jisdictions would prevent us from marketing our pilacts abroad.

We intend in the future to market our pradyif approved, outside of the United Stateegitlirectly or through collaborative partners
order to market our products in the European Uaioth many other foreign jurisdictions, we must abtsparate regulatory approvals and
comply with the numerous and varying regulatoryuisgments of each jurisdiction. The approval pracedand requirements vary among
countries, and can require, among other thingsjectiing additional testing in each jurisdiction.effime required to obtain approval abroad
may differ from that required to obtain FDA apprbvEhe foreign regulatory approval process mayudelall of the risks associated with
obtaining FDA approval, and we may not obtain fgneiegulatory approvals on a timely basis, if at/gpproval by the FDA does not ensure
approval by regulatory authorities in other cowgdriand approval by one foreign regulatory authakites not ensure approval by regulatory
authorities in any other foreign country or by E®A. We and our collaborators may not be ableleofér regulatory approvals and may not
receive necessary approvals to commercialize amdyats in any market outside of the United Stakbs. failure to obtain these approvals
could materially adversely affect our businessfiitial condition, and results of operations.

Even if we obtain regulatory approvals, our marketproducts will be subject to ongoing regulatorwiew. If we fail to comply witt
continuing United States and foreign regulationsgeveould lose our approvals to market products and business would be seriously
harmed.

Even after approval, any drugs or biologpraducts we develop will be subject to ongoinguiatory review, including the review of
clinical results which are reported after our pradiare made commercially available. Any regulasgpgrovals that we obtain for our product
candidates may also be subject to limitations erajbproved indicated uses for which the product beagnarketed or to the conditions of
approval, or contain requirements for potentiathgtty post-marketing testing, including Phase dicdil trials, and surveillance to monitor the
safety and efficacy of the product candidate. lditamh, the manufacturer and manufacturing faeiitive use to produce any of our product
candidates will be subject to periodic review amgpection by the FDA, or foreign equivalent, arnlieotregulatory agencies. We will be
required to report any serious and unexpected adwexperiences and certain quality problems withpoaducts and make other periodic
reports to the FDA. The discovery of any new owjesly unknown problems with the product, manufiaet or facility may result in
restrictions on the product or manufacturer orlifgcincluding withdrawal of the product from timearket. Certain changes to an approved
product, including in the way it is
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manufactured or promoted, often require prior Fpfsraval before the product as modified may be markdf we fail to comply with
applicable FDA regulatory requirements, we mayutgexct to fines, warning letters, civil penaltiesfusal by the FDA to approve pending
applications or supplements, suspension or withdrafvregulatory approvals, product recalls anduws®@s, injunctions, operating restrictions,
refusal to permit the import or export of produetsd/or criminal prosecutions and penalties.

Similarly, our commercial activities wiletsubject to comprehensive compliance obligationieustate and federal reimbursement,
Sunshine Act, anti-kickback and government prigiegulations. If we make false price reports, failhplement adequate compliance controls
or our employees violate the laws and regulatianging relationships with health care providars,could also be subject to substantial
fines and penalties, criminal prosecution and dekeat from participation in the Medicare, Medicaid other government reimbursement
programs.

In addition, the FDA's policies may chamgel additional government regulations may be edabi@ could prevent, limit, or delay
regulatory approval of our product candidates. \Afenot predict the likelihood, nature, or extengo¥ernment regulation that may arise from
future legislation or administrative action, eitliethe United States or abroad. If we are slowraable to adapt to changes in existing
requirements or the adoption of new requiremenfsoticies, or if we are not able to maintain regoitg compliance, we may lose any
marketing approval that we may have obtained anthase not achieve or sustain profitability, whichwid adversely affect our business.

If third -party payors do not adequately reimburse custonfersany of our approved products, they might nat purchased or used, and our
revenue and profits will not develop or increase.

Our revenue and profits will depend heauibpn the availability of adequate reimbursementtie use of our approved product candic
from governmental and other third-party payorshhiotthe United States and in foreign markets. Reirsement by a third-party payor may
depend upon a number of factors, including thaltparty payor's determination that use of a prodct

. a covered benefit under its health plan;
. safe, effective and medically necessary;
. appropriate for the specific patient;

. cost-effective; and

. neither experimental nor investigational.

Obtaining coverage and reimbursement aggbifov a product from each government or othedtparty payor is a time-consuming and
costly process that could require us to providgstng scientific, clinical and cogtffectiveness data for the use of our productath @ayor
We may not be able to provide data sufficient tim gaceptance with respect to coverage and reirelmest. There is substantial uncertainty
whether any particular payor will reimburse the asany drug product incorporating new technoldgyen when a payor determines that a
product is eligible for reimbursement, the payorrimpose coverage limitations that preclude paym@nsome uses that are approved by the
FDA or comparable authority. Moreover, eligibilfigr coverage does not imply that any product wéllreimbursed in all cases or at a rate tha
allows us to make a profit or even cover our cdsterim payments for new products, if applicalmay also not be sufficient to cover our c
and may not be made permanent. Reimbursementmatgsary according to the use of the product aecttimical setting in which it is used,
may be based on payments allowed for lower-costymts that are already reimbursed, may be incotpdrato existing payments for other
products or services, and may reflect budgetargtraimts and/or imperfections in Medicare, Mediaaisther data used to calculate these
rates. Net prices for products may be reduced hydatary discounts or
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rebates required by government health care progeaig any future relaxation of laws that restimwports of certain medical products from
countries where they may be sold at lower pricas th the United States.

There have been, and we expect that thi#freamtinue to be, federal and state proposalsotostrain expenditures for medical products
and services, which may affect payments for oudpets. The Centers for Medicare and Medicaid Sesyior CMS, frequently change prod
descriptors, coverage policies, product and serackes, payment methodologies and reimbursememésarl hird-party payors often follow
Medicare coverage policy and payment limitationsetting their own reimbursement rates, and botlSGid other third-party payors may
have sufficient market power to demand signifigante reductions. Due in part to actions by thiedtp payors, the health care industry is
experiencing a trend toward containing or redudosts through various means, including loweringntrirsement rates, limiting therapeutic
class coverage and negotiating reduced paymendslgsewith service providers for drug products.

We also anticipate that application of éxésting and evolving reimbursement regimes toilridar products will be somewhat uncertain
as CMS determines whether to apply generic drugbeisement approaches or to develop nhew mechafesrassigning reimbursement codes
to biosimilar products. Reimbursement uncertaimyld adversely impact market acceptance of bioainpifoducts.

Our inability to promptly obtain coveragadaprofitable reimbursement rates from governmantiéd and private payors for our products
could have a material adverse effect on our opegatsults and our overall financial condition.

Federal legislation will increase the pressure teduce prices of pharmaceutical products paid forMgdicare or may otherwise seek to lit
healthcare costs, either of which could adverseffeat our revenue, if any.

The Medicare Modernization Act of 2003 M¥A, changed the way Medicare covers and reimbuigegharmaceutical products. The
legislation introduced a new reimbursement methmglpbased on average sales prices for drugs thatsad in hospital settings or under the
direct supervision of a physician and, starting®06, expanded Medicare coverage for drug purchastee elderly. In addition, the MMA
requires the creation of formularies for self-adistered drugs, and provides authority for limitthg number of drugs that will be covered in
any therapeutic class and provides for plan spertsonegotiate prices with manufacturers and sappbf covered drugs. As a result of the
MMA and the expansion of federal coverage of dreagpcts, we expect continuing pressure to contathraduce costs of pharmaceutical
products. Cost reduction initiatives and other Bions of this legislation could decrease the cagerand price that we receive for our prod
and could materially adversely affect our operatiggults and overall financial condition. While tl&1A generally applies only to drug
benefits for Medicare beneficiaries, private payaften follow Medicare coverage policy and paymenitations in setting their own
reimbursement policies and any reduction in cove@agpayment that results from the MMA may resulaisimilar reduction in coverage or
payments from private payors.

Furthermore, health care reform legislatiwat was enacted in 2010 and is now being impléadecould significantly change the United
States health care system and the reimbursemenodficts. A primary goal of the law is to reducdimit the growth of health care costs,
which could change the market for pharmaceuticadskaological products.

The law contains provisions that will atfeompanies in the pharmaceutical industry andrdikalthcare-related industries by imposing
additional costs and changes to business pracBeesisions affecting pharmaceutical companiesughelan increase to the mandatory rebates
for drugs sold into the Medicaid program, an extmsf the rebate requirement to drugs used inbised Medicaid managed care plans, an
extension of mandatory discounts for drug prodeotd to certain critical

47




Table of Contents

access hospitals, cancer hospitals and other abesrté@ies, and discounts and fees applicableandsname drugs. Although many of these
provisions may not apply directly to us, they magmge business practices in our industry and, aegupar products are approved for
commercial sale, such changes could adversely inquagrofitability.

Additionally, the BPCI establishes an abkated regulatory pathway for the approval of ieigirs and provides that brand biologic
products may receive 12 years of market exclusiwith a possible six-month extension for pedigptioducts. By creating a new approval
pathway for biosimilars and adjusting reimbursenfenbiosimilars, the new law could promote the elepment and commercialization of
biosimilars. However, given the uncertainty of hitve law will be interpreted and implemented, theaat of the law on our strategy for
biosimilars as well as novel biologics remains utair. Other provisions in the law, such as the parative effectiveness provisions, may
ultimately impact positively or negatively both hthand biosimilars products alike depending ongplieant's clinical data, effectiveness and
cost profile. If a brand product cannot be showprtwvide a benefit over other therapies, then ghireceive reduced coverage and
reimbursement. While this might increase marketesfar biosimilars based on cost savings, it caléd have the effect of reducing
biosimilars' market share.

The financial impact of this United Stakeslth care reform legislation over the next fewrgewill depend on a number of factors,
including but not limited to the issuance of imphartation regulations and guidance and changeddn galumes for products eligible for the
new system of rebates, discounts and fees.

The full effects of the United States healhre reform legislation cannot be known until leev law is implemented through regulation
guidance issued by the CMS and other federal atd bealth care agencies. While we cannot predietlver any legislative or regulatory
changes will have negative or positive effectsy theuld have a material adverse effect on our lassinfinancial condition and potential
profitability. In addition, litigation may prevesbme or all of the legislation from taking effeConsequently, there is uncertainty regarding
implementation of the new legislation.

Foreign governments tend to impose strict pricereimbursement controls, which may adversely affeat revenue, if any.

In some foreign countries, particularly tontries of the European Union, the pricing antéambursement of prescription
pharmaceuticals are subject to governmental cortroéhese countries, pricing negotiations with ggmwymental authorities can take consider
time after the receipt of marketing approval fgraduct. To obtain reimbursement or pricing applt@avaome countries, we may be require
conduct a clinical trial that compares the cose@iffeness of our product candidate to other ablgiltherapies. If reimbursement of our
products is unavailable or limited in scope or amoar if pricing is set at unsatisfactory levalsy business could be adversely affected.

If we do not comply with laws regulating the protéan of the environment and health and human safetyur business could be adverse
affected.

Our research and development involves,naag in the future involve, the use of hazardouseni@s and chemicals and certain radioac
materials and related equipment. If an accidentis;ave could be held liable for resulting damagésch could be substantial. We are also
subject to numerous environmental, health and wadepsafety laws and regulations, including thaseegning laboratory procedures,
exposure to blood-borne pathogens and the handfibgphazardous materials. Insurance may not peoaitequate coverage against potential
liabilities and we do not maintain insurance foviemnmental liability or toxic tort claims that mdpe asserted against us. Additional federal,
state and local laws and regulations affectingaparations may be adopted in the future. We
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may incur substantial costs to comply with, andssatitial fines or penalties if we violate, any ledése laws or regulations.

The FDA has reported that it has a substantial bémgg of ANDA filings that have resulted in signifiaat delays in review and approval of
applications. As a result, the review and potentagdproval of our applications for M356 may be sidicantly delayed.

The FDA has reported that it has a subistiddcklog of ANDA filings that have resulted iigsificant delays in the review and approval
of ANDAs and amendments or supplements due tofiegerit staffing and resources. Resource conssdiate also resulted in significant
delays in conducting ANDA-related pre-approval isjions. Enactment of user fee legislation in 281énly beginning to fund additional
resources and the impact of the new legislatiorckvimplements goals and metrics for applicationewwhas been reported by the FDA to t
had limited impact to this backlog and the delay# aecruits and trains new FDA staff. Until sughe as resources are actually increased an
in place at the FDA, our applications and supplesaray be subject to significant delays duringrtheview cycles.

Risks Relating to Patents and Licenses

If we are not able to obtain and enforce patent protion for our discoveries, our ability to succésy commercialize our produc
candidates will be harmed and we may not be ablegerate our business profitably.

Our success depends, in part, on our pbdiprotect proprietary methods and technolodies we develop under the patent and other
intellectual property laws of the United States atiter countries, so that we can prevent others fising our inventions and proprietary
information. Because patent applications in thetéthStates and many foreign jurisdictions are glhinot published until 18 months after
filing, or in some cases not at all, and becaudgiqations of discoveries in scientific literatuegy behind actual discoveries, we cannot be
certain that we were the first to make the invargiolaimed in issued patents or pending patentcgpioins, or that we were the first to file for
protection of the inventions set forth in our pat@pplications. As a result, we may be requireditain licenses under third-party patents to
market our proposed products. If licenses are vatable to us on acceptable terms, or at all, wenet be able to market the affected
products.

Assuming the other requirements for patatitp are met, the first inventor to file a pateyplication is entitled to the patent. We may be
subject to a third-party preissuance submissigpriof art to the U.S. Patent and Trademark Officehecome involved in opposition,
derivation, reexaminatiomter partesreview or interference proceedings challengingpmatent rights or the patent rights of others. Avease
determination in any such submission, proceedirlgigation could reduce the scope of, or invalaaiur patent rights, allow third parties to
commercialize our technology or products and competctly with us, without payment to us, or résulour inability to manufacture or
commercialize products without infringing third-papatent rights.

Our strategy depends on our ability todbpidentify and seek patent protection for ourcdigeries. This process is expensive and time
consuming, and we may not be able to file and putseall necessary or desirable patent applicatbmasreasonable cost or in a timely man

Despite our efforts to protect our proigtrights, unauthorized parties may be able taiokdnd use information that we regard as
proprietary. The issuance of a patent does notguee that it is valid or enforceable, so evendfaltain patents, they may not be valid or
enforceable against third parties.
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Our pending patent applications may natltés issued patents. The patent position of plenentical or biotechnology companies,
including ours, is generally uncertain and involeemplex legal and factual considerations. Thedseds which the U.S. Patent and Trader
Office and its foreign counterparts use to gramempis are not always applied predictably or unifgrand can change. There is also no unift
worldwide policy regarding the subject matter aodpe of claims granted or allowable in pharmacautc biotechnology patents. The laws of
some foreign countries do not protect proprietafgrimation to the same extent as the laws of théedrstates, and many companies have
encountered significant problems and costs in ptiotg their proprietary information in these foneigountries.

There is presently uncertainty regardirgygbope of the safe harbor from patent infringerneder federal patent law, 35 USC section 27
(e)(2), for activities related to developing anthmitting information under a federal law. This urtaity is especially high for our patents
protecting our testing methods. The scope and eqtjin of the safe harbor is the subject of ougomg patent litigation with Amphastar.
Additional information about this litigation is sktrth under Part I, Item 31"egal Proceeding$in this Annual Report on Form 10-K. The
uncertainty regarding the scope of the safe hartayr impair our ability to enforce certain of outgya rights and reduce the likelihood of
enforcing certain of our patent rights to proteat imnovations and our products. Accordingly, wendd know the degree of future
enforceability for some of our proprietary rights.

The breadth of patent claims allowed in patents issued to us or to others may be uncléarallowance of broader claims may increas
the incidence and cost of patent interference maiogis and/or opposition proceedings, and theafiskfringement litigation. On the other
hand, the allowance of narrower claims may limé talue of our proprietary rights. Our issued pet@may not contain claims sufficiently
broad to protect us against third parties with Eintechnologies or products, or provide us witi eampetitive advantage. Moreover, once
they have issued, our patents and any patent farhwie have licensed or may license rights mayHadlenged, narrowed, invalidated or
circumvented. If our patents are invalidated oeotlise limited, other companies will be better ablelevelop products that compete with o
which could adversely affect our competitive busgposition, business prospects and financial tondi

We also rely on trade secrets, know-howtantnology, which are not protected by patentsyaintain our competitive position. If any
trade secret, know-how or other technology notquiatd by a patent were to be disclosed to or intdgraly developed by a competitor, our
business and financial condition could be mategriatlversely affected.

Third parties may allege that we are infringing tirentellectual property rights, forcing us to expel substantial resources in resulting
litigation, the outcome of which would be uncertaidny unfavorable outcome of such litigation coulthve a material adverse effect on our
business, financial position and results of operatis.

The issuance of our own patents does nartaguiee that we have the right to practice thenpadeinventions. Third parties may have
blocking patents that could be used to preventara fnarketing our own patented product and praxdiciur own patented technology.

If any party asserts that we are infringitsgntellectual property rights or that our cieator use of proprietary technology infringes upon
its intellectual property rights, we might be fadd® incur expenses to respond to and litigatecthiens. Furthermore, we may be ordered to
damages, potentially including treble damagesgifare found to have willfully infringed a party'atpnt rights. In addition, if we are
unsuccessful in litigation, or pending the outcarhétigation, a court could issue a temporary imgtion or a permanent injunction preventing
us from marketing and selling the patented drugtioer technology for the life of the patent thathese been alleged or deemed to have
infringed. Litigation concerning intellectual prapeand proprietary technologies is widespread @dbe protracted and expensive, and can
distract management and other key personnel frafonpeing their duties for us.
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Any legal action against us or our collators claiming damages and seeking to enjoin atiyities, including commercial activities
relating to the affected products, and processeklcim addition to subjecting us to potential lid for damages, require us or our
collaborators to obtain a license in order to corito manufacture or market the affected prodartsprocesses. Any license required under
any patent may not be made available on commeraatieptable terms, if at all. In addition, soncetises may be non-exclusive, and
therefore, our competitors may have access toahme $echnology licensed to us.

If we fail to obtain a required licenseame unable to design around a patent, we may hdaitmeffectively market some of our
technology and products, which could limit our &pito generate revenue or achieve profitabilitd @ossibly prevent us from generating
revenue sufficient to sustain our operations.

If we remain involved in patent litigation or othgoroceedings to determine or enforce our intelleatyroperty rights, we could incu
substantial costs which could adversely affect dursiness

We may need to continue to resort to ltimato enforce a patent issued to us or to detegrtiie scope and validity of a third-party patent
or other proprietary rights such as trade secrgiisrisdictions where we intend to market our prduincluding the United States, the
European Union, and many other foreign jurisdiciobhe cost to us of any litigation or other prating relating to determining the validity of
intellectual property rights, even if resolved i davor, could be substantial and could divert management's efforts. Some of our
competitors may be able to sustain the costs optenpatent litigation more effectively than we dsstause they may have substantially
greater resources. Moreover, the failure to okdai@vorable outcome in any litigation in a jurigdha where there is a claim of patent
infringement could significantly delay the marketiof our products in that particular jurisdictid®ounterclaims for damages and other relief
may be triggered by such enforcement actions. De&scuncertainties and counterclaims resultingftioe initiation and continuation of any
litigation could limit our ability to continue owperations.

We in-license a portion of our proprietary techna@s and if we fail to comply with our obligationsader any of the related agreements, we
could lose license rights that are necessary toaleg our product candidates.

We are a party to and rely on a numbendicense agreements with third parties, such asethwith the Massachusetts Institute of
Technology and Rockefeller University, which giverights to intellectual property that may be neaeg for certain parts of our business. In
addition, we expect to enter into additional licehé the future. Our current in-license arrangamanpose various diligence, development,
royalty and other obligations on us. If we breaahabligations with regard to our exclusive in-lises, they could be converted to non-
exclusive licenses or the agreements could be tetad, which would result in our being unable teedep, manufacture and sell products that
are covered by the licensed technology.

Risks Relating to Our Dependence on Third Parties

The 2003 Sandoz Collaboration and 2006 Sandoz Cmilation are important to our business. If Sandailf to adequately perform under
either collaboration, or if we or Sandoz terminaédl or a portion of either collaboration, the devgbment and commercialization of some of
our drug candidates, including Enoxaparin Sodium jection, would be delayed or terminated and our mess would be adversely affected.

2003 Sandoz Collaboration

Either we or Sandoz may terminate the 2883doz Collaboration for material uncured breacheertain events of bankruptcy or
insolvency by the other party. Sandoz may alsoiteata the 2003 Sandoz Collaboration if the Enoxap@odium Injection product or the
market lacks commercial viability, if new laws egulations are passed or court decisions rendeagdtibstantially diminish
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our legal avenues for commercialization of Enoxap&odium Injection, or, in multiple cases, if @t costs exceed mutually agreed upon
limits. If the 2003 Sandoz Collaboration is terntathother than due to our uncured breach or batdyuwe will be granted an exclusive
license under certain intellectual property of Santb develop and commercialize Enoxaparin Sodinjection in the United States. In that
event, we would need to expand our internal cajiglsilor enter into another collaboration, whichilcocause significant delays that could
prevent us from commercializing Enoxaparin Sodimadtion. If Sandoz terminates the 2003 SandozaBoliation due to our uncured breach
or bankruptcy, Sandoz would retain the exclusightrto commercialize Enoxaparin Sodium Injectiothia United States. In that event, we
would no longer have any influence over the comimération strategy of Enoxaparin Sodium Injectinrthe United States. In addition,
Sandoz would retain its rights of first negotiatisith respect to certain of our other productsertain circumstances and its rights of first
refusal outside of the United States and the Ewmopénion.

Accordingly, if Sandoz terminates the 2@hdoz Collaboration, we may decide to disconttheeEnoxaparin Sodium Injection progri
or our revenue may be reduced, any one of whiclddwave a material adverse effect on our business.

2006 Sandoz Collaboration

Either we or Sandoz may terminate the S@ andoz Collaboration Agreement for material uadibreaches or certain events of
bankruptcy or insolvency by the other party. Initidd, either we or Sandoz may terminate some efifoducts, on a product-lpyeduct basit
if clinical trials are required. For some of th@gucts, for any termination of the Second SanddiaBaration Agreement other than a
termination by Sandoz due to our uncured breadfankruptcy, or a termination by us alone due tonied for clinical trials, we will be
granted an exclusive license under certain inteligroperty of Sandoz to develop and commera@atlie particular product. In that event, we
would need to expand our internal capabilitiesrieeinto another collaboration, which could casigmificant delays that could prevent us
from completing the development and commerciakratf such product. For some products, if Sandomitates the Second Sandoz
Collaboration Agreement due to our uncured breadyaakruptcy, or if there is a termination by usred due to the need for clinical trials,
Sandoz would retain the exclusive right to develod commercialize the applicable product. In thané, we would no longer have any
influence over the development or commercializatizategy of such product. In addition, for otheyducts, if Sandoz terminates due to our
uncured breach or bankruptcy, Sandoz retains atagicense certain of our intellectual propertigheut the obligation to make any additional
payments for such licenses. For certain produfctseiSecond Sandoz Collaboration Agreement isitexted other than due to our uncured
breach or bankruptcy, neither party will have atise to the other party's intellectual propertythat event, we would need to expand our
internal capabilities or enter into another collation, which, if we were able to do so, could easignificant delays that could prevent us fi
completing the development and commercializatiosumh product. Any alternative collaboration coallsb be on less favorable terms to us.
Accordingly, if the Second Sandoz Collaboration égment is terminated, our introduction of certaimdpicts may be significantly delayed, or
our revenue may be significantly reduced, eithewloich could have a material adverse effect onbmsiness.

Under our collaboration agreements, wedependent upon Sandoz to successfully continuerntorercialize Enoxaparin Sodium
Injection, and if it is approved , we will be deplemt on Sandoz to successfully commercialize M8%6.do not control Sandoz's
commercialization activities or the resourceslii@tes to our products. Our interests and Sandueiests may differ or conflict from time-to-
time or we may disagree with Sandoz's level ofréffo resource allocation. Sandoz may internallgniize our products differently than we
or it may fail to allocate sufficient resources to
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effectively or optimally commercialize our producifsthese events were to occur, our business woelddversely affected.

The Baxter Agreement is important to our businefswe or Baxter fail to adequately perform under ¢hAgreement, or if we or Baxter
terminate the Agreement, the development and conuiadization of our lead biosimilar, M923, would béelayed or terminated and our
business would be adversely affected.

The Baxter Agreement may be terminated:

. by either party for breach by the other party (imoke or on a product by product or country-by-coybiasis);

. by either party for bankruptcy of the other party;
. by Baxter for its convenience;
. by us in the event Baxter does not exercise ceroi@ly reasonable efforts to commercialize M923he United States or other

specified countries, provided, that we also havtagerights to directly commercialize M923, as oped to terminating the
Baxter Agreement, in event of such a breach by &arr

. by either party in the event there is a conditionstituting force majeure for more than a certainsecutive number of days.

If the Baxter Agreement were terminatedBayter for convenience or if Baxter elects to terate the Baxter Agreement with respect to
M923 in the specified time frame or if we terminttie Baxter Agreement for breach by Baxter, whiteewould have the right to research,
develop, manufacture or commercialize the termohateducts or license a third party to do so, weldmeed to expand our internal
capabilities or enter into another collaboratiohjah, if we were able to do so, could cause sigaift delays that could prevent us from
commercializing our biosimilar candidates. For epdamin February 2015, Baxter terminated in paetBaxter Agreement as it relates
specifically to M834. As a result, continued deystent of M834 may be delayed until we can enter &mother collaboration to develop that
program. Any alternative collaboration could algodm less favorable terms to us. In addition, wg meeed to seek additional financing to
support the research, development and commerdializaf any terminated products or alternativelyway decide to discontinue any
terminated products, which could have a materigeegk effect on our business. If Baxter termingtesBaxter Agreement due to our uncured
breach, Baxter would retain the exclusive rightaaamercialize M923 on a world-wide basis, subjeatdrtain payment obligations to us as
outlined in the Agreement. In addition, dependipgmuthe timing of the termination, we would no lengpave any influence over or input into
the clinical development strategy or/and the conamézation strategy or/and the legal strategy &24.

Under the Baxter Agreement, we are depeangsmn Baxter to successfully conduct clinicallsrior, and if approved, commercialize
M923. We do not control Baxter's administratiorttad clinical trials, commercialization activities the resources it allocates to M923. Our
interests and Baxter's interests may differ or lictrffom time to time, or we may disagree with Bevs level of effort or resource allocation.
Baxter may internally prioritize M923 differentlizan we do or it may not allocate sufficient resesrto effectively or optimally administer
clinical trials for, or commercialize, M923. If the events were to occur, our business would berselyeaffected.

We and our collaborative partners depend on thirdrpies for the manufacture of products. If we encoter difficulties in our supply or
manufacturing arrangements, our business may be srally adversely affected.

We have a limited number of personnel weitberience in, and we do not own facilities fornufacturing products. In addition, we do
have, and do not intend to develop, the ability to
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manufacture material for our clinical trials orcammercial scale. To develop our product candidatesly for regulatory approvals and
commercialize any products, we or our collaboragisetners need to contract for or otherwise arrdagthe necessary manufacturing facilities
and capabilities. In order to generate revenue fitmrsales of Enoxaparin Sodium Injection, suffitiguantities of such product must also be
produced in order to satisfy demand. If these emntmanufacturers are unable to manufacture seffiquantities of product, comply with
regulatory requirements, or breach or terminate thanufacturing arrangements with us, the devekmrand commercialization of the
affected products or drug candidates could be édlayhich could have a material adverse effectwrbasiness. In addition, any change in
these manufacturers could be costly because theneoeral terms of any new arrangement could beflessrable and the expenses relating to
the transfer of necessary technology and processdd be significant.

We have relied upon third parties to pradomaterial for nonclinical and clinical studies andy continue to do so in the future. We cal
be certain that we will be able to obtain and/oim@én long-term supply and supply arrangementhio$e materials on acceptable terms, if at
all. If we are unable to arrange for third-partymagacturing, or to do so on commercially reason&dims, we may not be able to complete
development of our products or market them.

In addition, the FDA and other regulatongheorities require that our products be manufact@ecording to current good manufacturing
practices, or cGMP, regulations and that propecgulares are implemented to assure the quality o$aurcing of raw materials and the
manufacture of our products. Any failure by us, coltaborative partners or our third-party manufiaets to comply with cGMP, and/or our
failure to scale-up our manufacturing processesddead to a delay in, or failure to obtain, redafg approval. In addition, such failure could
be the basis for action by the FDA to withdraw &pats for drug candidates previously granted tang for other regulatory action, including
product recall or seizure, fines, imposition of gig restrictions, total or partial suspensiompafduction or injunctions. To the extent we t
on a third-party manufacturer, the risk of non-ctiemre with cGMPs may be greater and the abilitgffect corrective actions for any such
noncompliance may be compromised or delayed.

If we are unable to establish sales and marketirgpabilities or enter into agreements with third gees to market and sell our produ
candidates, we may be unable to generate produeenee.

We do not have a sales organization and havexperience as a company in the sale, marketidgstribution of pharmaceutical produc
There are risks involved with establishing our aates and marketing capabilities, as well as amgénto arrangements with third parties to
perform these services. For example, developirajes $orce is expensive and time consuming anddadelby any product launch. In addition,
to the extent that we enter into arrangements thitld parties to perform sales, marketing or disttion services, we will have less control @
sales of our products and our future revenue wdaftend heavily on the success of the efforts afethieird parties.

A significant change in the business operations of,a change in senior executive management withiy collaboration partners or thirc
party manufacturers could have a negative impactaur business operation:

Since many of our product candidates aveldped under collaborations with third parties,dwenot have sole decision making authority
with respect to commercialization or developmenthoke product candidates. We have built relatipsséind work collaboratively with our
third party collaborators and manufacturers to emstie success of our development and commerdializafforts. A significant change in the
senior management team, or business operatiosgding, for example, a change in control or intéewporate restructuring, of any of our
collaboration partners or third party manufactusld result in delayed timelines on our produlttsaddition, we may have to re-establish
working relationships and familiarize new countetpavith our products and business. Any such chamaye result in the collaboration partner
or third party manufacturer internally
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re-prioritizing our programs or decreasing resosigéocated to support our programs. Similar changéh respect to any of our other
collaborators may negatively impact our businessaons.

General Company Related Risks

Anti-takeover provisions in our charter documents andder Delaware law could make an acquisition of wghich may be beneficial to our
stockholders, more difficult and may prevent attetsjpy our stockholders to replace or remove our reunt management

Provisions in our certificate of incorpdoat and our by-laws may delay or prevent an actiorsof us or a change in our management. In
addition, these provisions may frustrate or prewayt attempts by our stockholders to replace ookenour current management by making it
more difficult for stockholders to replace membefrour board of directors. Because our board afadors is responsible for appointing the
members of our management team, these provisiarnd ooturn affect any attempt by our stockhold@rseplace current members of our
management team. These provisions include:

. a classified board of directors;
. a prohibition on actions by our stockholders bytteri consent; and
. limitations on the removal of directors.

Moreover, because we are incorporated iagEre, we are governed by the provisions of Se@@B of the Delaware General
Corporation Law, which prohibits a person who ownsexcess of 15% of our outstanding voting stockrfrmerging or combining with us fol
period of three years after the date of the traimam which the person acquired in excess of %ur outstanding voting stock, unless the
merger or combination is approved in a prescribadmar. Finally, these provisions establish advamtiee requirements for nominations for
election to our board of directors or for proposinatters that can be acted upon at stockholderimgsefThese provisions would apply even if
the offer may be considered beneficial by somekstoiclers.

Our stock price may be volatile, and purchasersoof common stock could incur substantial losses.

The stock market in general and the markiees for securities of biotechnology companieparticular have experienced extreme
volatility that often has been unrelated or disprtipnate to the operating performance of thesepaones. The trading price of our common
stock has been, and is likely to continue to bégtile. Furthermore, our stock price could be sabje wide fluctuations in response to a var
of factors, including the following:

. failure to obtain FDA approval for the M356 2@fmL ANDA or other announcements that indicatectkayin the approval of
the M356 20 mg/mL ANDA;

. delays in achievement of, or failure to achievegpam milestones that are associated with the tiatuaf our company or
significant milestone revenue;

. failure of Enoxaparin Sodium Injection to sustainffiable sales or market share that meet expecisbf securities analysts;

. other adverse FDA decisions relating to our Enoxag@odium Injection product or M356 program, irdilug an FDA decision
to require additional data, including requiringndial trials, as a condition to M356 20 mg/mL ANRfproval;

. litigation involving our company or our genenatlustry or both, including litigation pertaining the launch of our, our
collaborative partners' or our competitors' product
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. a decision in favor of or against Teva or Amphaatet Actavis in our patent litigation suits, oredtement related to any case;
. announcements by other companies regarding thesstitheir ANDAS for generic versions of Lovenax@opaxone;

. FDA approval of other companies' ANDAs for genesécsions of Lovenox or Copaxone;

. marketing and/or launch of other companies' genaisions of Lovenox or Copaxone;

. adverse FDA decisions regarding the developmeniiregents for one of our biosimilar developmentdidates or failure of

our other product applications to meet the requénets for regulatory review and/or approval;
. results or delays in our or our competitorsiichl trials or regulatory filings;

. enactment of legislation that repeals the laacéing the biosimilar regulatory approval pathwaymends the law in a manner
that is adverse to our biosimilar development sgat

. failure to demonstrate therapeutic equivalencesitsidarity or interchangeability with respect tordachnology-enabled generic
product candidates or biosimilars;

. demonstration of or failure to demonstrate thfety and efficacy for our novel product candidates

. our inability to manufacture any products in faymance with cGMP or in sufficient quantities teet the requirements for the
commercial launch of the product or to meet madeshand;

. failure of any of our product candidates, if apmdyto achieve commercial success;

. the discovery of unexpected or increased incidémpatients' adverse reactions to the use of aaotymts or product candidates
or indications of other safety concerns;

. developments or disputes concerning our patentsher proprietary rights;

. changes in estimates of our financial results comemendations by securities analysts;

. termination of any of our product developmend aommercialization collaborations;

. significant acquisitions, strategic partnershjpst ventures or capital commitments by us ar @ampetitors;
. investors' general perception of our company aducts, the economy and general market comditio

. rapid or disorderly sales of stock by holdersighificant amounts of our stock; or

. significant fluctuations in the price of secig® generally or biotech company securities spzadlfj.

If any of these factors causes an advdfseten our business, results of operations arfaoial condition, the price of our common stock
could fall and investors may not be able to salrthommon stock at or above their respective mselprices.

We could be subject to class action litigation destock price volatility, which, if it occurs, witlistract our management and could result
substantial costs or large judgments against

The stock market in general has recenthegrnced extreme price and volume fluctuationgddition, the market prices of securities of
companies in the biotechnology industry have be@remely volatile and have experienced fluctuatitha have often been unrelated or
disproportionate to the operating performance es¢hcompanies. These fluctuations could adver§elytahe market
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price of our common stock. In the past, securitlass action litigation has often been broughtregaiompanies following periods of volatility
in the market prices of their securities. We mayHgetarget of similar litigation in the future. @eities litigation could result in substantial
costs and divert our management's attention amdiress, which could cause serious harm to our basjroperating results and financial
condition.

Item 1B. UNRESOLVED STAFF COMMENTS
None.
Item 2. PROPERTIES

As of February 5, 2015, pursuant to oullesage agreements, we lease a total of approxima83y600 square feet of office and laborator
space in Cambridge, Massachusetts:

Approximate Lease

Square Expiration
Property Location Footage Use Date
675 West Kendall Stre:
Cambridge, Massachusetts 02: 78,50( Laboratory and Offict 04/30/201:
320 Bent Stree
Cambridge, Massachusetts 02: 105,00( Laboratory and Offict 08/31/201
183,50(

Item 3. LEGAL PROCEEDINGS
M356

On August 28, 2008, Teva and related estitor Teva, and Yeda Research and Developmenttda.pr Yeda, filed suit against us and
Sandoz in the United States Federal District Ciouttie Southern District of New York in responsétte filing by Sandoz of the ANDA with a
Paragraph IV certification for a 20 mg/mL formutatiof M356. The suit alleged infringement relatedaur of the seven Orange Book-listed
patents for Copaxone and sought declaratory anddtiye relief that would prohibit the launch ofrqaroduct until the last to expire of these
patents. The Orange Book is a publication of thé REiat identifies drug products approved on thasaksafety and effectiveness by the F
under the Federal Food, Drug, and Cosmetic Actiaelddes patents that are purported by the drudicgtipn owner to protect each drug. If
there is a patent listed for the branded drug éQ@hange Book at the time of submission of an AND®at any time before an ANDA is
approved, a generic manufacturer's ANDA must inelade of four types of patent certifications wiéspect to each listed patent. We and
Sandoz asserted various defenses and filed colaitascfor declaratory judgments to have all sevethe Orange Book patents, as well as twc
additional patents in the same patent family adjatdid in that lawsuit. Another company, Mylan Ire.Mylan, also has an ANDA for generic
Copaxone under FDA review. In October 2009, Tevadduylan for patent infringement related to the ri@y@ Book-listed patents for
Copaxone, and in October 2010, the Court cons@ititite Mylan case with the case against us ando2aAdrial on the issue of inequitable
conduct occurred in July 2011 and the trial onrthreaining issues occurred in September 2011 icdheolidated case. In June 2012, the C
issued its opinion and found all of the claimshia patents to be valid, enforceable and infringgeduly 2012, the Court issued a final order
permanent injunction prohibiting Sandoz and Myleomf infringing all of the patents in the suit. iy 2012, we appealed the decision to the
CAFC, and in July 2013, the CAFC issued a writtpmion invalidating several of the nine patents]uing one non Orange Book-listed
patent which is set to expire in September 2018. dther patents expired on May 24, 2014. The CAdr@anded the case to the District Court
to modify the injunction in light of the CAFC deima. In September 2013,
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Teva filed a petition for rehearing of the CAFC idéan, and in October 2013 the CAFC denied thetipeti Teva filed a petition for review by
the Supreme Court of the United States in Janu@ty 2and in March 2014 the Supreme Court granteicari in the case in order to review
the appropriate standard for deference to distdatt findings in claim construction. Briefing wasmpleted in September 2014, and oral
argument was held in October 2014. On January @05, 2he Supreme Court vacated the 2013 decisitimedEAFC and remanded the case to
the CAFC for additional findings to determine thadidity of the relevant patent claims that had pvasly been determined to be invalid. In
February 2015, the CAFC ordered the parties tdofilefs by March 2, 2015. During the pendency & titigation any launch of M356 would
be a launch at risk of infringement.

Since 2008, Teva has filed seven CitizetitiBies with FDA requesting that FDA deny the apmloof any ANDA filed for generic
Copaxone. The FDA has denied six of the CitizeiitiBes filed by Teva and one was withdrawn by TeMava filed suit against the FDA in 1
United States District Court for the District of [Bmbia in May 2014, seeking a court order grantmgrelief sought in the Citizen Petitions.
We and Sandoz intervened in the suit, and follovéirigearing on a motion for the preliminary injunatithe Court dismissed the case for lack
of jurisdiction prior to approval of the ANDA. Wenticipate Teva will continue to engage in actistibat seek to challenge the approval of ou
M356 ANDA.

On September 10, 2014, Teva Pharmaceutimdistries Ltd. and related entities, or Teva, #¥rda Research and Development Co., Ltd.
or Yeda, filed suit against us and Sandoz in thgedrStates Federal District Court in the DistaEDelaware in response to the filing by
Sandoz of the ANDA with a Paragraph IV certificatior a 40 mg/mL formulation of M356. The suit @és infringement related to two
Orange Book-listed patents for 40 mg/mL Copaxoaeheexpiring in 2030, and seeks declaratory anahitjve relief prohibiting the launch of
our product until the last to expire of these ptteWe and Sandoz have asserted various defenddegincounterclaims for declaratory
judgments of nc-infringement, invalidity and unenforceability obth patents.

Enoxaparin Sodium Injection

On September 21, 2011, we and Sandoz sagghAstar, Actavis, and International Medical Systelnd. (a wholly owned subsidiary of
Amphastar) in the United States District Courttfog District of Massachusetts for infringementwbtof our patents. Also in September, 2C
we filed a request for a temporary restraining oedel preliminary injunction to prevent Amphastacfavis and International Medical
Systems, Ltd. from selling their enoxaparin prodadhe United States. In October 2011, the DistCiourt granted our motion for a
preliminary injunction and entered an order enjminAmphastar, Actavis and International Medicalt8yss, Ltd. from advertising, offering f
sale or selling their enoxaparin product in thetehiStates until the conclusion of a trial on thexite and required us and Sandoz to post a
security bond of $100 million in connection wittetlitigation. Amphastar, Actavis and Internation&dical Systems, Ltd. appealed the
decision to the CAFC, and in January 2012, the CAf&ged the preliminary injunction. In August 20ftg CAFC issued a written opinion
vacating the preliminary injunction and remandihg tase to the District Court. In September 20¥filwd a petition with the CAFC for
rehearing by the full cougn banc which was denied. In February 2013, we filed titipe for a writ of certiorari for review of the AFC
decision by the United States Supreme Court addrie 2013 the Supreme Court denied the petition.

In January 2013, Amphastar and Actavisifdemotion for summary judgment in the District @dollowing the decision from the CAFC
and in July 2013, the District Court granted thdiorofor summary judgment. We have filed a noti€ajpeal of that decision to the CAFC. In
February 2014, Amphastar filed a motion to the CA&Csummary affirmance of the District Court rginVe opposed this motion and the
CAFC denied the motion in May 2014. The CAFC sbtiafing schedule which ended in November 2014.e&fgect the CAFC to hold a
hearing on our appeal during the first half of 20d4ad we expect a decision in 2015.
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In the event that we are not successfahiynappeal, and Amphastar and Actavis are ableotwephey suffered damages as a result of the
preliminary injunction, we could be liable for dages for up to $35 million of the security bond. Amagtar has filed motions to increase the
amount of the security bond, which we and Sandee lbbpposed. Litigation involves many risks and utzisties, and there is no assurance
that we or Sandoz will prevail in this patent esament suit.

Item 4. MINE SAFETY DISCLOSURES
Not applicable.
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PART Il

tem 5. MARKET FOR REGISTRANT'S COMMON EQUITY, R ELATED STOCKHOLDER MATTERS AND ISSUER
PURCHASES OF EQUITY SECURITIES

Market Information

Our common stock is traded publicly on MESDAQ Global Market under the symbol "MNTA." Thellbwing table sets forth the high
and low sale prices of our common stock for thégasrindicated, as reported on the NASDAQ Globatkét

Quarter ended High Low

March 31, 201 $ 14.3¢ $ 11.8¢
June 30, 201 15.2¢ 11.22
September 30, 201 18.0¢ 13.7¢
December 31, 201 18.22 14.2¢
March 31, 201 $ 19.9C $ 11.2¢
June 30, 201 13.91 9.8t
September 30, 201 12.5¢ 10.4(C
December 31, 201 13.1( 9.3¢

Holders
On February 24, 2015, the approximate nurabbolders of record of our common stock was 37.

Dividends

We have never declared or paid any casdetids on our common stock. We anticipate thahénforeseeable future, we will continue to
retain any earnings for use in the operation oftauginess and will not pay any cash dividends.

Equity Compensation Plan Informatiol
Information relating to compensation plansler which our equity securities are authorizedssuance is set forth in Item 12 below.
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Stock Performance Grapl

The comparative stock performance grapbvbelbompares the cumulative total stockholder refassuming reinvestment of dividends, if
any) from investing $100 on December 31, 2009 thhoDecember 31, 2014, in each of (i) our commonkstfi) The NASDAQ Composite
Index and (iii) The NASDAQ Biotechnology Index (d&glization weighted).

COMPARISON OF 5 YEAR CUMULATIVE TOTAL RETURN*
Among Momenta Pharmaceuticals, Inc., the NASDAQ @osite Index,
and the NASDAQ Biotechnology Index

5350
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SD 1 1 1 1 ]
12/09 1210 12M 12112 1213 1214

—&— Momenta Pharmaceuticals, Inc. --=~- NASDAQ Composite ---&-- NASDAQ Biotechnology

*$100 invested on 12/31/09 in stock or index, idahg reinvestment of dividends.
Fiscal year ending December 31.

12/09 12/10 12/11 12/12 12/13 12/14

Momenta Pharmaceuticals, Inc. 100.0( 118.8: 138.0: 93.57 140.3: 95.5¢
NASDAQ Composite 100.0( 117.6: 118.7( 139.0( 196.8: 223.7¢
NASDAQ Biotechnology 100.0( 106.7: 122.4( 166.7: 286.5¢ 379.7:

The information included under the headi®tpck Performance Graph" in Item 5 of this AnnRabort on Form 10-K is "furnished" and
not "filed" and shall not be deemed to be "solgjtmaterial” or subject to Regulation 14A, shall be deemed "filed" for purposes of
Section 18 of the Exchange Act, or otherwise suligethe liabilities of that section, nor shalb# deemed incorporated by reference in any
filing under the Securities Act of 1933, as amendedhe Exchange Act.
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Item 6. SELECTED CONSOLIDATED FINANCIAL DATA

The selected consolidated financial datdosth below with respect to our statements of poghensive loss data for the years ended
December 31, 2014, 2013 and 2012 and the balaeet dhta as of December 31, 2014 and 2013 areeddriom our audited financial
statements included in this Annual Report on Fo@rK1 The statements of comprehensive income datdnéoyears ended December 31, 201
and 2010 and the balance sheet data as of Dec&hb2012, 2011 and 2010 are derived from our additencial statements, which are not
included herein. Historical results are not necelgsadicative of future results. See the noteshte consolidated financial statements for an
explanation of the method used to determine thelbeurof shares used in computing basic and dilugtdloss) income per share. The selectec
consolidated financial data set forth below shdaddead in conjunction with and is qualified inetgtirety by our audited consolidated finan
statements and related notes thereto found uretar8t"Financial Statements and Supplementary Daad Item 7 'Management's
Discussion and Analysis of Financial Condition delsults of Operatior" included in this Annual Report on Form 10-K.

Momenta Pharmaceuticals, Inc.
Selected Financial Data

2014 2013 2012 2011 2010
(in thousands, except per share information

Statements of Comprehensiv:
(Loss) Income Data:
Collaboration revenue

Product revenu $ 19,96! $ 16,70: $ 54,77 $ 270,47 $ 96,62
Research and development
revenue 32,28 18,76« 9,14¢ 12,59¢ 20,14°

Total collaboration revent 52,25( 35,46¢ 63,92: 283,06¢ 116,77:
Operating expense

Research and developm 106,48: 103,99¢ 80,34¢ 64,657 51,71:

General and administratiy 45,16¢ 41,057 43,68: 38,71( 28,59¢
Total operating expens 151,64¢ 145,05¢ 124,02° 103,36° 80,30:
Operating (loss) incorr (99,39¢  (109,59) (60,106  179,70: 36,46¢
Interest incom 54¢ 95C 1,23¢ 74€ 17¢€
Interest expens — — — (91) (329
Other income 24¢ 23¢ 22C — 97¢
Net (loss) incom $ (98,600 $ (108,40 $ (58,64¢) $ 180,35¢ $ 37,29(
Net (loss) income per shal
Basic $ (19) 3% (2158 (110 $ 3.6z $ 0.84
Diluted $ (9) 3 (219 $ (116 $ 3.5t $ 0.81
Shares used in calculating net (lc

income per shar
Basic 51,66/ 50,90" 50,41: 49,85 44,62¢
Diluted 51,66/ 50,90" 50,41: 50,82 45,94
Comprehensive (loss) incor $ (98,64) $ (108,49 $ (58,45¢) $ 180,29. $ 37,28
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Balance Sheet Data
Cash and cash equivalel
Marketable securitie
Working capital

Total asset

Deferred revenu

Other liabilities

Total liabilities
Accumulated defici
Total stockholders' equit

As of December 31

2014

2013

2012

2011

2010

$  61,34¢
130,18
181,54
256,21
30,99¢
18,85(
49,84
(369,05¢)
206,36t

$

29,76¢ $
215,91
243,64
316,81
27,71¢
19,26:
46,97¢
(270,459
269,83

63

52,99(
287,611
339,00t
406,62

31,69t

14,44;

46,14:

(162,05))

360,48°

49,24
299,19:
383,39
420,90

3,76¢
14,06°
17,83

(103,40))

403,07

$ 100,68:
52,07¢
196,65
227,56!
5,91¢
15,55
21,46¢
(283,75
206,10:
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ltem 7. MANAGEMENT'S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS

The following discussion of our financial conditiand results of operations should be read in codiiom with our consolidated financial
statements and the notes to those financial statenagpearing elsewhere in this Annual Report omF20-K. This discussion contains
forward-looking statements that involve significant risk&l uncertainties. As a result of many importastdes, such as those set forth under
"Risk Factors" in Item 1A of this Annual Reportlearm 10-K, our actual results may differ materiafigm those anticipated in these forward-
looking statements.

Business Overview
Introduction

We are a biotechnology company focusedaweldping generic versions of complex drugs, bidsirs and novel therapeutics for
oncology and autoimmune disease. Our approachutpdiscovery and development is built around a dergystems analysis platform that
we use to obtain a detailed understanding of coxgiemical and biologic systems, design producticites, evaluate the biological function
of products and product candidates, and devel@gbiteland scalable manufacturing processes. Theatgective of our platform is to resolve
the complexity of molecular structures and reldtiedogic systems. We believe our complex systenadyais platform gives us a competitive
advantage in developing complex generics, biosimnidad novel therapeutics. In selecting our curdenelopment programs and in the
evaluation of any potentially new programs, we lémkthose opportunities where we believe we cast leverage our platform to realize a
competitive advantage to bring new medicines téeptt and create value for our stockholders.

To date, we have devoted substantiallpfadiur capital resource expenditures to the reseand development of our product candidates.
Although we were profitable in fiscal years 201@ &011, since that time we have been incurringatpes losses and we expect to incur
annual operating losses over the next several ysane advance our drug development portfolio. fABezember 31, 2014, we had an
accumulated deficit of $369 million. We will neealdenerate significant revenue to return to prbfiitgy. We expect that our return to
profitability, if at all, will most likely come frm the commercialization of the products in our ddegelopment portfolio.
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A summary of our programs in each of owdpict areas is set forth below.

Marketed

Programs

Tl I —_ ANDA/BLA/NDA
Development Clinical Filed

Encxaparin Sodium

Injection (Generic ﬁ

Lowvengx®)®

M356 (Generic 20
mg/ml Copaxone®)*
M356 (Generic 40
mgimL Copaxone®)*
Ma23 (Biosimilar
HLUBIRA)*

Complex
Generics'

MB34 (Biosimilar
OREMCIAY)

Other Biosimilar
Candidates

HecuparIn - panclautc
cancer ’
Hyper-sialylated [Vig ﬁ

Movel :hsl'u'Tg]-

Therapeutics Selective

Immunomaodulator of Fo g

Receptors (SIF3)

Anti-FeRin Antibody g

1 Clinical safety/efficacy trials have not been regei for these complex generic drug applications

Biosimilars

*In collaboration with Sandoz

**|n collaboration with Baxter
Complex Generics
Enoxaparin Sodium Injectior

Excluding contractual adjustments underamlilaboration agreement, our royalties on Enoxap@odium Injection decreased from
$20.5 million in 2013 to $20.0 million in 2014, &andoz net sales of $213 million and $197 milli@spectively, for those years. For
comparison, Sanofi reported $248 million (€187 imil) and $173 million (€130 million) in U.S. salekLovenox in 2013 and 2014,
respectively. In addition to Sanofi's branded gienerhich was launched in October 2011, and theegemproduct by Actavis and Amphastar,
which was launched in January 2012, Teva annouthadt launched a generic version of enoxapardiw injection in February 2015. We
expect continued downward price pressure and deedeaarket share in the United States for our Hperxa Sodium Injection as additional
generics enter the market.

M356
Once-daily 20 mg/mL

The ANDA for our once-daily 20 mg/mL fornatilon of M356, which we submitted in December 20@ftinues to be under active
review by the FDA. We remain optimistic that welwdceive FDA approval in the near future, and we &andoz are prepared for a
commercial launch of the product in 2015, pendipgraval.

The lawsuit filed against us by Teva andl&r ®esearch and Development Co., Ltd, or Yedaspanse to the filing of the ANDA with a
Paragraph IV certification for the 20 mg/mL formtida of M356 is on-going. The one patent subjedhtsuit that has not expired is set to
expire in September 2015. We expect a final degia®early as the end of 2015. A description optteeeedings is set
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forth under Part I, Item 3_egal Proceedings' Prior to the earlier of (i) the final resolutiar the lawsuit or (i) September 2015, any laun€h
our generic version of once-daily 20 mg/mL Copaxdhapproved, would be at risk of infringing Tevg@atent and, if Teva is ultimately
successful, we and Sandoz could be liable for Bagmit damages. Under our collaboration agreen&amdoz has the right to decide whether
and when to launch at risk and is evaluating thermt@l to launch prior to final resolution of tlevsuit. If Sandoz chooses to launch at risk,
until the earlier of resolution of the patent lgtgpn or September 2015, we expect to segregateestrict cash flow we may receive from
Sandoz related to our share of contractual profitSandoz's sales of M356 for payment of potedaatages. If we and Sandoz become liable
for damages due to an at-risk launch we are redjtiirgpay our contractual portion of the damage arhtmSandoz by deductions of up to 50%
of our post-decision M356 revenue, on a quartealyid) until we have paid our share of the damages.

Teva received marketing approval of ite#htimesweekly 40 mg/mL formulation of Copaxone in Janu2@t4 and has reported that o
60% of patients previously using its once-dailyi2/mL formulation have converted to its three-timesekly formulation. As a result, the
market potential of our once-daily 20 mg/mL forntida of M356 has decreased, and may decrease fuathedditional patients are converted
from once-daily Copaxone to three-times-weekly Cope.

Three-times-weekly 40 mg/mL

In August 2014, an ANDA with a Paragraphc@ftification for our generic version of three-isaweekly 40 mg/mL Copaxone was filed
with the FDA. If we are successful in our challemd¢he patents related to 40 mg/mL Copaxone, asdraing customary patent litigation
timelines, we believe our three-times-weekly 40migformulation of M356 could be approved, followiegpiration of any 30-month stay, if
applicable, as early as the first quarter of 2017.

Biosimilars
M923

We and Baxter are pursuing a global regwjesgtrategy for M923. In December 2014, a clinical application, or CTA, to initiate a
pharmacokinetic clinical trial for M923 was acceaptey the UK Medicines and Healthcare Products Regny Agency. Acceptance of the
CTA met two milestones under the Baxter collaboratresulting in payment to us of an aggregatel@ G million in milestone payments. The
trial commenced in the first quarter of 2015. Baxseplanning to submit the first regulatory apption for marketing approval for M923 as
early as 2017.

M834

M834 was previously being developed andmentialized in collaboration with Baxter. In Febny@015, Baxter terminated in part our
collaboration as it relates specifically to M834ioPto termination, in October 2014, we achievaaterdefined "minimum development
criteria" milestone under the Baxter collaboratimsulting in us receiving a license payment 00$iillion. Following Baxter's termination,
we retain all worldwide development and commerzéalon rights for M834. We plan to continue to depeM834 with a goal of being able to
enter clinical development in 2016 and are curyedtntifying and pursuing potential opportunittespartner the program.

Other Biosimilar Candidates

In addition to M923 and M834, we are alsgeisting in several other, earlier stage biosinplagrams that we believe will allow us to
broaden our biosimilar product portfolio and tedogy base. We seek to identify and collaborate withtegic partners who can bring best-in-
class, global commercial capabilities and can Belure high quality, low cost manufacturing andridistion. We
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seek to leverage our capabilities and expertisglt@nce programs to a stage where we can deriimmalgtockholder value from each of our
collaborations.

In February 2015, Baxter's right to includese additional programs under our collaboraéigpired without being exercised.
Novel Therapeutics
Necuparanib

In October 2014, we successfully complétad A and reported positive top-line data from Bhase 1/2 clinical trial in patients with
advanced metastatic pancreatic cancer, which wiatid in 2012. We determined a maximum toleratesbdf 5 mg/kg. We believe the safety
data and early signals of efficacy from Part Aagy encouraging. We believe the 5 mg/kg dose epotential to provide significantly
higher levels of activity against multiple cancamgets than traditional anticoagulant heparins lzageved. At this dose level, no significant
additional toxicity to what would be expected wiitie underlying Abraxane / gemcitabine combinati@swbserved. Additionally, as the
necuparanib dose was increased across cohortgsegdoportional trends in adverse events wererobdeWe believe these results suggest
the possibility of combining necuparanib with maotler chemotherapy and targeted therapy standamds@in a variety of other tumor types.
We plan to present more mature data from Part ®id+2015.

In October 2014, we initiated Part B, oaBh 2, of the Phase 1/2 trial. We expect data Rbase 2 to be available as early as the end of
2016.

In June 2014, necuparanib received Orphaig Designation from the U.S. FDA for the treatmefpancreatic cancer. In December 2!
we received Fast-Track designation by the FDA fruparanib as a first-line treatment in combinatidth Abraxane® and gemcitabine in
patients with metastatic pancreatic cancer.

Other Novel Therapeutic Programs

We are continuing to advance our SIF3 antl-AcRn programs with a goal of entering both paogs into clinical development in late
2016. We are currently identifying and pursuinggpial opportunities to partner the further develept and commercialization of our hsiVig
program.

We believe these early stage programs doame the potential to produce product candidadealale of treating a large number of
immunological disorders driven by antibodies, imm@womplexes, and Fc receptor biology. Such disentetude rheumatoid arthritis,
autoimmune neurologic diseases such as GuillaineBamdrome, chronic inflammatory demyelinatingnogathy and myasthenia gravis,
autoimmune blood disorders such as immune throntbpeyic purpura, systemic autoimmune diseasesasdermatomyositis, lupus
nephritis, and catastrophic antiphospholipid syntrpantibody-mediated transplant rejection, andiauhune blistering diseases, several of
which have few treatment options.

At-the-Market Facility

In order to preserve our ability to invasbur development pipeline and for other geneoaparate purposes, in May 2014, we establishe
an At-the-Market financing facility, or ATM, pursmogato which we are authorized to sell up to $75iamilof our common stock. Through
December 31, 2014, we sold approximately 1.7 nmilBbares of common stock under the ATM, raisingoneteeds of approximately
$18.3 million. From January 1, 2015 through Feby 24, 2015, we sold an additional 1.4 million sisas&écommon stock under the ATM,
raising net proceeds of approximately $18.5 million
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Results of Operations
Comparison of Years Ended December 31, 2014, 2018052012
Collaboration Revenue

Collaboration revenue includes product nexeand research and development revenue earned aundcollaborative arrangements.
Product revenue consists of profit share and/caltis earned from Sandoz on sales of Enoxapauiu8olnjection following its commercial
launch in July 2010. A portion of Enoxaparin Sodilmection development expenses and certain legaeses, which in the aggregate have
exceeded a specified amount, are offset againfit-ph@ring amounts, royalties and milestone paymerhe contractual share of these
development and other expenses is subject to amholaw-back adjustment at the end of each proglemt, and ends with the product year
ending June 2015.

For the year ended December 31, 2014, weeda19.9 million in product revenue, which cotssif $20.0 million in royalties on
Sandoz's reported net sales of Enoxaparin Sodijgntion of $197 million, offset by $2.2 million @iur contractual share of development and
other expenses for the product year ending Jun2®@, and increased by $2.1 million to reflechdjustment to royalties earned in the
product year ended June 30, 2012. For the yeadebdeember 31, 2013, we earned $16.7 million irdpeb revenue, which consists of
$20.5 million in royalties on Sandoz's reportedsadés of Enoxaparin Sodium Injection of $213 miilli offset by $3.8 million of our
contractual share of development and other expdoséise product year ending June 30, 2013. Foyéae ended December 31, 2012, we
earned $54.8 million in part on a profit share angart on a royalty on Sandoz's net sales of Epacia Sodium Injection of $451 million. The
increase in our product revenue of $3.2 million18%6, from the 2013 period to the 2014 period is thuthe adjustment to royalties earned as
well as a lower annual claw-back adjustment in 20h& decrease in our product revenue of $38.1amjlbr 70%, and the decrease in
Sandoz's net sales of $238 million, or 53%, from20812 period to the 2013 period are both due toedsed unit sales due to lower market
share, and lower prices in response to competitoing reductions on enoxaparin.

There are a number of factors that makidfitult for us to predict the magnitude of futuEmoxaparin Sodium Injection product revenue,
including the impact of generic competition on Sazig market share; the pricing of products thatete with Enoxaparin Sodium Injection
and other actions taken by our competitors; thentory levels of Enoxaparin Sodium Injection maimta by wholesalers, distributors and
other customers; the frequency ofarelers by existing customers and the change imasts for product reserves. Accordingly, our Enaxary
Sodium Injection product revenue in previous quarteay not be indicative of future Enoxaparin Sadinjection product revenue.

Research and Development Revenue
Research and development revenue genellsists of amounts earned by us:

. under the 2003 Sandoz Collaboration and 2006 Sa@dtaboration for reimbursement of research ancligment services
and reimbursement of development costs (all pefwesented);

. under the 2006 Sandoz Collaboration for amaitineof the equity premium (all periods presented);

. under the Baxter Agreement for reimbursememeséarch and development services (beginning isg¢bend half of 2013) and
reimbursement of development costs (beginningérsécond quarter of 2013);
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. under the Baxter Agreement for amortization of jporof $33 million upfront payment that was allehto M923 and M834 (:
periods presented); and

. under the Baxter Agreement for license paymentsectthical development milestones (2014 only).

Research and development revenue for 2@B4882.3 million, compared with $18.8 million fd#13 and $9.1 million for 2012. The
increase in research and development revenue dd $diBion, or 72%, from the 2013 period to the 2Qderiod is primarily due to the
$12.0 million in M923 technical development milests earned under the Baxter Agreement and recabageevenue in the fourth quarter of
2014. The increase in research and developmentuevef $9.7 million, or 107%, from the 2012 pertodhe 2013 period is due to an increase
in reimbursable M923 expenses incurred in connegtith the Baxter Agreement.

We expect collaborative research and deweémt revenue earned by us related to expenseueserhent from Baxter and Sandoz will
fluctuate from quarter to quarter in 2015 dependingur research and development activities.

Research and Development Expense

Research and development expenses cofsissis incurred to conduct research, such asititevery and development of our product
candidates. We recognize all research and develuprosts as they are incurred. We track the exteesaarch and development costs inct
for each of our product candidates. Our exterrsgaech and development expenses consist primdrily o

. expenses incurred under agreements with consultaimparty contract research organizations, or CROsjrarebstigative site
where all of our non-clinical studies and clinitgls are conducted,;

. costs of acquiring originator comparator materéand manufacturing non-clinical study and clihic@l supplies and other
materials from contract manufacturing organizatjamsCMOs, and related costs associated with relaad stability testing; and

. costs associated with process development actvitie

Internal research and development costasseciated with activities performed by our reste@nd development organization and consis
primarily of:

. personnel-related expenses, which include ssabienefits and share-based compensation; and

. facilities and other allocated expenses, whidiide direct and allocated expenses for rent amidtenance of facilities,
depreciation and amortization of leasehold improsets and equipment and laboratory and other sigplie

Due to the variability in the length of Bnmecessary to develop a product, the uncertairgiated to the estimated cost of the projects an
ultimate ability to obtain governmental approval fommercialization, accurate and meaningful edsaf the ultimate cost to bring our
product candidates to market are not available.

Research and development expense for 2654p406.5 million, compared with $104.0 million2@13 and $80.3 million in 2012. The
increase of $2.5 million, or 2%, from the 2013 pdrio the 2014 period resulted from increases 2 #illion in rent and facility-related costs
due to additional subleased laboratory and offpzece; $2.5 million in costs incurred to advancermwel therapeutics research program;
$2.1 million in salary, salary-related and stocknpensation associated with our annual merit satengase and grants of stock options and
stock awards; $1.9 million in necuparanib clinicasts incurred to complete the Part A dose esoalabmponent of the Phase 1/2 trial as well
as start-up and patient enrollment costs incumedhase 2 of the trial; $1.0 million in laboratory
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supplies to support our product candidates; and $@lion in depreciation expense due to higheestments in capital equipment in 2012 anc
2013. These increases were partially offset byesesers of: $5.8 million primarily related to lowkirtl-party process development and contrac
research costs incurred for M923; $1.8 million amsulting fees related to our biosimilars busired#vities; and $0.3 million in travel-related
expenses to support our portfolio.

The increase of $23.7 million, or 30%, frtme 2012 period to the 2013 period primarily resiifrom increases of: $14.7 million in
process development and third-party contract rekezosts, of which approximately $13.0 million tethto M923; $5.0 million in personnel
and related costs associated with our headcounttiym support our programs; $1.4 million in fatsilrelated costs due to additional sublease
laboratory and office space; $1.3 million in prafiesal fees primarily related to consulting feesupport our programs; and $0.5 million in
depreciation expense due to higher investmentapital equipment in 2012 and 2013.

The lengthy process of securing FDA applréafagenerics and new drugs requires the experalifisubstantial resources. Any failure by
us to obtain, or any delay in obtaining, regulatapprovals would materially adversely affect owdurct development efforts and our business
overall. Accordingly, we cannot currently estimati¢h any degree of certainty the amount of timenaney that we will be required to expend
in the future on our product candidates prior ®irthegulatory approval, if such approval is evemged. As a result of these uncertainties
surrounding the timing and outcome of any approuaésare currently unable to estimate when, if ewer product candidates will generate
revenues and cash flows.

The following table sets forth the primagmponents of our research and development extexpainditures, including the amortizatior
our intangible asset, for each of our principalalegment programs for the years ended Decembe&t(3¥, 2013 and 2012. The figures in the
table include project expenditures incurred by s @eimbursed by our collaborators, but excludggatexpenditures incurred by our
collaborators. Although we track and accumulatsqenel effort by percentage of time spent on oagams, a significant portion of our
internal research and development costs, incluslitgries and benefits, share-based compensatwilitjéa, depreciation and laboratory
supplies are not directly charged to programs. &fleee, our methods for accounting for internal aesk and development costs preclude us
from reporting these costs on a project-by-prdpastis. Certain prior period amounts have beenssifiad to conform to the current period
presentation.

Project
Phase of Year Ended December 31 Inception to
Development as of December 31,
December 31, 2014 2014 2013 2012 2014

(in thousands)
External Costs Incurred by
Product Candidate
M356—Generic
Copaxon® Candidate ~ ANDAs filed $ 92C $ 252t $ 388C $ 48,00
Necuparanib—Oncology

Product Candidat Phase : 6,73¢ 3,93( 5,05: 25,07+
Various—see
Biosimilars note below 19,58: 24,50: 7,44( 55,52¢
Other novel therapeutic
programs Discovery 5,21% 3,29¢ 1,31¢
Internal Cost: 74,02% 69,74 62,65¢
Total Research and
Development Expenst $ 106,48: $ 103,99¢ $ 80,34:
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Biosimilars includes M923, a biosimilar sien of HUMIRA® (adalimumab), M834, a biosimilarrégon of ORENCIA® (abatacept), as
well as other biosimilar candidates. A pharmacdiiindinical trial for M923 commenced in the firgtiarter of 2015. M834 is in the non-
clinical phase of development, and the other bidaincandidates are in discovery and process dpustat.

The decrease of $1.6 million in M356 exémxpenditures from the 2013 period to the 20Iibdevas due to lower process developr
activities, manufacturing and third-party costsr @ecuparanib external expenditures increased I8/fllion from the 2013 period to the
2014 period as we completed Part A of the Phas#ialzand entered Phase 2 of the trial duringftheth quarter of 2014. The decrease of
$4.9 million in biosimilars external expendituresrh the 2013 period to the 2014 period was dueuet third-party process development and
contract research costs incurred for our biosimilardevelopment. The increase of $1.9 milliontimeo novel therapeutics program external
expenditures from the 2013 period to the 2014 plerias primarily due to increased expenditures ppstt development of product candida

The decrease of $1.4 million in M356 ext&mxpenditures from the 2012 period to the 20I®devas primarily due to timing of proce
development activities, manufacturing and thirdepagsearch costs. Our necuparanib external expeadidecreased by $1.1 million from the
2012 period to the 2013 period as we incurred-siaitosts for our Phase 1/2 trial in the 2012 mkriche increase of $17.1 million in
biosimilars external expenditures from the 2012qukto the 2013 period was due to the process dpuetnt and third-party contract research
costs to advance our biosimilars in developmené ifhrease of $2.0 million in other novel therapeuprogram external expenditures from
2012 period to the 2013 period was primarily dugeearch collaborations we entered into to supporhovel therapeutics program.

Research and development internal costsistoof compensation and other expense for researdhievelopment personnel, supplies and
materials, facility costs and depreciation. Theéase of $4.3 million from the 2013 period to tld 2 period and the increase of $7.1 million
from the 2012 period to the 2013 period were duadiitional research and development headcountedagtd costs in support of our
development programs.

General and Administrative

General and administrative expenses copsistrily of salaries and other related costspiarsonnel in general and administrative
functions, professional fees for legal and accawgnservices, royalty and license fees, insuransescand allocated rent, facility and lab
supplies, and depreciation expense.

General and administrative expense for 2044 $45.2 million, compared with $41.1 million2613 and $43.7 million in 2012. The
increase of $4.1 million, or 10%, from the 2013ipéito the 2014 period was due to increases of: #illion in allocated rent and facility-
related costs due to additional subleased labgratm office space; $1.3 million in salary, salaglated and stock compensation associated
with our annual merit salary increase and granttadk options and stock awards; $0.6 million io@ted lab supplies, $0.4 million in
professional fees, driven mainly by increased Ffastructure and tax-related accounting fees; 80liBon in allocated depreciation expense
due to higher capital investments 2012 and 2018;%2 million in other fees.

General and administrative expense decddag&2.6 million, or 6%, from the 2012 period e 2013 period primarily due to decreased
legal fees relating to the Enoxaparin Sodium Ingecpatent litigation.

We expect our general and administratiygeases, including internal and external legal amsiriess development costs that support our
various product development efforts, to vary froenipd to period in relation to our commercial aryelopment activities.
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Interest Income

Interest income was $0.5 million, $1.0 milland $1.2 million for the years ended Decemide2®14, 2013 and 2012, respectively. The
decrease of $0.5 million from the 2013 period &® 2014 period and $0.2 million from the 2012 petimthe 2013 period was primarily due to
lower average investment balances.

Other Income

We recognized one-fifth of a job creatier award, or $0.2 million, as other income in eafthe years ended December 31, 2014, 2013
and 2012.

Liquidity and Capital Resources

At December 31, 2014, we had $191.5 milllmoash, cash equivalents and marketable secustid $7.4 million in accounts receivable.

In addition, we also held $20.7 million in resteidtcash, of which $17.5 million serves as collatieraa security bond posted in the litigation
against Actavis, Amphastar and International Mddgyestems, Ltd. Our funds at December 31, 2014 ywarearily invested in senior debt of
government-sponsored enterprises, commercial papset-backed securities, corporate debt secuaitiddnited States money market funds,
directly or through managed funds, with remainirgtumities of 24 months or less. Our cash is depdsit and invested through highly rated
financial institutions in North America. The comfi@mn and mix of cash, cash equivalents and mabtetsecurities may change frequently .
result of our evaluation of conditions in the fic#i markets, the maturity of specific investmemisd our near term liquidity needs. We do not
believe that our cash equivalents and marketalolarisies were subject to significant market risioacember 31, 2014.

We have funded our operations primarilptigh the sale of equity securities and paymentsived under our collaboration and license
agreements, including product revenue from Sande#s of Enoxaparin Sodium Injection. Since oaeption through December 31, 2014,
we have received $424 million through private anblie issuances of equity securities. As of Decen®ig 2014, we had received a
cumulative total of $599 million under our collabhtions with Sandoz, including $459 million in Enpzain Sodium Injection product revenue,
and $73 million under our collaboration with Baxterccluding a $33 million upfront payment, $21 niailt in reimbursement of research and
development services and costs and $19 millioicenke and milestone payments.

We expect to finance and manage our planpedating and expenditure requirements princighligugh our current cash, cash
equivalents and marketable securities and capitsdd through equity financings, including utilipatof our At-theMarket facility. We believ
that these funds will be sufficient to meet ourrapieg requirements through at least the end 06201

Year Ended December 31

2014 2013 2012
(in thousands)

Net cash (used in) provided by operating activi $ (65,169 $ (86,83) $ 8,99¢

Net cash provided by (used in) investing activi 75,17: 58,58¢ (7,407

Net cash provided by financing activiti 21,57¢ 5,022 2,15z

Net increase (decrease) in cash and cash equis $ 31,58! $ (23,229 $ 3,74t

Cash provided by (used in) operating activities

The cash provided by or used for operadictiyvities generally approximates our net loss stéigh for non-cash items and changes in
operating assets and liabilities.
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Cash used in operating activities was $6&llon for the year ended December 31, 2014 otiihg a net loss of $98.6 million, which was
partially offset by noreash charges of $8.7 million for depreciation amibsization of property, equipment and intangibdsets, $13.6 millio
for share-based compensation and $2.2 million iworéization of purchased premiums on our marketabtririties. In addition, the net change
in our operating assets and liabilities provideshcaf $9.0 million and resulted from: decreaseacicounts receivable and unbilled revenue
totaling $6.2 million due to lower reimbursable FST&nd costs for M923 as M923 entered the clinlatima 2014 (under the Baxter Agreement,
Baxter has responsibility for all clinical developnt and associated clinical costs once a biosirail&rs the clinic); an increase in accounts
payable of $1.1 million due to timing of vendor pagnts; a decrease in accrued expenses of $1.bmillie to lower legal fees, lower
compensation-based accruals, and lower processopevent and contract research costs for M923; arease in deferred revenue of
$3.3 million, which includes an increase relatethe»$7.0 million M834 license payment from Baxtartially offset by amortization of
$3.2 million of revenue from the $33.0 million Baxupfront payment and $0.5 million of revenue fribva Sandoz equity premium; and a
decrease in other long-term liabilities of $0.5limil, of which $0.2 million is the annual amortimat of a job creation tax award and
$0.3 million is the amortization of the tenant impement allowance over the term of the facilitysiea

Cash used in operating activities was $&tilBon for the year ended December 31, 2013 otifhg) a net loss of $108.4 million, which v
partially offset by noreash charges of $8.2 million for depreciation amibuization of property, equipment and intangibdsets, $12.8 millio
for share-based compensation and $3.6 million fooréization of purchased premiums on our marketabtairities. In addition, the net change
in our operating assets and liabilities used cd§ti8@ million and resulted from: an increase in@mts receivable of $2.3 million due to an
increase in reimbursable M923 FTEs and expensesratin connection with the Baxter Agreement dffselower Enoxaparin Sodium
Injection product revenue due to aggressive congugiricing reductions; an increase in unbillederwe of $2.6 million, primarily due to an
increase in reimbursable M923 FTEs and expensesrattin connection with the Baxter Agreement; eréase in prepaid expenses and othe|
current assets of $1.6 million, primarily due te tleceipt of a $1.1 million job creation tax awardl the receipt of a $0.4 million security
deposit related to subleased office and laboratpagce; an increase in restricted cash of $0.7amitiue to the designation of this cash as
collateral for a letter of credit related to thade of office and laboratory space at 320 BeneStem increase in accounts payable of
$2.7 million due to timing of M923 expenses incdrie connection with the Baxter Agreement; an iaseein accrued expenses of $1.8 millior
due to higher compensation-related accruals directeased staffing levels; a decrease in defemeenue of $4.0 million, primarily due to the
amortization of revenue from the $33.0 million Benaipfront payment; the receipt of $0.7 millionrfr@ur landlord for leasehold
improvements constructed to our leased space aB8@0Street; a decrease in other current liabgditf $0.3 million due to the amortization of
a deferred rent liability; and a decrease in oltveg-term liabilities of $0.2 million due to theraml amortization of a job creation tax award.

Cash provided by operating activities wa93$nillion for the year ended December 31, 2012e¢tng a net loss of $58.6 million, which
was partially offset by non-cash charges of $7 Hionifor depreciation and amortization of propemrguipment and intangible assets,
$13.7 million for share-based compensation and 88lI8n for amortization of purchased premiumsamr marketable securities. In addition,
the net change in our operating assets and ligilirovided cash of $43.1 million and resultedrfra decrease in accounts receivable of
$17.4 million, due to a contractual change in tasi®of calculating our Enoxaparin Sodium Injecioaduct revenue, related to the launch
competitor's generic Lovenox in January 2012, aggjve competitor pricing, significant adjustmermtsdserve accruals caused by increased
competition and continued pricing pressure, andaehse in units sold; a decrease in unbilled tevef $1.9 million, due to lower
reimbursable manufacturing activities for our M3@6gram; an increase in prepaid expenses and ctinemt
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assets of $2.4 million, primarily due to a $1.1limil receivable for a job creation tax award, aréase in interest accrued on our available-fo
sale marketable debt securities and advance pagm&te to contract research organizations for nooal studies for our M923 program; an
increase in restricted cash of $2.5 million duéhtodesignation of this cash as collateral fotief credit related to the lease of office and
laboratory space at 675 West Kendall Street; aedeser in accounts payable of $1.1 million, resultiogh the timing of Massachusetts Institute
of Technology royalty payments; an increase in@edrexpenses of $0.5 million due to payments dwerdract research organizations for
process development, manufacturing and clinical &gtivities in support of our biosimilars, noyebducts, and necuparanib programs, offset
by decreased Massachusetts Institute of Technatmgity payments and legal fees relating to Enosag@odium Injection patent litigation;
and an increase in deferred revenue of $27.9 mijljimarily due to the receipt of a $33.0 milliopfront payment under the Baxter
Agreement.

Cash provided by (used in) investing activities

Cash provided by investing activities o6& million for the year ended December 31, 20Bfuihes cash inflows of $195.3 million from
maturities of marketable securities offset by castilows of $111.8 million for purchases of markséasecurities and $8.3 million for capital
equipment and leasehold improvements.

Cash provided by investing activities oB¥million for the year ended December 31, 20tRides cash inflows of $294.2 million from
maturities of marketable securities and $3.8 milfimm sales of marketable securities, offset lshaautflows of $230.0 million for purchases
of marketable securities and $9.5 million for cap@quipment and leasehold improvements.

Cash used in investing activities of $7 iliom for the year ended December 31, 2012 inctudash inflows of $523.6 million from
maturities of marketable securities offset by castilows of $515.1 million for purchases of mark#éasecurities and $15.5 million for capital
equipment and leasehold improvements.

Cash provided by financing activities

Cash provided by financing activities ofl&million for the year ended December 31, 20Bfuikes $18.3 million of net proceeds from
the ATM facility and $3.3 million from stock optiaexercises and purchases of shares of our comrack ttrough our employee stock
purchase plan.

Cash provided by financing activities ofGbHillion and $2.2 million for the years ended Bexber 31, 2013 and 2012, respectively, re
to stock option exercises and purchases of sha@s @ommon stock through our employee stock pasetplan.

The following table summarizes our contmatbbligations and commercial commitments at Ddim31, 2014 (in thousands):

2016 2018
through through After
Contractual Obligations Total 2015 2017 2019 2019
License maintenance obligatio $ 1,165 $ 23t $ 46t $  46E &
Operating lease obligatiol 26,89¢ 11,177 14,11 1,608 $ —
Total contractual obligatior $ 28,06 $ 11,41( $ 1457¢ $ 2,070 $ —
* After 2019, the annual obligations, which extenatigh the life of the patents are approximatel®$illion per year

74




Table of Contents
Critical Accounting Policies and Estimates

Our management's discussion and analysisrdinancial condition and results of operatismbased on our consolidated financial
statements, which have been prepared in accordegitité&nited States generally accepted accountiimciples, or GAAP. The preparation of
these consolidated financial statements requirés oske estimates and assumptions that affecefharted amounts of assets and liabilities
and the disclosure of contingent assets and ligsilat the date of the consolidated financiakstents, as well as the reported revenue
generated and expenses incurred during the repgrériods. Our estimates are based on our hist@xgeerience and on various other factors
that we believe are reasonable under the circumssathe results of which form the basis for makimiyments about the carrying value of
assets and liabilities that are not readily apgarem other sources. Actual results may diffenirthese estimates under different assumption
or conditions. We believe that the accounting petidiscussed below are critical to understandurchégstorical and future performance, as
these policies relate to the more significant ameaslving management's judgments and estimates.

Revenue Recoghnitio

We generate revenue from collaborationlamhse agreements with pharmaceutical companigfiéodevelopment and
commercialization of certain of our product candéda Collaboration and license agreements maydeahon-refundable upfront payments,
reimbursement of research and development seraitgsosts, payments based upon the achievemeafinéd collaboration objectives,
license fees and profit share and/or royaltiesad@ssof product candidates if they are successfyiyroved and commercialized. Our
performance obligations under the collaborationg melude the transfer of intellectual propertyhtg in the form of licenses, obligations to
provide research and development services andipation on certain committees with the collaborsitdéVe make judgments that affect the
periods over which we recognize revenue.

Our collaboration and license agreementg pnavide for reimbursement by our collaboratorsgfortion of our research and developr
expenses, and we make judgments that affect hose tlegmbursements are recorded. In collaboratidresewve are actively engaged in the
research and development activities and contraettlly with, manage the work of and are respondini@payments to third-party vendors for
such development and related services, we recoggimdursement of our research and developmentneggeas revenue.

We recognize revenue when persuasive ew@ehan arrangement exists; services have beéormed or products have been delivered;
the fee is fixed and determinable; and collect®reasonably assured.

For collaborations with multiple-elemerdsthe inception of each agreement, we identifydidéserables included within the agreement
and evaluate which deliverables may represent a@panits of accounting based on criteria in thgliegble revenue guidance, including
whether the deliverable has stand-alone valueg@dfiaborator. Deliverables under the arrangeraent separate unit of accounting if (i) the
delivered item has value to the customer on a siand basis and (ii) the arrangement includes argénight of return relative to the delivered
item and delivery or performance of the undelivéteths are considered probable and substantiatlyimihe Company's control. As a
biotechnology entity with proprietary research @egelopment services, we have been unable to deratmnstand-alone value for the delivery
of product licenses apart from the related reseanchdevelopment services as the services aretegserthe functionality of the product
licenses.

Arrangement consideration includes upfimmtments and license payments. The Company detesrhimw to allocate arrangement
consideration to identified units of accountingdzhsn the selling price hierarchy provided underréievant guidance. The selling price used
for each unit of
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accounting is based on vendor-specific objectivdance, if available, third-party evidence if vendpecific objective evidence is not availe

or estimated selling price if neither vendor-speaifor third-party evidence is available. We expetgeneral, to use the estimated selling pric
for allocating consideration to each deliverabl@andgement may be required to exercise consideatgenent in determining whether a
deliverable is a separate unit of accounting arestimating the selling prices of identified uréfsaccounting under its agreements. The
estimated selling prices may be based on simdanke arrangements, the nature of the researatieaetbpment services to be performed and
market rates for similar services. The impact of eimange in expected deliverables or arrangemersideration is accounted for on a
prospective basis.

Upfront payments received in connectiorhitenses of our technology rights are deferrdedfs and circumstances dictate that the
product license does not have stand-alone value fipm the related research and development ses\aad are recognized as research and
development revenue over the estimated periodrééqpeance for the product. License payments awgérklike upfront payments. Our
estimate of the performance period is based opéhied we expect to deliver research and developsemices under the collaboration. We
periodically review our estimated periods of pemiance based on the progress under each arranganteatcount for the impact of any
changes in estimated periods of performance oonsgpprctive basis.

At the inception of each agreement thauites milestone payments, we evaluate whether mélebtone is substantive and at risk to both
parties on the basis of the contingent nature @htilestone. We evaluate factors such as the #tenégulatory, commercial and other risks
that must be overcome to achieve the respectivestoihe, the level of effort and investment requicedchieve the respective milestone and
whether the milestone consideration is reasonadgive to all deliverables and payment terms @édtrangement in making this assessment.
Non-refundable payments that are contingent upon aehient of a substantive milestone are recognizéigein entirety in the period in which
the milestone is achieved, assuming all other neg@acognition criteria are met. We recognize navstantive milestone payments over the
remaining estimated period of performance oncertthestone is achieved. Salbased and commercial milestones are accounted fayaltie:
and are recorded as revenue upon achievement ofikbgtone, assuming all other revenue recognitiiteria are met.

In July 2010, Sandoz began the commeraial af Enoxaparin Sodium Injection. From July 2@@ugh early October 2011, Enoxaparin
Sodium Injection marketed by Sandoz was the salemeversion of Lovenox, and consequently, undertérms of our collaborative
agreement with Sandoz, we earned 45% of contraptoéits from Sandoz's sales of Enoxaparin Sodinjection. Sanofi launched their
authorized generic Lovenox in October 2011 and ¥istand Amphastar launched their enoxaparin promudanuary 2012 launch. The
resulting competition changed the contractual bafs@ir earned product revenues from profit sham®yalty-based. Consequently, beginning
in February 2012, for net sales of enoxaparin ug poe-defined sales threshold, Sandoz is obligatedy us a royalty on net sales at a 10%
rate, and for net sales above the sales threshiodd12% rate. We have recorded product reveni&aadoz's sales of Enoxaparin Sodium
Injection. Product revenue is based upon net sdilbsensed products in licensed territories in pleeiod the sales occur as provided by the
collaboration agreement. These amounts are detedhiased on amounts Sandoz provides to us and/éniftd use of estimates and
judgments, such as product sales allowances amdadscelated to prompt payment discounts, chageh@overnmental and other reba
distributor, wholesaler and group purchasing orgations, or GPO, fees, and product returns, whichdche adjusted based on actual resul
the future.

Fair Value Measurements

Financial assets that we measure at f&ilevan a recurring basis include cash equivalemisnaarketable securities. These financial asse
are generally classified as Level 1 or 2 within filne value
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hierarchy. In general, fair values determined bydld. inputs utilize quoted prices (unadjustedadtive markets for identical assets or
liabilities. Fair values determined by Level 2 itputilize data points that are observable, sudjuased prices (adjusted), interest rates and
yield curves. Fair values determined by Level 3iisputilize unobservable data points for the agséability, and include situations whe
there is little, if any, market activity for theses or liability. The fair value hierarchy leveldstermined by the lowest level of significant ihpu

Our financial assets have been initiallijued at the transaction price and subsequentlyedat the end of each reporting period, typicall
utilizing third-party pricing services or other rkat observable data. The pricing services utilimustry standard valuation models, including
both income and market based approaches, and alyemarket inputs to determine value. These obbéavnarket inputs include reportable
trades, benchmark yields, credit spreads, brokalédguotes, bids, offers, current spot rates dherandustry and economic events. We
validate the prices provided by its third-partycprg services by reviewing their pricing methodd amatrices, obtaining market values from
other pricing sources, analyzing pricing data inaia instances and confirming that the relevantkets are active. We did not adjust or
override any fair value measurements provided dpricing services as of December 31, 2014 andibee 31, 2013.

During the years ended December 31, 208142843, there were no transfers between Level lLardl 2 financial assets. We did not
have any nomecurring fair value measurements on any assdiahilities at December 31, 2014 and December 8132 The carrying amour
reflected in our consolidated balance sheets fein,caccounts receivable, unbilled revenue, otheentiassets, accounts payable and accrued
expenses approximate fair value due to their steont- maturities.

Accrued Research and Development Expen

As part of the process of preparing finahstatements, we are required to estimate andi@expenses, the largest of which are researcl
and development expenses. This process involvesitbeing:

. communicating with appropriate internal personnatientify services that have been performed orbehalf and estimating tt
level of service performed and the associatedinostred for the service when we have not yet heeniced or otherwise
notified of actual cost;

. estimating and accruing expenses in our consotidatancial statements as of each balance sheetbdatd on facts and
circumstances known to us at the time; and

. periodically confirming the accuracy of our esdites with service providers and making adjustmémgcessary.

Examples of estimated research and devadopexpenses that we accrue include:

. fees paid to CROs in connection with process dgweénmt and manufacturing activities;

. fees paid to CROs in connection with non-cliniaad doxicology studies and clinical trials;
. fees paid to investigative sites in connection wlthical trials; and

. professional service fees for consulting and rdlaervices.

We base our expense accruals relatedrizalitrials on our estimates of the services mambiand efforts expended pursuant to contracts
with multiple research institutions and CROs tt@tduct and manage clinical trials on our behalg fihancial terms of these agreements van
from contract to contract and may result in unepayment flows. Payments under some of these castiapend on factors such as the
successful enrollment of patients and the compiaticclinical trial milestones. In accruing serviees, we estimate the time period over wi
services will be performed and the level of efforbe expended in each period. If we do not idgmifsts that we have begun to incur or if
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we underestimate or overestimate the level of sesvperformed or the costs of these services,aualeexpenses could differ from our
estimates.

To date, we have not experienced significhanges in our estimates of accrued researcdewelopment expenses after a reporting
period. However, due to the nature of estimates;ammot assure you that we will not make changesit@stimates in the future as we beci
aware of additional information about the statusarduct of our clinical trials and other reseaactivities.

Share-Based Compensation

We recognize the fair value of share-basedpensation in our consolidated statements of celngmsive loss. Share-based compensatio
expense primarily relates to stock options, resdstock and stock issued under our stock optimmspand employee stock purchase plan. Fo
stock options, we recognize share-based compenstjgense equal to the fair value of the stoclkoogtion a straight-line basis over the
requisite service period. For time-based restristedk awards, we record share-based compensagi@mge equal to the market value on the
date of the grant on a straight-line basis oveheaeard's explicit service period. For performahased restricted stock awards, at each
reporting period we assess the probability thap#mormance condition(s) will be achieved. We tegpense the awards over the implicit
service period based on the probability of achigthre performance objectives. We estimate an asvamglicit service period based on our
best estimate of the period over which an awaring condition(s) will be achieved. We review awdluate these estimates on a quarterly
basis and will recognize any remaining unrecognamdpensation as of the date of an estimate revisier the revised remaining implicit
service period. We issue new shares upon stockroptiercises, upon the grant of restricted stockrdsvand under our employee stock
purchase plan.

We estimate the fair value of each optimara on the date of grant using the Black-Scholestdh option-pricing model. The Black-
Scholes option-pricing model requires the use ghlyi subjective assumptions which determine thevalue of share-based awards. These
assumptions include:

. Expected term.The expected term represents the period thatdbesed awards are expected to be outstandingsé/a blend
of our own historical data and peer data to esBrogtion exercise patterns and post-vesting emptoytermination behavior,
adjusted for known trends, to arrive at the estiua@xpected life of an option. For purposes oftifigng peer entities, we
consider characteristics such as industry, stagjeeafycle and financial leverage. We review andlaate these assumptions
regularly to reflect recent historical data.

. Expected volatility. For our expected volatility assumption, we coasi@mong other factors, the implied volatilitidoar
currently traded options to provide an estimateadétility based upon current trading activity. Wee a blended volatility rate
based upon our historical performance, as wehasmplied volatilities of our currently traded @gis, as we believe this
appropriately reflects the expected volatility of stock. Changes in market price directly affealttility and could cause share-
based compensation expense to vary significantiytiure reporting periods.

. Risk-free interest rate.The risk free interest rate is based on the Ur&asury yield curve in effect at the time of grimt
periods corresponding with the expected term.

. Expected dividendsWe have not paid and do not anticipate payingdivigends in the near future, and therefore wel use
expected dividend yield of zero in the valuationd®io

In addition to the Black-Scholes assumjame apply an estimated forfeiture rate to curpemtod expense to recognize share-based
compensation expense only for those stock andopticards expected to vest. We estimate forfeithasgd upon historical data, adjusted for
known trends, and
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will adjust our estimate of forfeitures if actuakfeitures differ, or are expected to differ frooth estimates. Subsequent changes in estimate
forfeitures will be recognized in full through ansulative adjustment in the period of change antialslo impact the amount of share-based
compensation expense in future periods.

Income Taxes

We determine our deferred tax assets aiities based on the differences between thanéi reporting and tax bases of assets and
liabilities. The deferred tax assets and liab#iteee measured using the enacted tax rates thdteni effect when the differences are expectec
to reverse. A valuation allowance is recorded wihé&nmore likely than not that the deferred tagegswill not be recovered.

We apply judgment in the determinationhd financial statement recognition and measureafeatax position taken or expected to be
taken in a tax return. We recognize any materigrést and penalties related to unrecognized tagflie in income tax expense.

We file income tax returns in the Unitedt8s federal jurisdiction and multiple state juigidns. We are no longer subject to any tax
assessment from an income tax examination for yeefoge 2011, except to the extent that in ther&utve utilize net operating losses or tax
credit carryforwards that originated before 201%.0k December 31, 2014, our U.S. 2012 federaleétxn is under examination by the Inter
Revenue Service.

New Accounting Standards

Please see Note 2 to our consolidated ¢iaartatements'Summary of Significant Accounting Policiedor a discussion of new
accounting standards. The notes to our consolidatadcial statements are contained in Part ImI&of this Annual Report on Form 10-K.

ltem 7A. QUANTITATIVE AND QUALITATIVE DISCLOSURE S ABOUT MARKET RISK

We are exposed to market risk related smgles in interest rates. Our current investmenty® to maintain an investment portfolio
consisting mainly of United States money marketieggoment-secured, and high-grade corporate sessirdirectly or through managed funds,
with maturities of twenty-four months or less. @ash is deposited in and invested through highsdréinancial institutions in North America.
Our marketable securities are subject to inteastnisk and will fall in value if market interasites increase. However, due to the conservativ
nature of our investments, low prevailing markeé¢saand relatively short effective maturities obtiestruments, interest rate risk is mitigated.
If market interest rates were to increase immeljiated uniformly by 10% from levels at December 2014, we estimate that the fair value of
our investment portfolio would decline by an immiakamount. We do not own derivative financialtmsnents in our investment portfolio.
Accordingly, we do not believe that there is anytemial market risk exposure with respect to denrgtforeign currency or other financial
instruments that would require disclosure undes itieim.
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Item 8. FINANCIAL STATEMENTS AND SUPPLEMENTARY D ATA

Report of Independent Registered Public Accountingrirm
The Board of Directors and Stockholderdoimenta Pharmaceuticals, Inc.

We have audited the accompanying conselitibalance sheets of Momenta Pharmaceuticalsasraf December 31, 2014 and 2013, anc
the related consolidated statements of comprehets$s, stockholders' equity and cash flows foheddhe three years in the period ended
December 31, 2014. These financial statementdhareesponsibility of the Company's management.r@sponsibility is to express an opinion
on these financial statements based on our audits.

We conducted our audits in accordance thighstandards of the Public Company Accounting €lgat Board (United States). Those
standards require that we plan and perform thet éudbtain reasonable assurance about whethdinthecial statements are free of material
misstatement. An audit includes examining, on tldasis, evidence supporting the amounts and digs in the financial statements. An a
also includes assessing the accounting princiged and significant estimates made by managenenilhas evaluating the overall financial
statement presentation. We believe that our apditgide a reasonable basis for our opinion.

In our opinion, the financial statementieneed to above present fairly, in all materialpests, the consolidated financial position of
Momenta Pharmaceuticals, Inc. at December 31, 26d4013, and the consolidated results of its dlp@sand its cash flows for each of the
three years in the period ended December 31, 20 dnformity with U.S. generally accepted accoogiprinciples.

We also have audited, in accordance wighstndards of the Public Company Accounting Ogatd8oard (United States), Momenta
Pharmaceuticals, Inc.'s internal control over ftiahreporting as of December 31, 2014, based iberier established in Internal Control—
Integrated Framework issued by the Committee ohSpiong Organizations of the Treadway Commissid@igframework) and our report
dated February 27, 2015 expressed an unqualifisdoopthereon.

/sl Ernst & Young LLP

Boston, Massachusetts
February 27, 2015
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MOMENTA PHARMACEUTICALS, INC.
CONSOLIDATED BALANCE SHEETS

(in thousands, except per share amounts)

December 31

2014 2013

Assets
Current asset:
Cash and cash equivalel $ 61,34¢ $ 29,76¢
Marketable securitie 130,18 215,91¢
Accounts receivabl 7,421 13,09t
Unbilled revenus 2,90¢ 3,41
Prepaid expenses and other current a: 3,46¢ 3,401

Total current asse 205,33( 265,59:
Property and equipment, r 25,42: 24,69¢
Restricted cas 20,71¢ 20,71¢
Intangible assets, n 4,58¢ 5,65(
Other lon¢-term asset 15€ 15€

Total asset $ 256,21t $ 316,81!
Liabilities and Stockholders' Equity
Current liabilities:
Accounts payabl $ 743 % 6,307
Accrued expense 10,34¢ 11,447
Deferred revenu 5,49( 3,692
Other current liabilitie: 51¢ 49€

Total current liabilities 23,78¢ 21,94
Deferred revenue, net of current port 25,50¢ 24,024
Other lon¢-term liabilities 551 1,012

Total liabilities 49,84¢ 46,97¢
Commitments and contingencies (Note
Stockholders' Equity:
Preferred stock, $0.01 par value per share; 5,086s authorized at

December 31, 2014 and 2013, 100 shares of Serdesiar

Participating Preferred Stock, $0.01 par valuegbare designated an

no shares issued and outstanc — —
Common stock, $0.0001 par value per share; 106s686es authorized

December 31, 2014 and 2013, 54,486 and 52,357sslsaeed and

outstanding at December 31, 2014 and 2013, respéc 5 5
Additional paic-in capital 575,43 540,26t
Accumulated other comprehensive (loss) incc (16) 25
Accumulated defici (369,059 (270,459

Total stockholders' equi 206,36¢ 269,83

Total liabilities and stockholders' equ $ 256,21t $ 316,81!

The accompanying notes are an integral part oktheasolidated financial statements.
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MOMENTA PHARMACEUTICALS, INC.
CONSOLIDATED STATEMENTS OF COMPREHENSIVE LOSS

(in thousands, except per share amounts)

Year Ended December 31

2014 2013 2012
Collaboration revenue
Product revenu $ 19,96: $ 16,70. $ 54,77.
Research and development reve 32,28 18,76 9,14¢
Total collaboration revent 52,25( 35,46 63,92:
Operating expense
Research and developmel 106,48 103,99¢ 80,34¢
General and administrative 45,164 41,05’ 43,68:
Total operating expens 151,64¢ 145,05t 124,02
Operating los! (99,39¢  (109,59) (60,10¢)
Other income
Interest incomt 54¢ 95C 1,23¢
Other income 24¢ 233 22C
Total other incom: 79€ 1,18: 1,45¢
Net loss $ (98,600 $ (108,409 $ (58,649
Net loss per shar
Basic and dilute $ (19) % (219 $  (1.1¢
Weighted average shares outstand
Basic and dilutes 51,66+ 50,90" 50,41
Comprehensive los
Net loss $ (98,600 $ (108,40H) $ (58,649
Net unrealized holding (losses) gains on avai-for-sale
marketable securitie (42) (86) 192
Comprehensive los $ (98,64) $ (108,49 $ (58,45¢)
* Non-cash share-based compensation expense intinde
operating expenses is as folloy
Research and developm $ 6200 $ 552( $ 5,83
General and administratiy $ 7,39 $ 7,302 $ 7,88(

The accompanying notes are an integral part oktheasolidated financial statements.

82




Table of Contents

MOMENTA PHARMACEUTICALS, INC.
CONSOLIDATED STATEMENTS OF STOCKHOLDERS' EQUITY

(in thousands)

Common Stock Accumulated

Other
Additional Comprehensive Total
Par Paid-In (Loss) Accumulated Stockholders'
Shares Value Capital Income Deficit Equity

Balances at December &

2011 51,288 $ 5 $506,55 % (81) $ (103,40) $ 403,07¢
Issuance of common sto

pursuant to the exercis

of stock options and

employee stock

purchase pla 258 — 2,15¢ — — 2,15¢
Issuance of restricted

stock 19¢ — — — — —
Cancellation of restrictec

stock 27 — — — — —
Sharebased compensati

expense for employe: — — 13,61* — — 13,61¢
Sharebased compensati

expense for non-

employee: — — 97 — — 97
Unrealized gain on

marketable securitie — — — 192 — 192
Net loss — — — — (58,64%) (58,64
Balances at December &

2012 51,70¢ $ 5 $522,42: $ 111 $ (162,05) $ 360,48

Issuance of common sto

pursuant to the exercis

of stock options and

employee stock

purchase pla 51€ — 5,022 — — 5,022
Issuance of restricted

stock 17z — — — — —
Cancellation of restrictec

stock (40 — — — — —
Sharebased compensati

expense for employe: — — 12,66¢ — — 12,66¢
Sharebased compensati

expense for non-

employees — — 154 — — 154
Unrealized loss on

marketable securitie — — — (86) — (86)
Net loss — — — — (108,409 (108,409
Balances at December &

2013 5235 $ 5 $540,26¢ $ 25 $ (270,45) $ 269,83

Net proceeds fror

issuance of common

stock pursuant to the

ATM facility 1,61- — 18,30t — — 18,30t
Issuance of common sto

pursuant to the exercis

of stock options and

employee stock

purchase pla 332 — 3,27: — — 3,27:
Issuance of restricted

stock 227 — — — — —
Cancellation of restrictec

stock (42 — — — — —

Sharebased compensati
expense for employe: — — 13,56: — — 13,56:



Sharebased compensati
expense for non-

employees — — 32 — — 32
Unrealized loss on

marketable securitie — — — (41) — (41)
Net loss — — — — (98,600 (98,600)
Balances at December &

2014 5448t $ 5 $575,43t $ (16) $ (369,059 $ 206,36¢

The accompanying notes are an integral part ottheasolidated financial statements.
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MOMENTA PHARMACEUTICALS, INC.
CONSOLIDATED STATEMENTS OF CASH FLOWS

(in thousands)

Year Ended December 31
2014 2013 2012

Cash Flows from Operating Activities:
Net loss $ (98,600 $ (108,409 $ (58,649
Adjustments to reconcile net loss to net cash (irsed

provided by operating activitie

Depreciation and amortization of property and eodp! 7,637 7,10¢ 6,41¢
Sharebased compensation expel 13,59 12,82 13,71
Amortization of premium on investmer 2,16z 3,57¢ 3,28¢
Amortizat