
IIIIIIIIihIIihIIIIIIff//Iihj/Iflh////If//II/

10012080



On the cover Ruben is Gauci

lives in Buenos Aires Argentina ana

of the small-molecule drug eliglustat tar

having trouble moving and was out of work

construction worker

year old

hree months oh

led to early tr

I.-

Israel

iagnosis

Myozyme

ing
his bicycle



.-

Ii

Table ofConten

rongcore rc

10 Building capacfy 32 me officers

12 2009 year in revie



GE.lZ\E 2009

To our shareholders

Moving Forward Regaining Momentum Diversificaton Makes Us Stronger

Last year was the most challenging in our 28-year history The benefits of our iong-term strategy to diversify the company
Setbacks in our manufacturing operations hindered our ability were more apparent in 2009 than ever before DespIte the

to
fully supply Cerezyme and Fabrazyme two of our largest supply nterruption in our Genetic Diseases business segment

products As result we did not meet our commitment to we remained profitable and generated cash flow from

patients or to shareholders We take responsibility for the operating activities of $1.2 billion This was possible because

challenges we faced in 2009 and we have made enormous of significant revenue growth in all of our other business

progress in implementing series of actions to help ensure segments which grew 24 percent in the fourth quarter and

that we never face these kinds of issues again 15 percent For the year driven by the launch acquisition and

integration of new products

Last years events overshadowed our historical record of

revenue and earnings growth Over the past decade our Synvisc-One was approved in the U.S in early 2009 arid has

market-leading products generated 19 percent compounded quickly become growth diiver for us The product gained

annual revenue growth We are now in recovery period and rapd acceptance by patients and physicians because of its

we expect to get back to delivering sustainable growth this convenience it is the only single-njection viscosupplenient

year while making the investments necessary to strengthen for osteoarthritic knee pain Synvisc-One drove 25 percent

core areas of the company increase in total Synvisc product sales in 2009 and strong

growth is anticipated again in 2010 as the product captures

Our expansion over the next five years will be driven by our market share and also reaches broader set of patients

broad portfolio of products most of which are still in their

growth phases We are maximizing the commercial potential Mozobt was launched the U.S and in Europe last year

of these products and ensuring they reach patients through Sales exceeded expectations as physicians quickly adopted

our global sales and regulatory infrastructure In addition we the product for its ability to help prepare patients with

expect that several products in our late-stage pipeline notably non-Hodgkins lymphoma or multiple myeloma to undergo

alemtuzumab for multiple sclerosis will come to the market in stem cell transpiantation procedure Mozobil holds exciting

this period and drive further growth potential to help patients with other types of cancer and

we are maRing the investments in clinical research to realize

this promise
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NOTE REGARDING REFERENCES TO GENZYME

Throughout this Form 10-K the words we us our and Genzyme refer to Genzyme

Corporation as whole and our board of directors refers to the board of directors of Genzyme

Corporation

NOTE REGARDING FORWARD-LOOKING STATEMENTS

This Form 10-K contains forward-looking statements These forward-looking statements include

among others statements regarding

our expectations for creating an inventory buffer for Cerezyme and regarding Fabrazyme supply

and new working cell bank for Fabrazyme

our plans to increase bulk and fill-finish manufacturing capacity for Cerezyme Fabrazyme and

Myozyme and the expected timing of completion of these activities and receipt of regulatory

approvals

our expectations regarding timing of regulatory approval for our new facility to manufacture

Thymoglobulin and new Leukine manufacturing facility

our expectations regarding Myozyme/Lumizyme revenues

our expectations for sales of Renagel/Renvela and the anticipated factors affecting the future

growth of these products including the proposed rule to establish bundled payment system to

reimburse dialysis providers

our expectations regarding the financial impact of production interruption at our Haverhill

England manufacturing facility and the expected timing of new sevelamer hydrochloride and

sevelamer carbonate production

our assessment of competitors and potential competitors and the anticipated impact of

potentially competitive products and services including generic competition on our revenues

our estimates of the cost to complete our research and development programs and the estimated

timetables for clinical trials regulatory filings product approvals and product launches for

existing products for use in new indications and for next-generation or new products including

eliglustat tartrate formerly GENZ-112638 alemtuzumab for the treatment of multiple sclerosis

or MS which we refer to as alemtuzumab for MS mipomersen Mozobil ataluren Campath

and Clolar

our assessment of the financial impact of legal proceedings and claims on our financial position

and results of operations

the sufficiency of our cash investments and cash flows from operations and our expected uses of

cash

our provision for potential tax audit exposures ard our expectations regarding our unrecognized

taxbenefits

the protection afforded by our patent rights

our expectations regarding our ability to comply and the cost to comply with laws and

regulations

our assessment of the impact of recent accounting pronouncements on our financial position
and

results of operations and



our expectations regarding the amortization of intangible assets related to our expected future

contingent payments due to Bayer Schering Pharma A.G or Bayer Synpac North

Carolina Inc or Synpac and Wyeth

These statements are subject to risks and uncertainties and our actual results may differ materially

from those that are described in this report These risks and uncertainties include

the possibility that we may encounter additional manufacturing problems due to any reason

including mechanical failures viral or bacterial contamination cell growth at lower than

expected levels fill-finish issues or regulatory issues

the possibility that we may be unable to produce new sevelamer hydrochloride and/or new

sevelamer carbonate at our Haverhill England facility in the expected time frames due to

production problems or regulatory issues

the extent to which Gaucher and Fabry disease patients switch to competitors products in place

of Cerezyme or Fabrazyme or continue to reduce their doses of our products even after product

supply stabilizes

our ability to maintain regulatory approvals for our products services and manufacturing

facilities and processes including our Allston facility and to obtain approvals in the anticipated

timeframes including United States Food and Drug Administration or FDA approval of

alglucosidase alfa produced at the 4000L scale new manufacturing capacity and proposed

changes to enhance our manufacturing processes

our ability to manufacture sufficient amounts of our products and maintain sufficient inventories

and to do so in timely and cost-effective manner

our ability and the ability of our collaboration
partners to successfully complete preclinical and

clinical development of new products and services

our ability to expand the use of current and next generation products in existing and new

indications

regulatory authorities views regarding the safety efficacy 4nd risk benefit profiles of our new or

current products and our manufacturing processes

potential future write offs of inventory or product recalls

our ability to satisfy the post marketing commitments made to regulatory agencies as condition

of the marketing approvals of Fabrazyme Aldurazyme Myozyme Clolar and Mozobil

the availability of reimbursement for our products and services from third party payors the

extent of such coverage and the accuracy of our estimates of the payor mix for our products

the accuracy of our information regarding the products and resources of our competitors and

potential competitors

competition from lower cost generic or biosimilar products

the impact of legislative or regulatory changes including proposed healthcare reform in the

United States

our ability to obtain and maintain adequate patent and other proprietary rights protection for

our products and services and successfully enforce these proprietary rights

our reliance on third parties to provide us with materials and services in connection with the

manufacture of our products



the accuracy of our estimates of the size and characteristics of the markets to be addressed by

our products and services including growth projections

market acceptance of our products and services in expanded areas of use and new markets

our ability to successfully identify and market our products and services to new patients

our ability to effectively manage wholesaler inventories of our products and the levels of their

compliance with our inventory management programs

our ability to continue to generate cash from operations and to effectively use our cash

resources to grow our business

our ability to establish and maintain strategic license collaboration and distribution

arrangements and to successfully manage our relationships with licensors collaborators

distributors and partners

the impact of changes in the exchange rates for foreign currencies on our product and service

revenues in future periods

the outcome of legal proceedings by or against us

the possibility that our integration of the products and development programs acquired from

Bayer may be more costly or time consuming than expected

the outcome of our IRS and foreign tax audits

general economic conditions and

the possible disruption of our operations due to terrorist activities armed conflict severe climate

change or outbreak of diseases including as result of the disruption of operations of regulatory

authorities our subsidiaries manufacturing facilities customers suppliers distributors couriers

collaborative partners licensees or clinical trial sites

We refer to more detailed descriptions of these and other risks and uncertainties under the

heading Risk Factors in Managements Discussion and Analysis of Genzyme Corporation and

Subsidiaries Financial Condition and Results of Operations in Part II Item of this Form 10-K We

encourage you to read those descriptions carefully We caution investors not to place substantial

reliance on the forward-looking statements contained in this Form 10-K These statements like all

statements in this Form 10-K speak only as of the date of this report unless another date is

indicated and we undertake no obligation to update or revise the statements in light of future

developments

NOTE REGARDING INCORPORATION BY REFERENCE

The United States Securities and Exchange Commission commonly referred to as the SEC allows

us to disclose important information to you by referring you to other documents we have filed with

them The information that we refer you to is incorporated by reference into this Form 10-K Please

read that information

NOTE REGARDING TRADEMARKS

Genzyme Cerezyme Ceredase Fabrazyme Thyrogen Myozyme Renagel Renvela

Campath MabCampath Clolar Evoltra Mozobil Thymoglobulin Cholestagel Synvisc

SynviscOne Sepra Seprafilm Sepramesh Sepraspray Hylaform Carticel Epicel MACI
and Hectorol are registered trademarks and LumizymeTM and JonexaTM are trademarks of Genzyme

or its subsidiaries WelChol is registered trademark of Sankyo Pharma Inc Aldurazyme is

registered trademark of BioMarin/Genzyme LLC Elaprase is registered trademark of Shire Human



Genetic Therapies Inc Prochymal and Chondrogen are registered trademarks of Osiris

Therapeutics Inc Fludara and Leukine are registered trademarks licensed to Genzyme All other

trademarks referred to in this Form 10-K are the property of their respective owners All rights

reserved

NOTE REGARDING REFERENCES TO THE CODIFICATION

In June 2009 the Financial Accounting Standards Board or FASB issued the FASB Accounting

Standards CodificationTM or ASC Effective July 2009 the ASC became the single source for all

authoritative generally accepted accounting principles or U.S GAA1 recognized by the FASB and is

required to be applied to financial statements issued for interim and annual periods ending after

September 15 2009 We adopted this guidance in the third quarter of 2009 The ASC does not change

or alter existing U.S GAAP and therefore it does not have an impact on our financial position results

of operations or cash flows however the ASC does change the way we refer to U.S GAAP within our

financial statements
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PART

Item Business

Introduction

We are global biotechnology company dedicated to making major impact on the lives of people

with serious diseases Our broad product and service portfolio is focused on rare genetic disease

disorders renal disease orthopaedics cancer transplant and immune disease and diagnostic and

predictive testing We were formed as Delaware corporation in 1981 and became Massachusetts

corporation in 1991

We are organized into four financial reporting units which we also consider to be our reporting

segments

Genetic Diseases which develops manufactures and distributes therapeutic products with

focus on products to treat patients suffering from genetic diseases and other chronic debilitating

diseases including family of diseases known as lysosomal storage disorders or LSDs The unit

derives substantially all of its revenue from sales of Cerezyme Fabrazyme Myozyme

Aldurazyme and Elaprase

Cardiometabolic and Renal which develops manufactures and distributes products that treat

patients suffering from renal diseases including chronic renal failure and endocrine and

cardiovascular diseases The unit derives substantially all of its revenue frOm sales of Renagel/

Renvela including sales of bulk sevelamer Hectorol and Thyrogen

Biosurgery which develops manufactures and distributes biotherapeutics and biomaterial-based

products with an emphasis on products that meet medical needs in the orthopaedics and

broader surgical areas The unit derives substantially all of its revenue from sales of Synvisc/

Synvisc-One and the Sepra line of products

Hematologic Oncology which develops manufactures and distributes products for the treatment

of cancer and the mobilization of hematopoietic stem cells This business is also developing

product for the treatment of MS The unit derives substantially all of its revenue from sales of

Clolar Mozobil Campath Fludara and Leukine

We report the activities of the following business units under the caption Other our transplant

business unit which develops manufactures and distributes therapeutic products that address

pre transplantation prevention
and treatment of graft rejection in organ transplantation and other

hematologic and auto immune disorders our genetics business unit which provides testing services for

the oncology prenatal and reproductive markets and our diagnostic products bulk pharmaceuticals

and immune mediated disease business units



Products and Services

Genetic Diseases

Our Genetic Diseases segment derives substantially all of its revenue from the following

therapeutic products

Product Indication Approvals

Cerezyme/Ceredase Type Gaucher disease Ceredase sold commercially since 1991 Cerezyme marketed

Type Gaucher disease since 1994 marketing approval received in over 60 countries and

CerezymelEuropean commercial sales in over 55 countries

Union only

Fabrazyme Fabry disease Marketed since 2001 marketing approval received in over

50 countries and commercial sales in approximately 40 countries

several post-marketing commitments on-going in the United

States

Myozyme Pompe disease Marketed since 2006 marketing approval received in

approximately 45 countries and commercial sales in

approximately 30 countries several post-marketing commitments

ongoing

Aldurazyme Mucopolysaccharidosis Marketed since 2003 marketing approval received in over

MPS 50 countries and commercial sales in approximately 40 countries

several post-marketing commitments on-going

Elaprase Mucopolysaccharidosis II Rights to commercialize the product in Japan and other Asia

MPS II Pacific countries under an agreement with Shire Human Genetic

Therapies Inc or Shire marketing approval received in

countries

Cerezyme Fabrazyme Myozyme Aldurazyme and Elaprase are each aimed at treating LSDs with

patient populations of less than 10000 worldwide We market and sell these products directly to

physicians hospitals treatment centers pharmacies and government agencies worldwide through

specialized sales force Sales are also made through distributors or wholesalers Additional details on

these products are set forth below

Cerezyrne imiglucerase We are marketing Cerezyme as an enzyme replacement therapy for the

treatment of Gaucher disease an LSD that can be life-threatening and that is caused by deficiency in

the enzyme glucocerebrosidase This deficiency causes fatty deposits to build up in certain organs and

bones leading to wide variety of symptoms including anemia spleen and liver enlargement and bone

deterioration Treatment with Cerezyme enzyme replacement therapy currently represents the only safe

and effective enzyme replacement therapy approved for treatment of Type Gaucher disease hi the

European Union Cerezyme is also approved for the treatment of patients who exhibit clinically

significant non-neurological manifestations of the disease Type Gaucher disease

Our results of operations are highly dependent on sales of Cerezyme although our dependence is

lessening as we diversify our product portfolio Sales of Cerezyme totaled $793.0 million or 18% of our

total revenues in 2009 $1.2 billion or 27% of our total revenue in 2008 and $1.1 billion or 30% of

our total revenue in 2007 Cerezyme revenues in 2009 reflect the temporary shutdown of our Aliston

Massachusetts manufacturing facility which we refer to as our Allston facility due to rare virus In

June 2009 we interrupted production of Cerezyme at this facility after identifying Vesivirus 2117 in

bioreactor used for Cerezyme production This virus which impairs the viability of cells used in the

manufacturing process is not known to cause infection in humans We completed sanitization of our

Allston facility and resumed production there in the third quarter of 2009 Cerezyme inventories were

not sufficient to avoid shortages and we resumed Cerezyme shipments in November 2009 In late

December 2009 we began shipping vials of Cerezyme on per-infusion basis to patients around the



world that experienced treatment interruption in 2009 To more consistently manage the resupply of

Cerezyme to patients in approximately 100 countries and reduce interruptions in shipping that occur in

the absence of inventory we are working to build small inventory buffer To build this inventory

buffer we intend to ship at 50 percent of demand for an eight-week period beginning February 22

2010

Enrollment has begun in two phase studies of eliglustat tartrate formerly Genz-112638 an oral

therapy that could provide an additional treatment option for patients with Gaucher disease

Fabrazyme agalsidase beta We developed Fabrazyme recombinant form of the human enzyme

alfa-galactosidase as treatment for Fabry disease Fabry disease is an LSD that is caused by

deficiency of the enzyme alfa-galactosidase which leads to the progressive accumulation of lipids

within cells of the kidneys heart and other organs In early 2008 the European Medicines Agency or

EMA granted full marketing authorization for Fabrazyme making it the only product on the market

for Fabry disease to earn this designation in the European Union Because kidney failure is associated

with Fabry disease Fabrazyme is sold by our existing sales forces for our LSD and renal products

Sales of Fabrazyme totaled $429.7 million or 10% of our total revenue in 2009 $494.3 million or

11% of our total revenue in 2008 and $424.3 million or 11% of our total revenue in 2007 Fabrazyme

revenues in 2009 reflect the temporary shutdown of our Aliston facility due to yiral contamination As

with Cerezyme inventories of Fabrazyme were insufficient to avoid shortages and we resumed

shipments of vials of Fabrazyme in early January 2010 We have been shipping Fabrazyme to meet

approximately 30% of global demand and anticipate continuing to ship at this level through May 2010

We are working to increase the productivity of the Fabrazyme manufacturing process which has

performed at the low end of the historical range since the re-start of production We have developed

new working cell bank for Fabrazyme and production is underway at the 2000L scale Pending

regulatory approval output from this
process

is expected starting in June 2010 If this change is

successful we anticipate that sufficient supply will become available to enable higher dosing for patients

on Fabrazyme Orphan drug status for Fabrazyme which provided us with exclusive marketing rights

for Fabrazyme in the United States for seven years expires in April 2010

Myozyme aiglucosidase alfa We are marketing Myozyme as therapy for Pompe disease

progressive debilitating and often fatal muscle disease resulting from an inherited deficiency of the

enzyme alfa-glucosidase Pompe disease is an LSD that manifests as broad spectrum of clinical

symptoms with variable rates of progression ranging from rapidly progressive and often fatal within the

first year of life to relentlessly progressive resulting in significant morbidity and premature mortality

Myozyme is the first and only treatment approved for Pompe disease and is indicated for all patients

with the disorder Myozyme specifically targets
the underlying cause of Pompe disease by replacing the

enzyme that is absent or deficient

We have approval to sell Myozyme that is manufactured using 160L bioreactor scale process in

the United States The product produced using the 160L scale process has been reserved for infants

and children because the smaller scale produces limited supply of FDA-approved product for the U.S

market In 2008 and 2009 we had been seeking marketing approval in the United States of

algiucosidase alfa produced using 2000L scale process which we refer to as Lumizyme in the United

States In November 2009 we received complete response letter from the FDA regarding our

application to produce at the 2000L scale stating that satisfactory resolution of deficiencies related to

our Aliston facility were required before the Lumizyme application could be approved We no longer

manufacture the product alglucosidase alfa at the 2000L scale Based on subsequent conversations with

the FDA we decided to seek approval of the product produced using 4000L bioreactor scale process

which will also be known as Lumizyme in the United States We submitted an amendment to the 2000L

BLA to the FDA in December 2009 which the FDA has assigned June 17 2010 action date under

the Prescription Drug User Fee Act or PDUFA We have provided aiglucosidase alfa free of charge to

approximately 180 patients since 2007 under temporary access program and in December 2009

agreed with the FDA to work with the 81 active study sites in the United States to enroll additional



patients into this program We plan to keep open the temporary access program until commercial

approval of 4000L Lumizyme in the United States

In Europe we received approval for the 4000L scale process in February 2009 and as of the first

quarter of 2010 the majority of markets outside of the United States have transitioned to the 4000L

product

Aldurazyme laronidase In 1998 we formed joint venture with BioMarin Pharmaceutical Inc

or BioMarin to develop and market Aldurazyme recombinant form of the human enzyme

alfa-L-iduronidase to treat an LSD known as MPS MPS is progressive debilitating and often

life-threatening disease that encompasses wide and continuous spectrum of clinical presentations

historically classified as Hurler Hurler-Scheie and Scheie syndromes

BioMarin/Genzyme LLC the joint venture entity licenses all intellectual property relating to

Aldurazyme on royalty-free basis to BioMarin and us BioMarin holds the manufacturing rights and

we hold the global marketing rights for Aldurazyme We pay BioMarin tiered payment ranging from

39.5% to 50% of worldwide net product sales of Aidurazyme

Elaprase idursulfase Elaprase is an enzyme replacement therapy developed by Shire for the

treatment of MPS II also known as Hunter syndrome Hunter syndrome is serious progressive

genetic disorder caused by deficiency or absence of the lysosomal enzyme iduronate-2-sulfatase 12S
that affects boys almost exclusively Elaprase treats the underlying cause of Hunter syndrome by

replacing the deficient or absent 12S enzyme We have rights to commercialize the product in Japan

and other Asia Pacific countries under an agreement with Shire We pay Shire profit sharing payment

based on net product sales of Elaprase in our territories

Cardiometabolic and Renal

Our Cardiometabolic and Renal segment derives substantially all of its revenue from the following

products

Control of serum phosphorus

in patients with chronic

kidney disease or CKD on

dialysis In European Union

Renvela also indicated for

CKD patients not on dialysis

with serum phosphorous

Level 1.78 mmol/l

Marketed in the United States since 1999 approved in

Argentina Colombia and Trinidad Tobago in 2009

with commercial sales in two of those countries

Adjunctive diagnostic agent Marketed for this indication since 1998

used in follow up of patients

with well-differentiated

thyroid cancer

Adjunctive treatment for

ablation or destruction of

thyroid remnants in patients

who have had thyroid

removed for the treatment of

well-differentiated thyroid

cancer

Indications StatusProduct

Sevelamer products

Renagel and Renvela

Hectorol

Thyrogen

Renagel marketed since 1998 and Renvela since 2007

Renagel marketing approval received in over

60 countries and Renvela marketing approval received

in approximately 35 countries commercial sales of

sevelamer products in over 60 countries

Secondary

hyperparathyroidism in

patients with stages and

CKD and patients with

stage CKD

Marketed for this indication since 2005

10



Additional details on these products are set forth below

Renagel sevelamer hydrochloride /Renvela sevelamer carbonate Renagel and Renvela are

non-absorbed calcium-free metal-free phosphate binders for the control of serum phosphorus

Renagel which is indicated for the treatment of hyperphosphatemia in patients with CKD on dialysis

has been marketed since 1998 and is available in 400mg and 800mg tablets Renvela is second

generation buffered form of sevelamer In March 2008 we launched Renvela for dialysis patients in

the United States In June 2009 the European Commission approved Renvela for the control of serum

phosphorous in patients with CKD on dialysis and those not on dialysis with serum phosphorous levels

greater or equal to 1.78 mmolIL 5.5mg/dL Renvela is available as 800mg tablets and as powder

formulation The powder formulation was approved in the United States and European Union in 2009

In the United States there are an estimated 393000 dialysis patients approximately 90% of whom

receive phosphate binder There are also an estimated 350000 dialysis patients in Europe 65000 in

Brazil 20000 in Canada and 20000 in Japan

In October 2007 an FDA advisory committee voted to recommend that the agency extend the

indications for phosphate binder use to patients with hyperphosphatemia who have not progressed to

dialysis We have been in discussions with the FDA regarding the treatment of hyperphosphatemic

CKD patients not on dialysis We will continue discussions with the FDA regarding the treatment of

hyperphosphatemic CKD patients not on dialysis however we cannot provide an anticipated timeframe

for potential label expansion

We market our sevelamer therapies in the United States Europe Canada Latin America and

Australia directly to nephrologists through dedicated sales force In the United States approximately

85%90%of our Renagel/Renvela sales are made to three large wholesalers These wholesalers

distribute Renagel/Renvela to retail pharmacies hospitals and other providers of medication to

patients Chugai Pharmaceutical Co Ltd and its partner Kyowa Hakko Kirin Co Ltd have rights to

develop and market Renagel in Japan China and other Pacific Rim countries

Our sales of Renagel/Renvela including sales of bulk sevelamer totaled $706.6 million or 16% of

our total revenue in 2009 $677.7 million or 15% of our total revenue in 2008 and $602.7 million or

16% of our total revenue in 2007

In December 2008 we filed an investigational new drug application or IND for our advanced

phosphate binder Genz-644470 However in November 2009 we discontinued this program because

the results of phase 2/3 clinical study of the advanced phosphate binder did not demonstrate

significant improvement in phosphate lowering compared to Renvela

Hectorol doxercalciferol Hectorol is vitamin D2 pro-hormone product indicated for the

treatment of secondary hyperparathyroidism in patients with stages and CKD 0.5 meg and 1.0 mcg

capsules and in patients with stage CKD on dialysis 2.5 meg capsules and injection Hectorol

provides significant parathyroid hormone or PTH reductions with minimal impact on calcium and

phosphorus levels In 2009 we launched customer-preferred vial container to replace the ampule

formulation in the United States We have also filed marketing applications for Hectorol in Brazil

Chile Israel and Mexico

We market Hectorol in the United States through direct sales force focused on nephrologists

Approximately 85%90%of our U.S Hectorol capsule sales are made to three large wholesalers who

then sell and distribute the product to retail pharmacies hospitals and other providers of medication to

patients For Hectorol IV approximately 85%90%of our sales are made to three primary wholesalers

who then sell and distribute the product to dialysis chains and hospitals In the United States

approximately 70% of end-stage renal disease patients receive vitamin We estimate that there are

between 2.0 million and 4.7 million individuals in the United States with stages and CKD who

have elevated PTH levels although only much smaller number of patients are being treated for the

condition
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In 2007 Genzyme filed an IND for the use of Hectorol in psoriasis patients We initiated clinical

trial in this indication in
early 2008 but discontinued the program in 2009 because the phase results

did not demonstrate significant improvement in psoriasis patients

Thyrogen thyrotropin alfa for injection Thyrogen is an adjunctive diagnostic agent used in the

follow-up of patients with well-differentiated thyroid cancer We developed this product to allow

patients to continue taking their thyroid hormone supplements while they are being screened for

residual or recurring thyroid cancer Thyrogen helps patients avoid the morbidities associated with

hypothyroidism thus increasing the likelihood that they will seek
follow-up care This will ultimately

increase the likelihood of early detection of any recurrent disease which can improve the success rate

of subsequent treatment

We also have
approval to market Thyrogen as an adjunctive treatment for ablation or destruction

of thyroid remnants in patients who have undergone removal of their thyroid for the treatment of

well-differentiated thyroid cancer This indication complements the diagnostic use of Thyrogen in that it

enables use for an additional stage of thyroid cancer management As in its diagnostic use Thyrogen
allows patients to remain on thyroid hormone therapy while undergoing radioiodine ablation thus

helping prevent the morbidities associated with hypothyroidism

There are approximately 65000 new patients diagnosed with differentiated
thyroid cancer annually

in the United States and European Union combined and we believe that Thyrogen has the potential to

be used with approximately 70% of these patients Thyrogen is sold commercially in over 50 countries

Thyrogen is marketed by dedicated sales force and sold to hospitals and doctors offices through
distributors in the United States the European Union Latin America and Asia Pacific Sato

Pharmaceutical Co Ltd has rights to sell and distribute Thyrogen in Japan We currently are pursuing

marketing approvals and expanded indication approvals for Thyrogen in several markets

Biosurgery

Our Biosurgery segment derives substantially all of its revenue from the following products

Product Indications Status

Synvisc/Synvisc-One Treatment of pain Synvisc marketed since 1997 in the United States
Jonexa associated with Synvisc-One marketed in the European Union since

osteoarthritis of the knee 2008 and United States since 2009 Synvisc is

approved in over 70 countries and Synvisc-One in

approximately 45 countries for this indication Jonexa

received marketing approval in the European Union

in September 2009

Synvisc Treatment of pain Approved for this indication in the European Union
associated with and approximately 30 other countries outside of the

osteoarthritis of hip United States Also approved in the European Union

and approximately 15 other countries outside the

United States for treatment of pain assoŒiated with

osteoarthritis of the ankle and shoulder

Sepra family of products Prevention of adhesions Seprafilm marketed since 1996 approved and sold

internal scar tissue commercially in approximately 25 countries

following various

abdominal surgical

procedures

Additional details on these products are set forth below

Synvisc/Synvisc-One hylan G-F 20 Synvisc/Synvisc-One are biomaterial-based products derived

from hyaluronan that are used to treat the pain associated with osteoarthritis or OA of the knee
Synvisc is three-injection OA knee pain therapy that we have marketed since 1997 in the United
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States Synvisc-One our next-generation single-injection product was approved in the European Union

and number of Asian and Latin American countries in 2007 and in the United States in early 2009

An estimated 10 million of the approximately 14 million people in the United States with osteoarthritis

of the knee may be candidates for treatment with Synvisc/Synvisc-One which represents the major

market for these products Synvisc is sold commercially in approximately 40 countries and Synvisc-One

is sold in approximately 20 countries The products are sold through direct sales force in the United

States and Europe and other larger markets and through distributors in our smaller markets who in

turn sell directly to physicians hospitals and pharmacies

We have been investing in research and clinical trials to expand the use of Synvisc/Synvisc-One to

additional joints and thrQugh next-generation approaches Synvisc is approved for the treatment of pain

associated with osteoarthritis of the hip in the European Union and approximately 20 other countries

outside of the United States In the European Union Hong Kong Israel and Malaysia Synvisc is also

approved for the treatment of pain associated with osteoarthritis of the ankle and shoulder

Jonexa hylastan SGL-80 Jonexa is bacterially fermented product derived from hyaluronan that

is indicated for the treatment Of pain associated with OA of the knee and administered in one or two

injections We expect
to launch Jonexa in select European Union markets and Hong Kong in 2010

because we believe opportunity exists in those markets for lower cost more convenient OA treatment

option than locally available multiple injection products

Sepra Products The Sepra family of products is produced from biomaterials derived from

hyaluronan We market the Sepra products primarily through direct sales force in the United States

France and Australia and primarily through distribution arrangements in the rest of the world The

products are sold to hospitals for use during surgery Our Sepramesh IP hernia mesh product is

manufactured and marketed by Davol Inc subsidiary of C.R Bard Inc under license agreement

Seprafilm the first marketed product and largest by sales volume of the Sepra family is the only

FDA-approved product clinically proven to reduce the incidence extent and severity of postsurgical

adhesions following abdominal and pelvic surgery There are approximately million applicable

abdominal and pelvic procedures performed annually in the United States including 1.3 million

Caesarean sections or C-sections largely untapped market The combined total market for these

procedures outside of the United States is approximately equal to the United States market

Sepraspray next generation adhesion barrier is in clinical development to support launch in Europe

and regulatory approvals in the United States and Japan
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Hematologic Oncology

Our Hematologic Oncology segment derives substantially all its revenue from the following

products

Product Indications Status

Clolar Pediatric patients ages to 21 years old with Approved for this indication in the United

relapsed or refractory acute lymphoblastic States in 2004

leukemia or ALL after at least two prior

regimens

Pediatric patients with relapsed or refractory Approved for this indication in the European

ALL after at least two prior regimens and no Union in 2006

other treatment option expected to result in

durable response

Mozobil For use in combination with granulocyte-colony Approved for this indication in the United

stimulating factor or G-CSF to mobilize States in December 2008

hematopoietic stem cells to the peripheral

blood for collection and subsequent autologous

transplantation in patients with non-Hodgkins

lymphoma or NHL and multiple myeloma or

MM

For use in combination with G-CSF to enhance Approved for this indication in the European

mobilization of hematopoietic stem cells to the Union in July 2009 commercial sales in

peripheral blood for collection and subsequent approximately European countries

autologous transplantation in patients with

lymphoma and MM whose cells mobilize poorly

Campath/ Treatment of B-cell chronic lymphocytic Marketed in the United States since 2001

MabCampath leukemia or B-CLL approved for this indication in the United

States since 2007

Treatment of B-CLL patients for whom Marketed in the European Union since 2001

fludarabine combination chemotherapy is not approved for this indication in the European

appropriate Union in 2007 The product is approved and

commercially available for the treatment of

B-CLL in approximately 60 countries

Fludara Second-line therapy for B-CLL patients who Marketed for this indication since 1991

have failed previous treatment with alkylating approved in over 100 countries

agents

First-line therapy for B-CLL Marketed for this indication since 2003

approved in over 60 countries for this

indication excluding the United States

Second-line treatment of low grade NHL Marketed for this indication since 2000

approved in approximately 30 countries for

this indication excluding the United States

Leukine Use following induction chemotherapy in older Approved only in the United States

adults with acute myelogenous leukemia or marketed since 1995

AML to shorten time to neutrophil recovery

and reduce incidence of severe life threatening

infections and infections resulting in death and

four additional indications described below

Additional details on these products are set forth below
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Clolar clofarabine Clolar is purine nucleoside metabolic inhibitor indicated for the treatment

of pediatric patients with relapsed or refractory acute lymphoblastic
leukemia after at least two prior

regimens An estimated 700 children worldwide approximately 300 in the United States experience

second relapse and require therapy every year Clolar is marketed under the brand name Clolar in

North and South America and as Evoltra elsewhere in the world Clolar is approved and sold

commercially in approximately 30 countries We market and sell Clolar in the United States primarily

through direct sales force focused on hematologists and oncologists in clinic and hospital settings

Outside the United States we market the product through direct sales forces but sales are primarily

made to wholesalers and other distributors

We filed for FDA approval of Clolar to treat previously untreated adults age 60 years or older with

AML who have at least one unfavorable prognostic factor In October 2009 we received complete

response letter from the FDA recommending that randomized controlled clinical study be conducted

for this indication In addition we have discussed our adult AML development plans with the EMAs

Committee for Human Medicinal Products or CHMP and based on the CHMP feedback

randomized controlled data would also be required We are awaiting
the availability of additional data

from ongoing company and investigator sponsored studies before seeking approval for this indication

in the United States and European Union We are conducting randomized controlled phase trial

comparing Clolar in combination with cytarabine to cytarabine plus placebo in relapsed and refractory

adult AML patients 55 years
old or older and results from this trial are expected in late 2010 Clolar

has been granted orphan drug status for ALL and AML in both the United States and European

Union We are also developing an oral formulation of Clolar and have initiated clinical trials for the

treatment of myelodysplastic syndrome or MDS

Mozobil plerixafor injection Mozobil is approved for use in the United States in combination

with CSF to mobilize hematopoietic stem cells to the peripheral blood for collection and subsequent

autologous transplantation in patients with MM and NHL and in the European Union in patients with

lymphoma and MM whose cells mobilize poorly Mozobil has been granted Orphan drug status in the

United States for use to improve the yield of progenitor cells in the apheresis product for subsequent

stem cell transplantation following myelosuppressive or myeloablative chemotherapy We market

Mozobilin the United States and European Union primarily through direct sales force focused on

hematologists oncologists and transplant specialists
in clinic and hospital settings In the United States

sales are made to one distributor who distributes Mozobil to providers of the therapy to patients In

the European Union sales are made to distributors aswell as directly to clinics and hospitals

It is estimated that approximately 55000 hematopoietic stem cell transplants are performed each

year globally for MM NHL Hodgkins lymphoma and Other conditions Of these approximately

20000 invOlve allogeneic stem cell transplants an indication for which Mozobil is nOt approved We
have begun early preclinical and clinical investigations to explore additional therapeutic indications for

Mozobil including mobilization of hematopoietic stem cells for allogeneic stem cell transplants and

tumor sensitization in oncology/hematology indications such as AML

Campath alemtuzumab Campath is humanized monoclonal antibody indicated as single

agent for the treatment of CLL in the United States and indicated for the treatment of patients with

CLL for whom fludarabine combination therapy is not appropriate in the European Union We
estimate that there are over 13000 patients in the United States and 16000 outside of the United

States now eligible to receive the product Campath is approved and sold commercially in

approximately 60 countries Campath is marketed in the United States as Campath and in many

countries outside the United States as MabCampath

Prior to June 2009 we shared with Bayer certain commercialization rights for Campath for the

treatment of B-CLL and the product was marketed and distributed by Bayer or its affiliates We
received two-thirds of Campath net profit on U.S sales and royalty on international sales At the end
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of May 2009 we acquired worldwide rights to Campath for the treatment of B-CLL as well as all

other indications except for solid organ transplant We market Campath primarily through dedicated

sales force focused on hematologists and oncologists in clinic and hospital settings In the United

States sales are made to wholesalers who distribute Campath to the providers of the therapy to

patients Outside the United States sales are also primarily made to wholesalers and other distributors

We are exploring Campaths use in variety of combinations In December 2009 we announced

data from phase clinical trial comparing Campath in combination with Fludara to Fludara alone in

patients with relapsed and refractory chronic lymphocytic leukemia or CLL Based on the studys

positive preliminary findings we intend to seek regulatory approvals to further broaden the Campath
label to include the use of this combination regimen

We have completed enrollment in two phase clinical trials of alemtuzumab for MS We expect to

obtain data from these trials in 2011 At the end of May 2009 we acquired from Bayer worldwide

rights to commercialize alemtuzumab for MS Prior to this transaction we shared with Bayer

development and commercial rights to alemtuzumab for MS Under our revised arrangement with

Bayer prior to regulatory approval we have primary responsibility for the product development while

Bayer continues to fund development at the levels specified under the previous agreement and

participates in development steering committee We have worldwide commercialization rights with

Bayer retaining an option to co promote alemtuzumab for MS

Fludara fludarabine phosphate Fludara is purine nucleotide analog that inhibits the synthesis

of new DNA and thus prevents leukemia cells from multiplying Fludara has been approved for the

treatment of B-CLL and also for low-grade NHL Fludara is approved in approximately 100 countries

We market an oral formulation of Fludara in the European Union Latin America and Asia and the

product is marketed by Sanofi-Aventis as OfortaTM in the United States For the IV formulation our

marketing efforts are primarily focused outside of the United States Sales are primarily made to

wholesalers and other distributors who distribute Fludara to providers of the therapy to patients

Leukine sargrarnostim Leukine is colony stimulating factor that helps fight infection and

disease in appropriate patients by enhancing immune cell function Leukine is the only growth factor

approved in the United States for use following induction chemotherapy in older adults with AML to

shorten the time to neutrophil recovery and reduce the incidence of severe and life-threatening

infections and infections resulting in death Leukine also has been approved in the United States for

use in four additional indications myeloid reconstitution following allogØneic and autologous bone

marrow transplantation peripheral blood stem cell or PBSC mobilization and subsequent myeloid

reconstitution in patients undergoing PBSC transplantation and bone marrow transplantation failure or

engraftment delay We market Leukine primarily through direct sales force focused on hematologists

and oncologists in clinic and
hospital settings Sales are made to wholesalers who distribute Leukine to

providers of the therapy to patients

Competition

We are engaged in segments of the human healthcare products and services industry that are

highly competitive Our
competitors in the United States and elsewhere include major pharmaceutical

biotechnology diagnostic testing and medical device companies and generic and biosimilar

manufacturers Some of these competitors may have more extensive research and development

regulatory manufacturing production and sales and marketing capabilities Some competitors may have

greater financial resources These companies may succeed in developing products and services that are

more effective or more economical than any that we have or may develop and may also prove to be

more successful than we are in manufacturing marketing and selling products and services In addition

technological advances or different approaches developed by one or more of our competitors may
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render our products and services obsolete less effective or uneconomical Each of our products and

services faces different competitive challenges and we describe many of them below

Genetic Diseases

Cerezyme Zavesca is currently the oniy other marketed product aimed at treating Gaucher

disease Zavesca is small molecule oral therapy marketed by Teva Pharmaceutical Industries Ltd in

Israel and Actelion Ltd in the United States European Union and other markets Zavesca has been

approved for use in patients with mild to moderate Type Gaucher disease for whom enzyme

replacement therapy is unsuitable To date virtually all Gäucher disease patients who have received

enzyme therapy have experienced strong
clinical benefits with few side effects so Zavesca has not had

significant impact on our sales of Cerezyme

Shire plc is developing velaglucerase gene-activated human glucocerebrosidase therapy for the

treatment of Gaucher disease and Protalix Biotherapeutics Ltd or Protalix is developing taliglucerase

plant-derived human glucocerebrosidase or prGCD therapy In August 2009 Shire submitted New

Drug Application or NDA to the FDA for its therapy and in December 2009 Protalix submitted its

NDA to the FDA The FDA has granted fast track designation for both companies NDAs and

granted orphan drug status for both therapies Shires application has received PDUFA date of

February 28 2010 In February 2010 Protalix announced that the FDA has requested additional data

regarding the Chemistry Manufacturing and Controls or CMC section of its NDA Shire also

submitted Marketing Authorization Application or MAA to the EMA for its therapy in November

2009 In addition Shires and Protalixs therapies are currently being provided to patients in the United

States under treatment investigational new drug or treatment IND protocol as well as to patients in

the European Union through pre-approval access programs In December 2009 Protalix and Pfizer

entered into an agreement to develop and commercialize Protalixs therapy with Protalix retaining

rights in Israel

Other competitors could develop competitive products based on protein replacement therapy

small molecule or gene therapy approaches Orphan drug status for Cerezyme which provided us with

exclusive marketing rights for Cerezyme in the United States for seven years expired in 2001

Fabrazyme Replagal Shires enzyme replacement therapy for Fabry disease competes with

Fabrazyrne in the European Union and many other countries outside the United States Although

Fabrazyme has marketing exclusivity in the United States until April 2010 due to its orphan drug status

Replagal is currently available to U.S Fabry patients under an FDA-approved treatment IND protocol

Shire has submitted biologics license application or BLA with the FDA for Replagal and beçn

granted fast track designation Amicus Therapeutics is conducting in the United States phase

clinical trial of AmigalTM its experimental small molecule pharmacological chaperone treatment for

Fabry disease and has been in discussions with the EMA about separate phase clinical trial for

registration in the European Union

Myozyme Myozyme has marketing exclusivity in the United States until 2013 and in the

European Union until 2016 due to its orphan drug status Amicus Therapeutics or Amicus is

developing small molecule pharmacologic chaperone treatment for Pompe disease Amicus initiated

phase clinical trial in June 2008 but announced in February 2009 that they had suspended enrollment

for this trial and had received notice from the FDA that the trial is on clinical hold In October 2009

Amicus initiated another phase study of its treatment

Aldurazyme Aldurazyme has marketing exclusivity in the United States until April 2010 and in

the European Union until 2013 due to its orphan drug status There are currently no other

biopharmaceutical products on the market to treat MPS For some patients particularly Hurler
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patients under two years of age hematopoietic stem cell transplantation may be an appropriate

treatment

Elaprase There are currently no other biopharmaceutical products on the market to treat

MPS II

Cardiometabolic and Renal

Renagelsevelamer carbonate/Renvela sevelamer hydrochloride Sevelamer is the most prescribed

phosphate binder in the United States Phosphate binders are currently the only available therapeutic

treatments for hyperphosphatemia or elevated serum phosphorus levels in CKD patients on dialysis

In addition to Renagel and Renvela there are several phosphate binder options available including

PhosLo prescription calcium acetate preparation sold by Fresenius Medical Care and Fosrenol

prescription lanthanum carbonate sold by Shire Generic formulations of PhosLo manufactured by

Roxane Laboratories Inc and Sandoz were launched in the United States in 2008 and 2009 Fosrenol

is marketed in the United States Europe Canada and Latin America Other products used as

phosphate binders include over-the-counter calcium-based antacids such as TUMS and metal-based

options such as aluminum and magnesium Our core patents protecting Renagel and Renvela expire in

2014 in the United States and in Europe in 2015 However our Renagel and Renvela patents are the

subjects of Abbreviated New Drug Application or ANDA filings in the United States by generic drug

manufacturers as described in more detail in Part Item Legal Proceedings of this report and in

the Risk Factors section of Part II Item under the heading Some of our products may face

competition from lower cost generic or follow-on products

The doses necessary for calcium products to achieve adequate reductions in phosphate absorption

can lead to harmful side effects such as hypercalcemia Evidence suggests that increasing doses of

calcium based binders may lead to cardiac calcification Aluminum hydroxide metal based treatment

option is more effective at lowering phosphorus but it is infrequently used because aluminum

absorbed from the intestinal tract accumulates in the tissues of patients with chronic kidney failure

causing aluminum-related osteomalacia anemia and dementia Lanthanum the metal-based option

marketed by Shire as Fosrenol is an effective phosphate binder but with limited long-term safety data

Several animal studies suggest lanthanum absorption may lead to harmful mxicities

Hectorol To manage secondary hyperparathyroidism in CKD patients clinicians base their

treatment decisions on safety efficacy and cost For CKD patients who have not advanced to dialysis

clinicians typically use vitamin D3 or vitamin D2 analog to manage PTH levels Oral calcitriol

vitamin D3 analog is the market leader and is primarily used first line Roche Pharmaceuticals

division of Hoffman-LaRoche Ltd or Roche markets oral calcitriol brand name Rocaltrol and

Teva markets generic version The two vitamin D2 analogs used to control secondary

hyperparathyroidism are Hectorol doxercalciferol capsules and Zemplar paricalcitol capsules

Zemplar capsules are marketed and manufactured by Abbott Laboratories Inc or Abbott

Most dialysis patients receive injectable vitamin rather than oral vitamin to manage secondary

hyperparathyroidism For patients on dialysis vitamin D2 analogs such as Hectorol doxercalciferol

injection and Zemplar paricalcitol injection are primarily used Zemplar injection is marketed by

Abbott and is viewed to offer similar efficacy and safety to Hectorol Intravenous calcitriol known as

Calcijex is Vitamin D3 that is manufactured byAbbott Calcijex is rarely used in the dialysis market

for management of secondary hyperparathyroidism

Since 2004 Amgen Inc or Amgen has been marketing an oral calcimimetic agent brand name

Sensipar for the treatment of secondary hyperparathyroidism in patients with CKD on dialysis

Sensipar is marketed around the world and is typically used in combination with vitamin analog

and phosphate binder
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Thyrogen Thyrogen has no competitive product in the market The medical alternative to

Thyrogen is to withdraw the patient from thyroid hormone replacement therapy which makes the

patient hypothyroid and may cause many of the co morbidities associated with hypothyroidism

Biosurgery

SynvicISynvisc-One Synvisc/Synvisc-One face competition from other viscosupplementation

products in the United States and international markets These other products compete with Synvisc/

Synvisc-One based on price and product performance Current competition for Synvisc/Synvisc-One

includes Supartz product manufactured by Seikagaku Kogyo that is sold in the United States by

Smith Nephew Orthopaedics and in Japan by Kaken Pharmaceutical Co under the name Artz

Hyalgan produced by Fidia Farmaceutici S.p.A and marketed in the United States by Sanofi-Aventis

Orthovisc produced by Anika Therapeutics Inc and marketed in the United States by Johnson

Johnson and marketed outside the United States through distributors Euflexxa product

manufactured and sold by Ferring Pharmaceuticals in the United States and Europe and Durolane
manufactured by 0-Med AB and marketed outside the United States by Smith Nephew Orthopedics

Additional lower cost local products are also available in markets outside the United States

Durolane and Euflexxa are produced by bacterial fermentation as opposed to Synvisc/Synvisc One
which are avian-sourced Production via bacterial fermentation may represent competitive advantage

for these products In addition the treatment protocol for Durolane is single-injection which is

approved in the European Union but not in the United States We have received approval to market

Synvisc-One in the European Union and the United States We believ that single injection products

will have competitive advantage over multiple injection products We are aware of various

viscosupplementation products on the market or in development including some that are pursuing

single injection delivery but are unaware of any products that have physical properties of viscosity

elasticity or molecular weight comparable to those of Synvisc/Synvisc-One Single injection products

include Anikas MonoviscTM which is marketed in the European Union and under PMA review with

the FDA Seikagaku Kogyos Gel-200 which received non-approvable letter from the FDA in January

2010 and Durolane which was not recommended for approval by an FDA advisory panel in the second

quarter of 2009 Anika has announced that it expects to receive FDA approval of Monovisc in the

second half .of 2010 We are also unaware of any products that achieve our duration of efficacy with

only three injections or any other single injection products with duration of efficacy comparable to

Synvisc-One

Sepra Products The Sepra products face competition from other adhesion prevention

technologies Another competitive factor affecting the use of Sepra products is the extent to which

surgeons Continue to treat patients using procedures for which the Sepra products are indicated For

example Seprafilm adhesion barrier iS not indicated for use in laparoscopic procedures so adoption by

surgeons of new laparoscopic procedures could have the effect of limiting Seprafilm adhesion barrier

adoption

Seprafiim does not have significant on-label direct competition in the area of digestive surgery in

the United States but does compete with other products in gynecologic surgery
indications Baxter

Healthcare currently markets Adept Adhesion Reduction Solution which is liquid solution approved

in the United States for gynecologic laparoscopic adhesiolysis The labeled indications for Seprafilm

and Adept are mutually exclusive though off-label use of each may result in limited competition

Gynecare Worldwide division of Ethicon mc Johnson Johnson company markets Interceed
sheet adhesion barrier similar in intended use to Seprafilm with an indicated use only for open

gynecological procedures In Japan Seprafilm competes with Interceed We are aware of additional

products that are in clinical development In Europe and other markets that accept the CE mark

Seprafilm competes with several adhesion prevention products
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Hematologic Oncology

Clola Since FDA approval in December 2004 Clolar has become the standard of care in its

labeled indication for the treatment of pediatric patients ages to 21 years old with relapsed or

refractory ALL after at least two prior regimens Other therapies available for patients in second

relapse include cytarabine and mitoxantrone These agents are available as generics with no significant

commercial promotion Arranon nelarabine marketed by GlaxoSmithKline or GSK is indicated for

the treatment of patients with T-cell ALL whose disease has not responded to or has relapsed following

treatment with at least two chemotherapy regimens T-cell ALL is estimated to represent less than 20%

of pediatric ALL There are limited number of anti-cancer agents in clinical trials for the treatment

of relapsed pediatric ALL patients including epratuzamab which is being developed by

Immunomedics Inc

Mozobil The primary competition for Mozobil is existing methodologies for mobilizing stem cells

which include the use of various chemotherapy agents in combination with growth factors and the use

of growth factors alone Mozobil is the first known small molecule indicated in combination with

G-CSF to mobilize hematopoietic stem cells to the peripheral blood for collection and subsequent

autologous transplantation in patients with NHL and MM Mozobil offers advantages over existing

methodologies because for certain patients Mozobil will allow them to mobilize sufficient number of

stem cells to proceed to autologous stem cell transplant which they may not have been able to achieve

with the existing methodologies For larger segment of the patient population in contrast to existing

methodologies Mozobil may decrease the number of apheresis sessions required to collect sufficin.t

number of stem cells Accordingly the predictability of stem cell mobilization associated with the use Of

Mozobil may result in more efficient use of transplant centers apheresis machines and staff time We
are aware of other stem cell mobilization agents under preclinical or clinical development

Campath Campath has become well-established therapy for the treatment of B-CLL patients

since its initial FDA approval in May 2001 Other therapies administered to patients with B-CLL

include single agent and combination chemotherapy regimens and rituximab which is marketed as

Rituxan by Biogen Idec Inc and Genentech Inc in the United States and as MabThera by Roche

outside of the United States In 2008 Cephalon Inc began marketing Treanda bendamustine in the

United States chemotherapy approved for the treatment of B-CLL In October 2009 ArzerraTM

ofatumumab which is marketed by GSK was approved in the United States for the treatment of

patients with CLL refractory to fludarabine and alemtuzumab Other therapies under clinical study for

the treatment of -CLL include lenalidomide flavopiridol and several next-generation anti-CD 20

antibodies

Fludara Treatment regimens using Fludara are the standard of care in CLL patients worldwide

and commonly used in NHL and relapsed AML patients The primary competition for both the IV and

oral formulations of Fludara are IV generics

Leukine Leukine primarily competes with two colony stimulating growth factors Neupogen

filgrastim and Neulasta pegfilgrastim both of which are marketed by Amgen Neupogen and

Leukine are both short acting and dosed daily while Neulasta pegylated version of Neupogen is

dosed weekly Neupogen and Neulasta are broadly indicated for chemotherapy induced-neutropenia

Leukine on the one hand and Neupogen and Neulasta on the other hand have different mechanisms

of actions Neupogen and Neulasta stimulate proliferation and differentiation of neutrophils lineage

of hematopoietic progenitor cells Leukine stimulates not only the proliferation and differentiation of

neutrophils but other cell types such as macrophages and dendritic cells
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Strategic Alliances

We have entered into strategic alliances with third parties that give us the right to develop

manufacture market and/or sell products Our most significant current alliances for investigational

therapies are described below These alliances reduce the risk of incurring all the research and

development expenses associated with product candidate and ultimately not ending up with

revenue-generating product However the gross margins on products developed through strategic

alliance are generally lower than the gross margins on un partnered products because profits from

alliance products are shared with our strategic partners

BayerDevelopment of alemtuzumab for MS

The terms of our collaboration with Bayer for the development of alemtuzumab for MS are

described above under the heading Products and ServicesHematologic Oncology

Osiris Therapeutics Inc

In October 2008 we entered into strategic
alliance with Osiris Therapeutics mc or Osiris

whereby we obtained an exclusive license to develop and commercialize Prochymal and Chondrogen

mesenchymal stem cell products outside of the United States and Canada Osiris will commercialize

Prochymal and Chondrogen in the United States and Canada We paid Osiris total of $130 million

in nonrefundable upfront payments in 2008 and 2009 The results of these programs are primarily

included in our immune mediated diseases business unit which are reported under the category

Other in our segment disclosures

Osiris will be responsible for completing at its own expense all clinical trials of Prochymal for the

treatment of Graft-versus-Host Disease or GvHD and Crohns disease both of which are in phase

trials and clinical trials of Prochymal and Chondrogen through phase for all other indications Osiris

will be responsible for 60% and we will be responsible for 40% of the clinical trial costs for phase

and clinical trials of Prochymal other than for the treatment of GvHD and Crohns disease and

Chondrogen Osiris is eligible to receive

up to $500.0 million in development and regulatory milestone payments for all indications of

Prochymal and up to $100.0 million for Chondrogen unless we elect to opt out of further

development of Chondrogen and

up to $250 million in sales milestones for all indications of Prochymal and up to $400 million

in sales milestones for all indications of Chondrogen for the prevention and treatment of

conditions of articulating joints

Osiris is also eligible to receive tiered royalties from us on sales of Prochymal and Chondrogen outside

of the United States and Canada In September 2009 Osiris announced that its two phase trials

evaluating Prochymal for the treatment of acute GvHD failed to meet their primary endpoints

PTC Therapeutics Inc

In July 2008 we entered into strategic alliance with PTC Therapeutics Inc or PTC to develop

and commercialize ataluren formerly known as PTC124 PTCs novel oral therapy in late-stage

development for the treatment of nonsense-mutation-mediated Duchenne muscular dystrophy or

DMD and nonsense-mutation-mediated cystic fibrosis or CE Under the terms of our license and

collaboration agreement PTC will commercialize ataluren in the United States and Canada and we

will commercialize the treatment in all other countries We paid PTC nonrefundable upfront payment

of $100.0 million At its own expense PTC will conduct and be responsible for the phase 2b trial of

ataluren in DMD the phase 2b trial of ataluren in CF and two proof-of-concept studies in other

indications to be determined Once these four studies have been completed we and PTC will share
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research and development costs for ataluren equally We and PTC will each bear the sales and

marketing and other costs associated with the commercialization of ataluren in our respective

territories PTC is eligible to receive up to $337 million in milestone payments as follows

up to $165.0 million in development and approval milestones the majOrity of which would be

paid upon the receipt of approvals obtained outside of the United States and Canada and

up to $172 million in sales milestones commencing if and when annual net sales for ataluren

outside of the United States and Canada reach $300.0 million and increasing in increments

through revenues of $2.4 billion

PTC is also eligible to receive tiered royalties from sales of ataluren outside of the United States

and Canada The results of our ataluren program are included in the results of our Genetic Diseases

segment disclosures

Isis Pharmaceuticals Inc

In January 2008 we entered into strategic alliance with Isis Pharmaceuticals Inc or Isis

whereby we obtained an exclusive worldwide license to develop and commercialize mipomersen
lipid lowering drug targeting apohpoprotein 100 which is currently being developed for the

treatment of familial hypercholesterolemia or FH an inherited disorder that causes exceptionally high

levels of LDL cholesterol Under our agreements with Isis we paid Isis $175 million upfront

nonrefundable license fee and also paid Isis $150.0 million to purchase five million shares of Isis

common stock Isis will be responsible at its own expense for up to $125.0 million for the development

of mipomersen Thereafter we and Isis will share development costs for mipomersen equally The

initial funding commitment by Isis and shared development funding commitment end when the

mipomersen program is profitable In the event the research and development of mipomersen is

terminated prior to Isis completing its funding obligation we are not entitled to any refund of our

$175.0 million upfront payment Isis is eligible to receive up to $750.0 million in commercial milestone

payments and up to $825.0 million in development and regulatory milestone payments

We will be responsible for funding sales and marketing expenses until mipomersen revenues are

sufficient to cover such costs Profits on mipomersen initially will be allocated 70% to us and 30% to

Isis The profit ratio would be adjusted on sliding scale if and as annual revenues for mipomersen

ramp up to $2.0 billion at which point we would share profits equally with Isis The results of our

mipomersen program are included in the results of our cardiovascular business unit which are reported

in our Cardiometabolic and Renal segment disclosures

Manufacturing and Raw Materials

Manufacturing

Our manufacturing operations consist of bulk manufacturing formulation and fill-finish or

tableting activities for our products and product candidates for both commercial and clinical purposes
We also use third party contractor manufactures to produce or assist in the production of certain of our

existing products and clinical product candidates Manufacturing for each of our business segments is

described in more detail below

Genetic Diseases We currently produce bulk Cerezyme and Fabrazyme at our Allston facility

bulk Fabrazyme and 160L Myozyrne at small-scale manufacturing facility in Framingham

Massachusetts and 4000L Myozyme at our manufacturing facility in Geel Belgium Bulk Aldurazyme is

produced by BioMarin We fill-finish Cerezyme and Myozyme at our facility in Waterford Ireland and

fill-finish Cerezyme Myozyme and Fabrazyme at our Allston facility We are working with third party

contract manufacturer to transfer fill-finish activities to the contract manufacturer for portion of our
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Fabrazyme Cerezyme and Myozyme production Aldurazyme is fill-finished by separate
third

party

contract manufacturers

Cardiometabolic and Renal At our manufacturing facility in Haverhill England we manufacture

the majority of our supply requirements for sevelamer hydrochloride the active ingredient in Renagel

and sevelamer carbonate the active ingredient in Renvela We also rely on one contract manufacturer

for the production of bulk sevelamer Tableting operations for Renagel and tableting and powder

operations for Renvela are conducted at our Waterford facility

For Hectorol we contract out the bulk manufacturing to one contract manufacturer and the

fill finish work for the capsule to one contract manufacturer We fill finish the vial formulation of

Hectorol at our manufacturing facility in Ridgefield New Jersey We manufacture bulk Thyrogen at our

small-scale facility in Framingham Massachusetts and fill-finish the product at our Allston facility We

are working to transfer fill-finish of this product to contract manufacturer

Biosurgeiy All of the production for Synvisc/Synvisc-One and our other hyaluronan-based

products takes place at our Ridgefield New Jersey facility We produce bulk hyaluronic acid and finish

and package the Sepra family of products at our biomaterials manufacturing facility in Framingham

Massachusetts

Hematologic Oncology We currently contract out bulk manufacturing and fill-finish work for our

Hematologic Oncology products In 2009 we received approval from the European Union to begin

bulk manufacturing Campath at our Gee facility but are using supply from our contract manufacturer

to meet demand We expect to apply for U.S approval of this facility for Campath bulk nanufacturing

in 2010

Manufacturing Investments

Our manufacturing operations require significant capital investments both for maintenance and

regulatory compliance as well as for expanding current facilities and building new facilities Our key

manufacturing projects include

construction of new manufacturing facility in Framlngharn Massachusetts with capacity for

production of bulk Fabrazyme and bulk Cerezyme The plant will include four 2000L

bioreactors The first engineering runs for Fabrazyme are expected to begin in the first half of

2010 with FDA approval for commercial production of Fabrazyme currently anticipated in 2011

addition of third 4000L bioreactor at our Geel facility for the production of bulk Myozyme
which is currently anticipated to be approved in 2011

expanding fill-finish capacity at our Waterford facility which will increase our internal filling

capacity for our lyophilized products including Genetics Diseases products by four fold We

currently anticipate approval for the new capacity
in 2011 and

construction of new manufacturing facility in Lyon France for bulk production of

Thymoglobulin which is expected to be approved in 2011

Raw Materials

Some raw materials and components needed for manufacturing our products are provided by third

party suppliers Most of the principal materials we use in our manufacturing operations are available

from more than one source and in quantities adequate to meet our needs However in some cases

such materials are specifically cited in our marketing applications with regulatory authorities so that

they must be obtained from that specific source unless and until the applicable regulatory authority

23



approves another supplier In addition there may be only one available source for particular chemical

or component

Also certain raw materials required for the manufacturing of our products are derived from

biological sources including bovine serum and human serum albumin Such raw materials are difficult

to procure and may be subject to contamination or recall Although these materials are subject to

extensive testing to demonstrate they are contaminate free there is risk that contaminant such as

viruses may not be detected Some countries in which we market our products may restrict the use of

biologically derived substances in the manufacture of drugs We have been investigating alternatives to

biological sources and alternative manufacturing processes that do not require the use of biologically

sourced raw materials Implementation of any of these alternatives would require regulatory approval

Patents License Agreements and Trademarks

In general we pursue policy of obtaining patent protection both in the United States and in

selected countries outside the United States for subject matter we consider patentable and important to

our business Patents owned by us that we consider important to our business include the following

Genetic Diseases

Cerezyme is protected by U.S Patent Nos 5236838 which expires on August 17 2010 5549892
which expires on August 27 2013 6451600 which expires on September 17 2019 and corresponding

international counterparts Myozyme is protected by U.S Patent Nos 6118045 which expires on

August 18 2018 7351410 which expires on October 29 2020 and 7655226 which expires on

December 16 2019 and corresponding international counterparts

Cardiometabolic and Renal

Renagel and Renvela are protected by U.S Patent Nos 5667775 which expires on September 16

2014 5496545 6509013 7014846 and 7459151 which expire on August 11 2013 and corresponding

international counterparts Renagel is also protected by U.S Patent No 6733780 which expires on

October 18 2020 and corresponding international counterparts Renvela is also protected by U.S

Patent No 6858203 which expires on September 20 2013 and corresponding international

counterparts Hectorol is protected by U.S Patent Nos 5602116 which expires on February 11 2014

5869472 which expires on February 2016 and corresponding international counterparts In addition

Hectorol for injection is protected by U.S Patent No 7148211 which expires September 14 2023

Thyrogen is protected by U.S Patent Nos 5240832 and 5674711 which expire on August 31 2010

5602006 which expires on February 11 2014 5658760 which expires on August 19 2014 and

corresponding international counterparts

Biosurgey

Synvisc is protected by U.S Patent Nos 5143724 which expires on August 2011 5399351
which expires on March 21 2012 and corresponding international counterparts Seprafilm is protected

by U.S Patent No 5527893 which expires on June 18 2013 and corresponding international

counterparts

Hematologic Oncology

Mozobil is protected by U.S Patent Nos 5583131 which expires on December 10 2013 6987102
which expires on July 22 2023 and corresponding international counterparts

In addition portion of our proprietary position is based upon patents that we have licensed from

others either through collaboration or traditional license agreements These licenses generally are
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worldwide exclusive for fixed duration and require us to use reasonable or diligent efforts to develop

and commercialize the relevant product and to pay on-going royalties on product sales Our licensed

patents that we consider important tä our business include the following

Fabrazyme is protected by Patent No 5356804 which is licensed from Mount Sinai School

of Medicine of the City of New York and expires on September 27 2015

Aldurazyme is protected by numerous U.S patents licensed from BioMarin and Harbor-UCLA

Research and Education Institute and international counterparts U.S Patent Nos 6426208

7041487 and 7354576 expire on November 12 2019 U.S Patent Np 6569661 expires on

April 23 2020 U.S Patent Nos 6585971 and 6858206 expire on July 202ft

Myozyme is protected by U.S Patent No 7056712 which is licensed from Duke University and

Synpac Pharmaceuticals U.K Limited and expires on February 26 2023 and international

counterparts

Thyrogen is protected by U.S Patent No 5840566 which is licensed from Sloan-Kettering

Institute for Cancer Research and expires on November 24 2015

Clolar is protected by U.S Patent No 5661136 which is licensed from Southern Research

Institute and expires January 14 2018 and international counterparts

Campath is protected by U.S Patent Nos 5846534 and 6569430 which are licensed.from

British Technology General and expire on December 2015 and international counterparts

Fludara oral formulation is protected by U.S Patent Nos 7547776 and 7148207 which are

licensed from Alcafleu Management GmbH Co KG Alcafleu and expire December 10 2018

and December 20 2022 respectively and international counterparts

Leukine is protected by U.S Patent Nos 5393870 and 5229496 which are licensed from

Alcafleu and expire on July 20 2010 Leukine is also protected by U.S Patent No 5391485

which is licensed from Bayer and expires on February 21 2012

Generally patents issued in the United States are effective for

the longer of 17
years

from the date of issue or 20
years

from the earliest effective filing date of

the corresponding patent application if filed prior to June 1995 and

20
years

from the earliest filing date for patent applications filed on or after June 1995

In some cases the
patent term can be extended to recapture portion

of the term lost during FDA

regulatory review The duration of foreign patents varies in accordance with local law

We also rely on trade secrets proprietary know-how and continuing technological innovation to

develop and maintain competitive position in our product areas We generally require our employees

consultants and collaborators who have access to our proprietary information to sign confidentiality

agreements

Our
patent position and proprietary technology are subject to certain risks and uncertainties We

reference information about these risks and uncertainties in Item 1A Risk Factors of this report

We encourage you to read that information which we are incorporating into this section by reference

Our products and services are sold around the world under brand-name trademarks and service

marks Trademark protection continues in some countries as long as the mark is used in other

countries as long as its registered Registrations generally are for fixed but renewable terms We

consider our registered trademarks Genzyme Cerezyme Ceredase Fabrazyme Thyrogen

Myozyme Renagel Renvela Hectorol Thymoglobulin Campath MabCampath Clolar

Evoltra Mozobil Synvisc SynviscOne Carticel MACI GlucaMesh GlucaTex Sepra
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Seprafilm Sepragel Seprapack Sepramesh Sepraspray Hylaform Lipobridge Captique

Epicel OSOM N-geneous Direct LDL GlyPro InSight and AFP4 together with our

trademarks LumizymeTM Jonexa Lymphoglobuline TM Cholestagel iM Hylashield NiteTTM TM

L0ngSAGETM and SPHERETM BioMarin/Genzyme LLCs registered trademark Aldurazyme Shires

registered trademark Elaprase and Alcafleus registered trademarks Fludara and Leukine in the

aggregate to be of material importance to our business

Government Regulation

Regulation by governmental authorities in the United States and other countries is significant

factor in the development manufacture commercialization pricing and reimbursement of our products

and services

FDA Approval

Most of our products and services require approval from the FDA and corresponding agencies in

ether iirtrie hefrwe their eiii he mTlrketed Tii the Inited cttez we niTirket nrdiiit that the FflA

classifies as either drugs biologics or devices The activities required before drugs or biologics

may be marketed in the United States include

preclinical laboratory tests in vitro and in vivo preclinical studies and formulation and stability

studies

the submission to the FDA of an application for human clinical testing which is known as an

IND application

adequate and well controlled human clinical trials to demonstrate the safety and effectiveness of

the drug or biologic

the submission of NDA for drug or BLA for biologic and

the approval by the FDA of the NDA or BLA

The FDA reviews all available data relating to safety efficacy and quality and assesses the risk

benefit of product before granting approval The data assessed by the FDA in reviewing BLA or

NDA includes animal or pre-clinical testing data chemistry and manufacturing controls data and

clinical safety and efficacy data

The FDA may grant accelerated approval for drugs and biologics on the basis of surrogate

endpoint reasonably likely to predict clinical benefit In such cases we are required to conduct

post-approval clinical studies to confirm the clinical benefit of the surrogate endpoint that was the basis

of the accelerated approval These clinical studies require the collection of additional data before full

approval will be given and can often be long-term commitments Although the FDA has not historically

invoked its authority to withdraw an accelerated approval it may do so We currently have number of

products approved under the accelerated approval mechanism
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Products that are classified as devices also require some form of FDA approval prior to marketing

Devices are classified as Class II or III depending upon FDA requirements to assure their safety and

effectiveness In general Class and Class II devices are devices whose safety and effectiveness can

reasonably be assured through general or specific controls respectively Class III devices are life

sustaining or life supporting or are of substantial importance in preventing impairment to health or

pose an unreasonable risk of adverse effect They are implantable devices or new devices which have

been found not to be substantially equivalent to legally marketed devices The steps required for

approval of Class III device include

preclinical laboratory tests and in vitro and in vivo preclinical studies

the submission to the FDA and approval of an Investigational Device Exemption or IDE
application to allow initiation of clinical testing

human clinical studies to prove safety and effectiveness of the device

the submission of Pre-Marketing Approval application or PMA and

the approval by the FDA of the PMA

Typically clinical testing of devices involves initial testing to evaluate safety and feasibility and

expanded trials to collect sufficient data to prove safety and effectiveness In addition the procedures

and the facilities used to manufacture the device are subject to review and approval by the FDA

device other than Class III device that is proven to be substantially equivalent to device

marketed prior to May 28 1976 when government regulations for devices were first introduced can be

marketed after clearance of 510k application rather than the filing of an IDE application and

PMA The 10k application must contain
description of the device its methods of manufacture and

quality control procedures and the results of testing to demonstrate that the device is substantially

equivalent to the device already marketed

The time and expense required to perform the clinical testing necessary to obtain FDA approval

for regulated products can frequently exceed the time and expense of the research and development

initially required to create the product Even after initial FDA approval has been obtained we could

very likely be required to conduct further studies to provide additional data on safety or efficacy or
should we desire to gain approval for the use of product as treatment for additional clinical

indications In addition use of these products during testing and after marketing approval has been

obtained could reveal side effects which if serious could limit uses require Risk Evaluation

Mitigation Strategy or REMS or in the most serious cases result in market withdrawal of the

product or expose us to product liability claims We are also subject to monetary penalties if we do not

meet the timelines agreed to with the FDA for any post-approval requirements

Approval Outside of the United States

For marketing outside the United States we are subject to foreign regulatory requirements

governing human clinical testing and marketing approval for our products These requirements vary by

jurisdiction differ from those in the United States and may require us to perform additional

pre-clinical or clinical testing regardless of whether FDA approval has been obtained The amount of

time required to obtain necessary approvals may be longer or shorter than that required for FDA
approval In many countries outside of the United States coverage pricing and reimbursement

approvals are also required

Our initial focus for obtaining marketing approval outside the United States is typically the

European Union European Union regulations and directives generally classify health care products
either as medicinal products medical devices or in vitro diagnostics For medicinal products marketing

approval may be sought using one of three main procedures the centralized procedure of the EMA
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the decentralized/mutual recognition procedure or the national procedure approval by one country

only

Under the centralized procedure which is mandatory for biotechnology derived products orphan

designated products and products for specific therapeutic areas applications are submitted to the EMA
for an authorization which is valid for the European Community The EMA ensures thorough

evaluation of the application by the CHMP which draws from its scientific resources across Europe If

the drug product is proven to fulfill the requirements for quality safety and efficacy CHMP adopts

positive opinion that is transmitted to the European Commission for the marketing authorization to be

granted

Under the decentralized/mutual recognition procedure company selects single EU member

state to review its marketing authorization and if approved submits the authorization to other member

states The mutual recognition/decentralized procedure allows company to receive national marketing

authorizations through coordinated process with EU member states In the national procedure the

application is submitted simultaneously in selected or all member states After marketing

authorization has been granted company must submit periodic safety reports to the EMA for the

centralized procedure or to the national health authorities for the decentralized/mutual recognition

and national procedures These marketing authorizations must be renewed after each five
year period

Since the EU does not have jurisdiction over reimbursement or pricing matters in its member states it

is necessary to deal with individual countries on such matters

In July 2007 the European Commissions Regulation on Penalties entered into force This

regulation enables the European Commission to impose sanctions on companies for non-completion of

post-marketing commitments These range from fine of 10% of global revenue to removal of the

product from the market

European Union regulations for products classified as medical devices have been implemented

Devices such as our Sepra products must receive marketing approval through centralized procedure

in which the device receives CE Mark allowing distribution to all member states of the European

Union The CE Mark certification requires us to receive International Standards Organization

certification for each facility involved in the manufacture or distribution of the device This certification

comes only after the development of an all inclusive quality system which is reviewed for compliance

to International Quality Standards by licensed Notified Body working within the European Union

After certification is received product dossier is reviewed that attests to the products compliance

with European Union directive 93/42 EEC for medical devices Only after this point is CE Mark

granted

Other Government Regulation

Good Manufacturing Practices The FDA the EMA and other regulatory agencies regulate and

inspect equipment facilities and processes used in the manufacture of pharmaceutical and biologic

products prior to approving product If after receiving approval from regulatory agencies company

makes material change in manufacturing equipment location or process additional regulatory review

and approval may be required All facilities and manufacturing techniques used for the manufacture of

Genzymes products must comply with applicable regulations governing the production of

pharmaceutical products known as Good Manufacturing Practices or GMR

The FDA the EMA and other regulatory agencies also conduct regular periodic visits to

re-inspect equipment facilities and processes following initial approval of product If as result of

these inspections it is determined that our equipment facilities or processes
do not comply with

applicable regulations and conditions of product approval regulatory agencies may issue warning or

similar letters or may seek civil criminal or administrative sanctions against us
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In February 2009 we received warning letter from the FDA following the agencys inspection of

our Aliston facility in September and October 2008 and issuance of list of inspection observations

known as Form 483 which outlined deficiencies at the facility The FDA re-inspected the plant in

October and November of 2009 and provided us with another Form 483 outlining deficiencies at the

facility which w.ere mainly related to the fill-finish capabilities at the facility We are working with the

FDA to resolve the issues identified in the warning letter and the 2009 Form 483 Failure to correct the

deviations cited in the FDAs warning letter and the 2009 Form 483 could result in further regulatory

action including the imposition of consent decree or suspension of our license to manufacture

products at the facility

Oiphan Drug Act The Orphan Drug Act provides incentives to manufacturers to develop and

market drugs for rare diseases and conditions affecting fewer than 200000 persons in the United States

at the time of application for orphan drug designation The first developer to receive FDA marketing

approval for an orphan drug is entitled to seven year exclusive marketing period in the United States

for that product However drug that the FDA cotisiders to be clinically superior to or different from
another approved orphan drug even though for the same indication may also obtain approval in the

United States during the seven year exclusive marketing period In addition holders of exclusivity for

orphan drugs are expected to assure the availability of sufficient quantities of their orphan drugs to

meet the needs of patients Failure to do so could result in the withdrawal of marketing exclusivity for

the drug

Legislation similar to the Orphan Drug Act has been enacted in other countries outside the United

States including the European Union The orphan legislation in the European Union is available for

therapies addressing chronic debilitating or life-threatening conditions that affect five or fewer out of

10000 persons or are financially not viable to develop The market exclusivity period is for ten years

although that period can be reduced to six years if at the end of the fifth year available evidence

establishes that the product is sufficiently profitable not to justify maintenance of market exclusivity

The market exclusivity may be extended to twelve years if sponsors complete pediatric investigation

plan agreed upon with the relevant committee of the EMA

Regulation of Genetic Testing Services and Diagnostic Products Our genetic testing services are

subject to various federal and state laws and regulations which among other things require that our

clinical laboratories be licensed and comply with various operational personnel and quality

requirements intended to ensure that their clinical laboratory testing services are accurate reliable and

timely

In September 2007 the FDA issued final guidance regarding the manufacturing of Analyte

Specific Reagents or ASR for use in laboratory developed tests The guidance clearly defined

requirements for quality systems labeling registering and marketing of ASRs Increased FDA
enforcement regarding the manufacturing and sale of ASR reagents and increased enforcement

regarding the sale of Research Use Only or RUO and Investigational Use Only or IUO reagents and

instruments for clinical diagnostic purposes could potentially lead to significant increased costs for

manufacturing and .possible supply interruptions as suppliers attempt to comply with these newly

defined requirements Collectively these activities may impact the ability for clinical laboratory to

introduce new tests or new technologies

With respect to our diagnostic products the FDA has regulatory responsibility over instruments

test kits reagents and other devices used to perform diagnostic testing by clinical laboratories Like

other medical devices in vitro diagnostic or IVD products are divided into three classes according to

the level of regulatory control needed to assure safety and effectiveness Genzymes current IVD

products are either Class or Class II and are either exempt from pre-market notification or require

510k submission
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Clinical Trial Registries and Results Databases Since 2005 the company has posted information

about ongoing and completed clinical trials on its own website and other widely accessible sites

including the NIH-sponsored http//www.clinicaltrials.gov In 2007 changes in both federal and state

laws expanded the scope of trials requiring registration and public disclosure increased the amount of

information required to be included with the registration and established new requirements for

disclosing the results of completed trials The 2007 legislation Food and Drug Administration

Amendment Act of 2007 or the FDAAA of 2007 triggered revision of our internal procedures to

ensure compliance with the expanded requirements

Specifically the federal legislation requires disclosure of ongoing applicable clinical trials

including for the first time specified device trials as well as drug trials in http//www.clinicaltrials.gov

within 21 days of first patient enrolled and of all pediatric post market device surveillance studies In

addition beginning September 2008 the existing clinical trials registry was expanded to include

clinical trials results database Full expansion is to be completed by September 2010 Results of

completed applicable clinical trials must be disclosed in the results database within year of trial

completion unless an extension is granted for pending regulatory action The company will continue to

reassess its policies to seek to ensure that all applicable trials are registered and results disclosed

Failure to meet the requirements could result in penalties including civil monetary penalties

Pediatric Regulation The FDAAA of 2007 reauthorized the Best Pharmaceuticals for Children

Act or BPCA and the Pediatric Research Equity Act or PREA BPCA continues to offer

manufacturers 6-month market exclusivity incentive to conduct pediatric clinical studies at the request

of the FDA PREA requires manufacturers to file pediatric assessments which may include actual

pediatric data deferral of the pediatric obligation or waiver of the pediatric requirement at the

time of filing for all new drug and biologic submissions as well as for certain supplemental

applications Pursuant to PREA the FDA has the authority to require sponsors to conduct pediatric

research as contingency of the approval of an application or supplement or as post-approval

commitment Under both BPCA and PREA the FDA has the authority to mandate pediatric label

change subsequent to the filing of pediatric clinical data as well as publicly disseminate FDA reviews of

pediatric clinical study data The FDAs increased oversight and authority regarding pediatric studies

and subsequent labeling changes may result in regulatory delays and additional development costs for

Genzyme

In 2007 the EU Regulation on Medicines for Pediatric Use became effective This regulation

introduced new obligations on pharmaceutical companies to conduct research on their medicines in

children and subject to various conditions offers the possibility of incentives for doing so including

exclusivity extensions

Other Laws and Regulations Our operations are or may be subject to various federal state and

local laws regulations and recommendations relating to the marketing of products and relationships

with treating physicians data protection safe working conditions laboratory and manufacturing

practices the export of products to certain countries and the purchase storage movement use and

disposal of hazardous or potentially hazardous substances used in connection with our research work

and manufacturing operations including radioactive compounds and infectious disease agents Although

we believe that our safety procedures comply with the standards prescribed by federal state and local

regulations the risk of contamination injury or other accidental harm cannot be eliminated completely

In the event of an accident we could be held liable for any damages that result and any liabilities could

exceed our resources We are also subject to variety of federal state and local environmental

protection measures Our efforts to comply with these regulations did not during 2009 and are not

expected during 2010 to have material effect upon our capital expenditures cash flows earnings or

competitive position
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Sales and Marketing

We are subject to various federal and state laws pertaining to health care fraud and abuse
including anti-kickback and false claims statutes Anti-kickback laws make it illegal for prescription

drug manufacturer to solicit offer receive or pay any remuneration in exchange for or to induce the

referral Of business including the purchase or prescription of particular drug The federal government
has published regulations that identify safe harbors or exemptions fOr certain payment arrangements
that do not violate the federal anti-kickback statute Genzyme seeks to comply with the safe harbors

where possible Due to the breadth of the statutory provisions and the lack of guidance in the form of

regulations or court decisions addressing some industry activities it is possible that our practices might
be challenged under anti-kickback or related laws False claims laws prohibit anyone from knowingly
and willingly presenting or causing to be presented for payment to third-party payors including

Medicare and Medicaid claims for reimbursed drugs or services that are false or fraudulent claims for

items or services not provided as claimed or claims for medically unnecessary items or services

Promotion of drugs for uses outside their labeled indications so called off label promotion recently

has led to several financially significant settlement agreements by companies under the False Claims

Act

Our activities relating to the sale and marketing of and price reporting for our products are

subject to scrutiny under these fraud and abuse laws Violations of these laws may result in criminal

and/or civil sanctions including fines and civil monetary penalties as well as possible exclusion from

federal health care programs including Medicare and Medicaid Federal and state authorities are

paying increased attention to .the pharmaceutical biotechnology and medical device industries in

enforcement of these laws and we have been named in several legal proceedings alleging violations

We are subject to similar fraud and abuse laws outside .the United .States

Legislation and regulations have been enacted by or are pending in various states to regulate

sales and marketing practices of pharmaceutical biotechnology and medical device manufacturers

These initiatives generally involve limitations or prohibitions on and reporting to state agencies of

financial interactions between manufacturers and health care professionals and institutions Similar

initiatives have been introduced in Congress and provisions relating to public disclosure of gifts or

other marketing-related transfers of value may be included in health reform legislation currently

pending final congressional action. We have dedicated resources that monitor these developments and

work to comply appropriately with them We are subject to similar regulations outside of the United

States

Laws and regulations have been promulgated at federal and state levels in the United States and

in
foreign countries intended to combat counterfeit drug products or in some foreign jurisdictions to

facilitate foreign country- specific pharmaceutical reimbursement programs We seek to comply with

those federal state and foreign pedigree or similar laws or rules to the extent currently in.effect We
have allocated resourºes to develop interoperable electronic systems to seek to comply with

forthcoming product serialization and track and trace requirements

Pricing and Reimbursement

Sales of our products and services depends in part on the availability and extent of

reimbursement from third party payors including governments and private insurance plans
Governments may regulate access to prices of or reimbursement levels for our products to control

costs or to affect levels of use of our products and private insurers may be influenced by government
reimbursement methodologies Efforts by third party payors to reduce costs could decrease revenue

from sales of our products and services
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Aspects of the US System

We participate in the Medicaid rebate program Under the Medicaid rebate program we pay

quarterly rebate for each unit of drug product that is reimbursed by Medicaid The amount of the

rebate for each product is set by law as minimum 15.1% of the average manufacturer price or AMP
of that product or if it is greater the difference between AMP and the best price or BI available

from Genzyme to any customer The rebate amount also includes an inflation adjustment if AMP
increases greater than inflation The inflation adjustment can cause the rebate amount to be

significantly higher than the minimum 15.1% rebate mentioned above particularly following our

periodic price increases The rebate amount is recomputed each quarter based on our reports of our

current AMP and best price for each of our products In addition we are required to report AMP on

monthly basis Computations are based on complex rules issued by the Medicaid program informally in

the past and formalized in 2007 by regulations that went into effect October 2007

We have policies and procedures in place that we update as Medicaid guidance changes and we

have updated our policies and procedures to be consistent with the 2007 regulations We follow those

policies and procedures when calculating our AMPs and BPs The terms of our participation in the

Medicaid program impose an obligation to correct the prices reported in previous months and quarters

if necessary Any such corrections could result in an overage or underage in our rebate liability for past

quarters depending on the nature of the correction In addition to retroactive rebates and interest if

any if we were found to have knowingly submitted false information to the government in addition to

other penalties available to the government the statute provides for civil monetary penalties for each

claim containing false information In addition Congress could increase the minimum discount of

15.1% or increase the number of Medicaid-eligible individuals thereby increasing our discounts to the

Medicaid program and to other entities that receive discounts comparable to the Medicaid rebate The

health reform legislation currently pending final congressional action includes an increase in both the

rebate and the number of eligible individuals

Participation in the Medicaid rebate program requires us to extend comparable discounts under

the Public Health Service or PHS pharmaceutieal pricing program The PHS pricing program extends

discounts to community health clinics and other entities that receive health services grants from the

PHS as well as the many hospitals that serve disproportionate share of financially needy patients

Failure to extend mandated discounted pricing to eligible providers would expose us to retroactive

pricing corrections and penalties Congress could increase the number of entities that receive discounts

under the PHS program in the future thereby increasing the amounts of discounts required by federal

law

Medicare Part covers drugs that are administered by physicians to Medicare patients including

our injected and infused drugs Currently Medicare reimburses physicians who purchase our Part

covered drugs an amount equal to the drugs average sales price or ASP plus 6% and hospitals that

use our Part drugs in the outpatient setting an amount equal to ASP4% Medicare hasissued

regulations and other guidance on how manufacturers are to calculate ASR We have policies and

procedures in place that are consistent with the Medicare rules and we calculate ASPs every quarter
in

accordance with those policies and procedures Medicare uses our calculated ASPs to set

reimbursement If we were to miscalculate ASI then Medicare reimbursement also would be incorrect

and we would be exposed to potential penalties such as those described in the Medicaid rebate

program description above

Part of the Medicare Prescription Drug Improvement and Modernization Act of 2003 or

Medicare Part provides coverage to enrolled Medicare patients for self-administered drugs such as

pills tablets and creams that do not need to be injected or infused by physician These include our

products Renvela Renagel and oral Hectorol However Medicare Part is administered by private

prescription drug plans approved by the U.S government and each drug plan establishes its own
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Medicare Part formulary for prescription drug coverage and pricing which the drug plan may modify
from time-to-time Vendors solicit discounted pricing from manufacturers and commonly condition

formulary placement on the availability of manufacturer discounts Renagel/Renvela and Hectorol

currently are well positioned on the
majority of formularies of nation wide prescription drug plans

participating in the Medicare Part program as well as many of the large regional plans The

Congress could significantly change the Medicare Part program in the future including requiring the

federal government to negotiate discounts for our drugs or matching mandatory discounts those

required in other federal programs

We also are required to offer discounted pricing to federal agencies via the Federal Supply

Schedule or FSS FSS pricing is negotiated periodically with the Department of Veterans Affairs or

VA Although FSS pricing is negotiated it is intended to not exceed the price that we charge our

most favored non federal customer fo the drug The minimum discount is statutorily set at

approximately 24% However an inflation penalty applies and can cause the discount to increase

significantly particularly following our periodic price increases The VA has issued complex regUlatiOns

and other guidance on how manufacturers are to calculate annual increases in the FSS prices We have

policies and procedures in place that are consistent with these complex VA rules and we calculate FSS

prices every quarter in accordance with those policies and procedures If we were to miscalculate FSS

prices then federal agencies would pay incorrect amounts for our drugs and we would be exposed to

potential penalties including ineligibility of our drugs for reimbursement by federal agencies state

Medicaid piograms and the PHS and possibly false claims liability

The TriCªre retail program provides reimbursement for military personnel and their dependents

when they purchase drugs from retail pharmacies instead of at military pharmacies Prior to January 28
2008 the Department of Defense was eligible for FSS pricing only on drugs dispensed by their military

pharmacies and not on drugs dispensed by retail pharmacies On January 28 2008 federal legislation

became effective that extended FSS pricing to the TriCare retail program The Department of Defense

subsequently issued regulations that have been the subject of litigation During the pendency of the

litigation we like many manufacturers entered into rebate agreement with the Department of

Defense that extends FSS pricing to the TriCare program effective June 26 2009 The TriCare retail

program generally affects only our oral products because our injectable products would rarely if ever
be purchased by patients at retail pharmacy

Reimbursement Outside of the United States

Outside the United States our products are paid for by variety of payors with governments being
the primary source of payment In many countries the government closely regulates drug pricing and

reimbursement and often has significant discretion in determining whether product will be reimbursed

at all and if it is how much will be paid Negotiating prices with governmental authorities can delay

patient access to and commercialization of our products Payors in many countries use variety of

cost-containment measures that can include referencing prices in other countries and using those

reference prices to set their own price mandatory price cuts and rebates This international patchwork
of price regulation has led to different prices across countries and some cross-border trade in our

products from markets with lower prices

Employees

As of December 31 2009 we together with all of our consolidated sUbsidiaries had approximately

12000 employees worldwide
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Research and Development Costs

Our research and development costs were $865.3 million in 2009 $1.3 billion in 2008 and

$737.7 million in 2007 These costs consist of the cost of our own independent research and

development efforts and the costs associated with collaborative research and development and

in licensing arrangements Research and development costs including upfront fees and milestones paid

to collaboration partners are expensed as incurred if the underlying products have not received

regulatory approval and have no future alternative use

Financial Information about Segments and Geographic Areas

We have provided the information required by Items 101b and 101d of Regulation under

the heading Managements Discussion and Analysis of Genzyme Corporation and Subsidiaries

Financial Condition and Results of Operations and in Note Segment Information to our

consolidated financial statements set forth in Item of this Form 10 We are incorporating that

information into this section by reference

Available Information

You may obtain free copy of our Form 10-K our Form 10-Q and Form 8-K and amendments to

those reports as soon as reasonably practicable after we file them with the SEC on our websitº at

http//www.genzyme.com or by contacting Our Investor Relations department at 1-617-252-7570 The

reference to our website is not intended to incorporate information on our website into this document

Item 1A Risk Factors

We incorporate our disclosure related to risk factors into this section by reference from Item of

this Form 10-K under the heading Managements Discussion and Analysis of Genzyme Corporation

and Subsidiaries Financial Condition and Results of OperationsRisk Factors

Item lB Unresolved Staff Comments

None

Item Properties

Our operations are conducted in owned and leased facilities located throughout the world We
lease all of our facilities except for certain facilities in

Gee Belgium land subject to 99 yearleasehold

Haverhill Maidstone and West Malling England

San Diego California Allston land subject to 65 year leasehold Framingham and Waltham

Massachusetts Ridgefield New Jersey and Santa Fe New Mexico in the United States

Waterford Ireland land subject to 999 year leasehold and

Lyon France

Leases for our facilities contain typical commercial lease provisions including renewal options rent

escalators and tenant responsibility for operating expenses

Our administrative activities are concentrated at facilities we have leased in Cambridge and

Framingham Massachusetts and San Antonio Texas in the United States Naarden and Almere The

Netherlands Tokyo Japan and Rio de Janeiro Brazil Our sales and marketing activities are

principally located in Cambridge Massachusetts and in sales offices located in major cities throughout

the world We conduct our product research and development activities primarily at our laboratory

34



facilities in Framingham and Waltham Massachusetts San Antonio Texas and San Diego California

in the United States and at our Cambridge England facility In addition our genetics testing business

has nine laboratories located in the United States

Our principal manufacturing facilities are used for the large-scale production of therapeutic

proteins and enzymes including Cerezyme Fabrazyme Myozyme and Thyrogen renal products

including Renagel/Renvela and Hectorol immunosuppressive agents including Thymoglobulin our

oncology product Campath biomaterials including Synvisc/Synvisc-One and the Sepra family of

anti-adhesion products bulk hyaluronic acid and human-cell processing services including Carticel

Matrix-induced Autologous Chondrocyte Implantation or MACI and Epicel The facilities also are

used for the receipt of contract manufactured products and materials for Hectorol Renagel Campath
Clolar Fludara Leukine Cholestagel and Mozobil We are also producing late-stage clinical materials

using gene therapy at our gene therapy operations facility in San Diego California The following table

identifies our principal manufacturing facilities by business segment For further information about

these facilities and the manufacture of our products see Manufacturing and Raw Materials in Part

Item of this Form 10-K

Principal Manufacturing Facility Business Segments

Allston Massachusetts Genetic Diseases

Framingham Massachusetts two facilities Genetic Diseases Biosurgery

Cardiometabolic and Renal

Ridgefield New Jersey Cardiornetabolic and Renal Biosurgery

Geel Belgium Genetic Diseases Hematologic Oncology

Haverhill England Cardiometabolic and Renal

Lyon France Other Thymoglobulin

Waterford Ireland Genetic Diseases Cardiometabolic and

Renal Other Thymoglobulin

Item Legal Proceedings

Federal Secunties Litigation

In July 2009 and August 2009 two purported securities class action lawsuits were filed in the U.S

District Court for the District of Massachusetts against us and our President and Chief Executive

Officer The lawsuits were filed on behalf of those who purchased our common stock during the period
from June 26 2008 through July 21 2009 and allege violations of Section 10b and 20a of the

Securities Exchange Act of 1934 and Rule lOb-5 promulgated thereunder Each of the lawsuits is

premised upon allegations that we made materially false and misleading statements and omissions by

failing to disclose instances of viral contamination at two of our manufacturing facilities and our receipt

of list of inspection observations from the FDA related to one of the facilities which detailed

observations of practices that the FDA considered to be deviations from GME The plaintiffs seek

unspecified damages and reimbursement of costs including attorneys and experts fees In

November 2009 the lawsuits were consolidated and lead plaintiff appointed We intend to defend this

lawsuit vigorously

Shareholder Demand Letters

Since August 2009 we have received nine letters from shareholders demanding that our board of

directors take action on behalf of Genzyme Corporation to remedy alleged breaches of fiduciary duty

by our directors and certain executive officers The demand letters are primarily premised on

allegations regarding our disclosures to shareholders With respect to manufacturing issues and

compliance with GMP and our processes
and decisions related to manufacturing at our Allston facility

Several of the letters also assert that certain of our executive officers and directors took advantage of
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their knowledge of material non-public information about Genzyme to illegally sell stock they

personally held in Genzyme Our board of directors has designated special committee of three

independent directors to oversee the investigation of the allegations made in the demand letters and to

recommend to the independent directors of the board whether any action should be instituted on

behalf of Genzyme Corporation against any officer or director The committee has retained

independent legal counsel If the independent members of our board of directors were to make

determination that it was in our best interest to institute an action against any officers or directors any

monetary recovery
would be to the benefit of Genzyme Corporation The special committees

investigation is ongoing

Shareholder Derivative Actions

In December 2009 two actions were filed by shareholders derivatively for Genzymes benefit in the

U.S District Court for the District of Massachusetts against our board of directors and certain of our

executive officers after ninety day period following their respective demand letters had elapsed the

District Court Actions In January 2010 derivative action was filed in Massachusetts Superior

Court by shareholder who has not issued demand letter the January State Court Action In

February 2010 derivative action was filed in Massachusetts Superior Court by shareholder after

ninety day period following the shareholders demand letter had elapsed The derivative actions in

general are based on allegations that our directors and certain executive officers breached their

fiduciary duties by causing Genzyme to make purportedly false and misleading or inadequate

disclosures of information regarding manufacturing issues compliance with GMF ability to meet

product demand expected revenue growth and approval of Lumizyme The actions also allege that

certain of our directors and executive officers took advantage of their knowledge of material non-public

information about Genzyme to illegally sell stock they personally held in Genzyme The plaintiffs

generally seek among other things judgment in favor of Genzyme for the amount of damages

sustained by Genzyme as result of the alleged breaches of fiduciary duty disgorgement to Genzyme of

proceeds that certain of our directors and executive officers received from sales of Genzyme stock and

all proceeds derived from their service as directors or executives of Genzyme and reimbursement of

plaintiffs costs including attorneys and experts fees The plaintiffs in the District Court Actions have

agreed to joint stipulation consolidating and staying these cases until our board of directors has had

sufficient time to exercise its duties and complete an appropriate investigation which is ongoing We
have filed motion to dismiss or in the alternative stay the January State Court Action We intend to

defend these lawsuits vigorously

Renagel and Renvela Patent Litigation

Beginning in January 2009 we received notices from Lupin Ltd and Lupin Pharmaceuticals Inc

collectively Lupin and Impax Laboratories Inc or Impax that each had submitted to the FDA
ANDAs containing Paragraph IV certifications and that each is seeking approval to market generic

versions of Renagel sevelamer hydrochloride and Renvela sevelamer carbonate

Lupin was at the time seeking to market generic 400mg and 800mg sevelamer hydrochloride

tablets and generic 800mg sevelamer carbonate tablets prior to the expiration of all of our Orange

Book-listed patents protecting Renagel and Renvela In March 2009 we filed complaint against Lupin

in the U.S District Court for the District of Maryland In the complaint we alleged that Lupins

proposed sevelamer hydrochloride products infringe U.S Patent Nos 5496545 6509013 and

7014846 which expire in 2013 and U.S Patent No 5667775 which expires in 2014 the 775

Patent In May 2009 we amended the complaint against Lupin to include an allegation that Lupins

proposed sevelamer hydrochloride products infringe U.S Patent No 7459151 which also expires in

2013 Lupin filed an answer and counterclaims alleging that our asserted patents are invalid and/or not

infringed by Lupins proposed generic sevelamer hydrochloride products and that our unasserted U.S

Patent No 6733780 which expires
in 2020 the 780 Patent is not infringed by Lupins proposed
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generic sevelamer hydrochloride products In August 2009 Lupins claim relating to the 780 Patent was

dismissed with prejudice In May 2009 we filed complaint against Lupin in the same court alleging

that Lupins proposed sevelamer carbonate product infringes U.S Patent Nos 5496545 6509013
6858203 7014846 and 7459151 which expire in 2013 and the 775 Patent which expires in 2014

Lupin filed an answer and counterclaims alleging that our asserted patents are invalid and/or not

infringed by Lupin proposed generic sevelamer carbonate products In September 2009 all claims

relating to the patents protecting Renagel and Renvela that expire in 2013 were dismissed without

prejudice At this time Lupin is challenging only the 775 Patent

Impax is seeking to market generic 400mg and 800mg sevelamer hydrochloride tablets and generic

800mg sevelamer carbonate tablets after the expiration of the patents protecting Renagel and Renvela

that expire in 2013 We filed complaints against Impax in the U.S District Court for the District of

Maryland for patent infringement with respect to Renagel in March 2009 and with respect to Renvela

in April 2009 In both complaints we alleged that Impaxs proposed sevelamer products infringe the

775 Patent Impax filed an answer and counterclaims with respect to both suits alleging that the 775
Patent and 780 Patent are invalid and/or not infringed by Impax proposed generic sevelamer

products In September 2009 Impax dismissed its claims relating to the 780 Patent without prejudice

At this time Impax is challenging only the 775 Patent

In May 2009 we received notice that Sandoz Inc or Sandoz had submitted to the FDA an

ANDA containing Paragraph IV certification and that Sandoz is seeking approval to market generic

400mg and 800mg sevelamer hydrochloride tablets after the expiration of the patents protecting

Renagel that expire in 2013 In July 2009 we filed complaint against Sandoz in the U.S District

Court for the District of Maryland alleging that Sandozs proposed generic products infringe the 775

Patent Sandoz filed an answer and counterclaims alleging that the 775 Patent and 780 Patent are

invalid and/or not infringed by Sandozs proposed generic sevelamer hydrochloride products We have

moved for an order dismissing Sandozs counterclaims with respect to the 780 Patent Sandoz opposed

our motion and we await the court decision

In August 2009 we received notice that Endo Pharmaceuticals Inc or Endo had amended its

ANDA to include Paragraph IV certification with respect to the 775 Patent and that Endo is seeking

approval to market generic 400mg and 800mg sevelamer hydrochloride tablets after the expiration of

the patents protecting Renagel that expire in 2013 In October 2009 we filed complaint against Endo

in the U.S District Court for the District of Maryland alleging that Endos proposed generic products

infringe the 775 Patent Endo filed an answer and counterclaims alleging that the 775 Patent is invalid

and/or not infringed by Endos proposed generic sevelamer hydrochloride products At this time Erido

is challenging only the 775 Patent

Hectorol Patent Litigation

In January 2008 we received notice that Pentech Pharmaceuticals Inc or Pentech had submitted

to the FDA an ANDA containing Paragraph IV certification and that Pentech is seeking approval to

market generic version of our Hectorol injection ampule product prior to the expiration of the

following Orange Book-listed patents U.S Patent Nos 6903083 which expires in 2021 the 083
Patent 5602116 which expires in 2014 the 116 Patent and 5707980 which expired in August

2008 the 980 Patent In February 2008 we along with Bone Care International LLC or Bone

Care for whom we are the sole member filed lawsuit in the U.S District Court for the Northern

District of Illinois In the complaint we alleged that Pentechs proposed injection ampule product

infringed both the 083 and 116 Patents We granted Pentech covenant not to sue on the 980 Patent

in April 2008 and on the 083 Patent in April 2009 In August 2009 the 083 Patent was dedicated to

the public We continue to pursue our claims related to the 116 Patent

After we filed the lawsuit Pentech assigned all interest in its ANDA to Cobrek

Pharmaceuticals Inc or Cobrek In June 2008 we filed an amended complaint to add Cobrek as
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defendant In September 2009 Pentech and Cobrek amended their pleadings to include claim for

attorneys fees This amendment relates to our assertion of both the 116 and 083 Patents trial

relating to the 116 Patent is anticipated to take place in May or June 2010

In December 2008 we received approval to market new formulation of Hectorol that could be

packaged in single dose vial This formulation is additionally protected by U.S Patent No 7148211

the 211 Patent In November 2009 we received notice that Cobrek submitted to the FDA an

amended or supplemental ANDA containing Paragraph IV certification and that Cobrek is seeking

approval to market generic version of our Hectorol injection vial product prior to the expiration of

the Orange Book-listed 083 116 980 and 211 Patents In January 2010 we filed lawsuit in the

U.S District Court for the Northern District of Illinois alleging Cobreks proposed injection vial

product infringes the 116 and 211 Patents Currently the 211 Patent is the subject of an inter partes

reexamination proceeding before the United States Patent and Trademark Office or USPTO that was

initiated by Cobrek

In March 2009 we received notice that Eagle Pharmaceuticals Inc or Eagle had submitted to the

FDA an ANDA containing Paragraph IV ccrtfcaton and that Eagle seek1ng appo a1 aket

generic version of our Hectorol injection ampule product prior to the expiration of our Orange

Book-listed
patents protecting the product In April 2009 we and Bone Care filed complaint against

Eagle in the U.S District Court for the District of Delaware alleging that Eagles proposed product

infringes the 116 Patent Eagle filed an answer and counterclaims alleging that the 116 Patent is

invalid and/or not infringed and seeking declaratory judgment that the 083 and 211 Patents are invalid

and/or not infringed by Eagles proposed injection ampule product In November 2009 Eagles claims

relating to the 083 and 211 Patents were dismissed without prejudice

In June 2009 we received notice that Sandoz had submitted to the FDA an ANDA containing

Paragraph IV certification and that Sandoz is seeking approval to market generic version of our

Hectorol injection ampule product prior to the expiration of our Orange Book-listed patents protecting

the product In July 2009 we and Bone Care filed complaint against Sandoz in the U.S District

Court for the District of Delaware alleging that Sandozs proposed injection ampule product infringes

the 116 Patent Sandoz filed an answer and counterclaims alleging the 980 Patent is expired

unenforceable and not infringed by its proposed products and that the 116 083 and 211 Patents are

invalid and not infringed We have moved for an order dismissing Sandozs counterclaims with respect

to the 083 211 and 980 Patents Sandoz opposed our motion and we await the courts decision

In June 2009 we also received notice that Roxane Laboratories mc or Roxane had submitted to

the FDA an ANDA containing Paragraph IV certification and that Roxane is seeking approval to

market generic version of our Hectorol capsule products prior to the expiration of our Orange

Book-listed patents protecting these products In July 2009 we filed complaint against Roxane in the

U.S District Court for the District of Delaware alleging that Roxanes proposed capsule products

infringe the 116 Patent Roxane filed an answer but asserted no counterclaims

Fabrazyme Patent Litigation

In October 2009 Shelbyzyme LLC filed complaint against us in the District Court for the

District of Delaware alleging infringement of patent 7011831 by making using selling and

promoting method for the treatment of Fabry disease The 831 patent which is directed to

method for treating Fabry disease was issued in March 2006 and expired in March 2009 The plaintiffs

seek damages for past infringement including treble damages for alleged willful infringement and

reimbursement of costs including attorney fees We intend to defend this suit vigorously
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Other Matters

We are party to legal action brought by Kayat Trading Limited or Kayat pending before the

District Court in Nicosia Cyprus Kayat alleges that we breached 1996 distribution agreement under

which we granted Kayat the right to distribute melatonin tablets in the Ukraine primarily by not

providing products or by providing non-conforming products Kayat further claims that due to the

alleged breach it suffered lost profits that Kayat claims it would have received under agreements it

alleges it had entered into with subdistributors Kayat also alleges common law fraud and violations of

Mass Gen 93A and RICO Kayat filed its suit on August 2002 and trial began in Cyprus in

December 2009 Kayat seeks damages for its legal claims and for expenses it claims it has incurred

including legal fees and advertising promotion and other out-of-pocket expenses We believe we acted

appropriately in all regards including properly terminating the agreement when we decided to exit the

melatonin business and we intend to defend this lawsuit vigorously

We also are sibject to other legal proceedings and claims arising in connection with our business

Although we cannot predict the outcome of these proceedings and claims we do not believe the

ultimate resolution of any of these existing matters would have material adverse effect on our.

consolidated financial position or results of operations

Item Submission of Matters to Vote of Security Holders

None

Executive Officers of the Registrant

The following is list of our executive officers their ages as of February 2010 and their

positions with Genzyme

Chairman of the Board of Directors President and Chief

Executive Officer

68 Senior Vice President Chief Human Resourºes Officer

55 Senior Vice President General Counsel Chief Legal

Officer

55 Senior Vice President

55 Executive Vice President Genetic Diseases

Biosurgery Corporate Operations

57 Senior Vice President Biomedical Regulatory Affairs

Chief Medical Officer

64 Senior Vice President Research Chief Scientific Officer

62 Executive Vice President President International Group
59 Executive Vice President Legal and Corporate

Development Secretary

54 Executive Vice President Finance Chief Financial

Officer

Mi Termeer has served as our President and Director since October 1983 as Chief Executive

Officer since December 1985 and as Chairman of our board of directors since May 1988 For ten years

prior to joining Genzyme Mr Termeer worked for Baxter International Laboratories Inc
manufacturer of human health care products Mr Termeer is director of ABIOMED Inc or

ABIOMED and Chairman of the Federal Reserve Bank of Boston

Mr Cszmma has held the title Senior Vice President and Chief Human Resources Officer since

March 2006 He joined us in July 2000 as Senior Vice President Human Resources Prior to joining

Genzyme he served as Vice President Human Resources of Wyeth Ayerst Research pharmaceutical

Age

63

TitleName

Henri Termeer

Zoltan Csimma

Thomas DesRosier

James Geraghty

David Meeker M.D

Richard Moscicki M.D

Alan Smith Ph.D

Sandford Smith

Peter Wirth

Michael Wyzga
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research organization from August 1998 to July 2000 During that time Mr Csimma also served as

Site Head Genetics Institute for Wyeth Ayerst From May 1988 to August 1998 he served as Vice

President Human Resources and Operations of Genetics Institute Inc biotechnology company
which was integrated into Wyeth Ayerst in March 1998

Mr DesRosier has served as Senior Vice President and General Counsel since October 2000 and as

Chief Legal Officer since May 2008 Mr DesRosier joined Genzyme in 1999 as Senior Vice President

and Chief Intellectual Property Counsel Before he joined Genzyme Mr DesRosier was assistant

general counsel for patents at American Home Products Corp Mr DesRosier has also served as Vice

President and Chief Patent Counsel for Genetics Institute Inc and held several intellectual property

positions at E.I DuPont de Nemours and Company and New England Nuclear Corp

Mr Geraghly has served as Senior Vice President of Genzyme since May 2003 and prior to that

as Vice President since May 2001 He was President of Genzyme Europe from 1998 to 2002 and served

as General Manager of Genzymes cardiovascular business from 2004 to 2008 He currently oversees

Genzymes strategic initiatives in emerging markets and global health He serves as Director of GTC
Biotherapeutics formerly Genzyme Transgenics Corporation where he was Chairman from 1998 to

2001 and President and Chief Executive Officer from its founding in 1993 until 1997 Prior to joining

Genzyme Mr Geraghty was Vice President of Marketing and Strategic Planning for Baxter/Caremark

International He has also worked as consultant on international health care strategy at Bain and

Company

Dr Meeker has served as Executive Vice President since May 2008 with responsibility for our

Genetic Diseases and Biosurgery businesses and our corporate manufacturing operations From May
2008 until March 2009 he had responsibility for our transplant business From March 2003 until May
2008 he served as Senior Vice President and President LSD Therapeutics Dr Meeker joined

Genzyme in 1994 and served as Vice President Medical Affairs from October 1996 until June 1998 as

Senior Vice President Medical Affairs from June 1998 through May 2000 and as Senior Vice President

Genzyme Europe from May 2000 until March 2003 Prior to joining Genzyme Dr Meeker was director

of the Pulmonary Critical Care Fellowship at the Cleveland Clinic He was also an assistant professor

of medicine at Ohio State University

Dr Moscicki has served as Senior Vice President Biomedical Regulatory Affairs since May 2008

and Chief Medical Officer since September 1996 From September 1996 until May 2008 he served as

Senior Vice President Clinical Medical and Regulatory Affairs Dr Moscicki joined us in March 1992

as Medical Director became Vice President Medical Affairs in early 1993 and served as Vice

President Clinical Medical and Regulatory Affairs from December 1993 until September 1996 Since

1979 he has also been physician staff member at the Massachusetts General Hospital and faculty

member at the Harvard Medical School

Dr Alan Smith joined us in August 1989 as Senior Vice President Research and became Chief

Scientific Officer in September 1996 Prior to joining Genzyme he served as Vice PresidentScientific

Director of Integrated Genetics Inc from November 1984 until its acquisition by us in August 1989

From October 1980 to October 1984 Dr Smith was head of the Biochemistry Division of the National

Institute for Medical Research Mill Hill London England and from 1972 to October 1980 he was

member of the scientific staff at the Imperial Cancer Research Fund in London England

Mr Sandford Smith has held the title of Executive Vice President since June 006 Senior Vice

President since January 2003 and President of our International Group since January 2000 with

responsibility for the commercial activities for our products outside of the United States He joined us

in April 1996 and served as Vice President and General Manager of our International Group and

President of our Therapeutics business Prior to joining Genzyme Mr Smith served as President and

Chief Executive Officer of Repligen Corporation Before joining Repligen Corporation Mr Smith also
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served as Vice President of Business Development and Strategic Planning for the Pharmaceutical

Group of Bristol-Myers Squibb Company

Mi Wirth joined us in January 1996 and has served as Executive Vice President since September

1996 with responsibility for our corporate development and legal activities From September 1996 until

May 2008 he also served as our Chief Legal Officer From 2001 through October 2005 Mr Wirth had

responsibility for our drug discovery and development business In addition from September 1996 until

June 2003 Mr Wirth was responsible for our Oncology business Prior to joining Genzyme Mr Wirth

was partner at Palmer and Dodge Boston law firm where he was head of the firms technology

group

Mi Wyzga has served as Executive Vice President Finance since May 2003 and as Chief Financial

Officer since July 1999 He joined us in February 1998 as Vice President and Corporate Controller and

served as Senior Vice President Corporate Controller from January 1999 until July 1999 He served as

Senior Vice President Finance from July 1999 until May 2003 and as Chief Accounting Officer from

January 1999 until November 2008 From February 1997 to February 1998 Mr Wyzga served as Chief

Financial Officer of Sovereign Hill Software Inc software company and from 1991 to 1997 held

various senior management positions with CACHELINK Corporation and Lotus Development

Corporation Prior to November 11 2009 Mr Wyzga was also director of Altus Pharmaceuticals Inc

developer of protein therapeutics that on that date filed voluntary petition for relief under

Chapter of the United States Bankruptcy Code in the United States Bankruptcy Court for the

District of Massachusetts

41



PART II

Item Market for Registrants Common Equity Related Stockholder Matters and Issuer Purchases

of Equity Securities

Our common stock is traded on The Nasdaq Global Select Market NASDAQ system under

the symbol GENZ
As of February 17 2010 there were 3169 stockholders of record of our common stock

The following table sets forth for the periods indicated the high and low sale price of our

common stock as reported by NASDAQ

High Low

2009

First Quarter $73.75 $50.05

Second Quarter 63.47 50.83

Third Quarter 58.43 47.09

Fourth Quarter 57.27 47.55

2008

First Quarter $82.08 $67.38

Second Quarter 76.76 65.21

Third Quarter 83.97 67.00

Fourth Quarter 81.16 57.61

We have never paid any cash dividends on any series of our common stock and we do not

anticipate paying cash dividends in the foreseeable future

Issuer Purchases of Equity Securities

Stock Repurchase Program

In May 2007 our board of directors authorized stock repurchase program to repurchase

20000000 shares of our outstanding common stock over three year period that began in June 2007

The board authorized the expenditure of up to $1.5 billion to purchase those shares The repurchases

are being made from time to time and can be effectuated through open market purchases privately

negotiated transactions transactions structured through investment banking institutions or by other

means subject to managements discretion and as permitted by securities laws and other legal

requirements The manner of the purchase the amount that we spend and the number of shares we

ultimately purchase will vary based on range of factors including share price The program does not

obligate us to acquire any particular amount of common stock and the program may be suspended at

any time at our discretion

Since June 2007 when we first began repurchasing shares of our common stock under this

program we have repurchased cumulative total of 13000000 shares of our common stock at an

average price of $60.63 per share for total of $788.5 million in cash including fees We recorded the

repurchases in our consolidated balance sheets as reduction to our common stock account for the par

value of the repurchased shares and as reduction to our additional paid-in capital account

During the fourth quarter of 2009 we did not repurchase any common stock
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Item Selected Financial Data

The following financial data of Genzyme Corporation and Subsidiaries should be read in

conjunction with our audited consolidated financial statements and related notes contained in Part II

Item Financial Statements and Supplementary Data to this Form 10-K These selected financial

data may not be indicative of our future financial performance or condition due to the risks and

uncertainties associated with operating our business including those described under the caption Risk

Factors in Part II Item Managements Discussion and Analysis of Genzyme Corporation and

Subsidiaries Financial Condition to this Form 10-K amounts in thousands except per share data

CONSOLIDATED STATEMENTS OF OPERATIONS DATA

For the Years Ended December 31

2009 2008 2007 2006 2005

Revenues

Net product sales $4076665 $4196907 $3457778 $2887409 $2453303

Net service sales 418518 366091 326326 282118 261379

Research and development revenue 20342 42041 29415 17486 20160

Total revenues 4515525 4605039 3813519 3187013 2734842

Operating costs and expeiies

Cost of products sold12 1136937 913267 715504 536388 462177

Cost of services sold1 249139 235295 211826 199283 170475

Selling general and administrative13 1428596 1338190 1187184 1010400 787839

Research and development14 865257 1308330 737685 649951 502657

Amortization of intangibles 266305 226442 201105 09355 181632

Contingent consideration expenseS 65584

Charges for impaired intangible assets and goodwill6 2036 219245

Purchase of in-process research and development7 106350 55900 29200

Total operating costs and expenses 4011818 4023560 3159654 3377522 2133980

Operating income loss 503 707 581 479 653 865 190 509 600 862

Other income expenses

Equity in income of equity method investments 151

Gain loss on investments in equity securities net8 56 5698

Gain on acquisition of business9 24159

Other 1719 10417

Investment income 17642 31429

Interest expense 19638

Total other incOme 40026 28057

Income loss before income taxes1 543733 628919

Provision for benefit from income taxes16 121433 187430

Net income loss1 422390 441489

Net income loss per share

Basic1 1.57

Diluted1 1.54

201

3340
7398

13067

15705

73230

356 3295 8373

51260 70196 56001

4418 12147 15478

44059 81809 137831

625538 735674 52678
204457 255481 35881

421081 480193 16797

1.57 1.82 0.06

1.50 1.74 0.06

1.73

1.65
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CONSOLIDATED BALANCE SHEET DATA

December 31

2009

Cash and investments10 $1049700

Working capital 1722673

Total assets 10060724

Long-term contingent consideration obligations including

current portion5 1015236

Long-term debt capital lease obligations and convertible

debt including current portion 124600

Stockholders equity 7683652

There were no cash dividends paid

2008 2007 2006 2005

973691 $1460394 $1285604 $1089102

1601852 1137904 1338062 1114976

8671276 8314375 7191188 6878865

131907 810373 816029 820113

7305993 6612937 5660711 5149867

For the years ended December 31 2009 2008 and 2007 we recorded pre-tax stock-based compensation expense which was

allocated based on the functional cost center of each employee as follows amounts in thousands except per share

amounts

$107.2 million recorded in 2009 consisting primarily of $45.5 million for idle capacity ciean up and other costs related

to the remediation of our Allston
facility approximately $11 million for the write off of Cerezyme work-in-process

material and $43.5 million for the amortization of inventory step-up of Campath Fludara and Leukine

$9.2 million recorded in the first quarter of 2009 and $12.6 million recorded in 2008 for the write off of inventory

associated with terminated production runs of Myozyme at our Belgium facility
and

$20.9 million recorded in 2007 to write off Thymoglobulin inventory which did not meet our specifications for saleable

product

Includes charge of $64.0 million recorded in 2007 to settle the
litigation

related to the consolidation of our former

tracking stocks

Includes charges of

$7.0 million recorded in September 2009 for amounts accrued or paid to acquire certain gene therapy manufacturing

assets from Targeted Genetics Corporation

$18.2 million recorded in January 2009 for the purchase of intellectual property from EXACT Sciences

$16.0 million recorded in December 2008 for the license or purchase of certain intellectual property and technology

relating to transactions with two third parties

$130.0 million recorded in October 2008 for amounts accrued or paid to Osiris as an upfront nonrefundable license fee

$100.0 million recorded in July 2008 as nonrefundable upfront license fee payment to PTC

$244.9 million recorded in 2008 for license fee payments to Isis and

$25.0 million recorded in 2007 for an upfront milestone payment paid to Ceregene Inc or Ceregene for the

development and commercialization of CERE-120 gene therapy product candidate

For the Years Ended December 31

2009

Cost of products and serVices sold 32314
Selling general and administrative 110410
Research and development 61391

Total 204115
Less tax benefit of stock options 53434

Stock-based compensation expense net of tax $150681

Net loss per sharebasic and diluted 0.56

Includes charges of

2008 2007

27555 25677
102745 106172

56673 58101

186973 189950

56740 58148

$130233 $131802

0.49 0.50
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In May 2009 we recorded contingent consideration obligations in connection with our acquisition from Bayer Changes in

the fair value of these contingent consideration obligations are recorded as contingent consideration expense

Includes charges for impaired intangible assets and goodwill of $219.2 million pre-tax $149.4 million after tax recorded in

2006 to write off the goodwill of our genetics business unit

Includes charges for pre-tax in-process research and development or IPRD incurred in connection with the following

acquisitions

2007Bioenvision Inc or Bioenvision

2006AnorMED Inc or AnorMED and

2005Avigen Inc or Avigen Bone Care and Verigen

For 2007 includes pre-tax gain of $10.8 million recorded on the sale of our entire investment in the common stock of

Therapeutic Human Polyclonals Inc or THE For 2006 includes $69.4 million gain on the sale of our entire investment in

Cambridge Antibody Technology Group plc or CAl

Includes gain recorded in 2009 related to our acquisition of certain products and development programs from Bayer The

fair value of the identifiable assets acquired exceeded the fair value of the purchase price for the transaction

10 Includes cash cash equivalents and short- and long-term investments in debt securities
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Item Managements Discussion and Analysis of Financial Condition and Results of Operations

When reviewing the discussion below you should keep in mind the substantial risks and

uncertainties that characterize our business In particular we encourage you to review the risks and

uncertainties described under Risk Factors below These risks and uncertainties could cause actual

results to differ materially from those forecasted in forward-looking statements or implied by past

results and trends Forward-looking statements are statements that attempt to project or anticipate

future developments in our business we encourage you to review the examples of forward-looking

statements under Note Regarding Forward-Looking Statements at the beginning of this report These

statements like all statements in this report speak only as of the date of this report unless another

date is indicated and we undertake no obligation to update or revise the statements in light of future

developments

INTRODUCTION

We are global biotechnology company dedicated to making major impact on the lives of people

with serious diseases Our brOad product and service portfolio is focused on rare genetic disorders

renal disease orthopaedics cancer transplant and immune disease and diagnostic and predictive

testing

We are organized into four financial reporting units which we also consider to be our reporting

segments

Genetic Diseases which develops manufactures and distributes therapeutic products with

focus on products to treat patients suffering from genetic diseases and other chronic debilitating

diseases including family of diseases known as LSDs The unit derives substantially all of its

revenue from sales of Cerezyme Fabrazyme Myozyme Aldurazyme and Elaprase

Cardiometabolic and Renal which develops manufactures and distributes products that treat

patients suffering from renal diseases including chronic renal failure and endocrine and

cardiovascular diseases The unit derives substantially all of its revenue from sales of Renagel/

Renvela including sales of bulk sevelamer Hectorol and Thyrogen

Biosurgery which develops manufactures and distributes biotherapeutics and biomaterial-based

products with an emphasis on products that meet medical needs in the orthopaedics and

broader surgical areas The unit derives substantially all of its revenue from sales of Synvisc/

Synvisc-One and the Sepra line of
products

and

Hematologic Oncology which develops manufactures and distributes products for the treatment

of cancer and the mobilization of hematopoietic stem cells This business is also developing

product for the treatment of MS The unit derives substantially all of its revenue from sales of

Clolar Mozobil Campath Fludara and Leukine

Formerly we included our MS business unit under the caption Other As result of our

acquisition of certain products and development programs from Bayer in the second quarter of 2009 as

described under the heading Strategic TransactionsAcquisition from Bayer our MS business unit is

now material We have aggregated our Hematologic Oncology reporting segment and MS business unit

and now report the activities of these two reporting units under the caption Hematologic Oncology
Our transplant business unit which develops manufactures and distributes therapeutic products that

address pre-transplantation prevention and treatment of graft rejection in organ transplantation and

other hematologic and auto-immune disorders and our genetic testing business unit which provides

testing services for the oncology prenatal and reproductive markets were formerly reported as separate

reporting segments Effective as of the fourth quarter of 2008 we include our transplant and genetic

testing business units under the caption Other We also report the activities of our diagnostic

products bulk pharmaceuticals and immune mediated disease business units under the caption
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Other These operating segments did not meet the quantitative threshold for separate segment

reporting

We report our corporate general and administrative operations and corporate science activities

under the caption Corporate

We have revised our 2008 and 2007 segment disclosures to conform to our 2009 presentation

STRATEGIC TRANSACTIONS

We classify nonrefundable fees paid outside of business combination for the acquisition or

licensing of products that have not received regulatory approval and have no future alternative use as

research and development expense

2009

Acquisition of Assets from Targeted Genetics Corporation

On September 2009 we entered into an agreement with Targeted Genetics Corporation to

acquire certain gene therapy manufacturing assets for $7.0 million We acquired intellectual property

equipment and materials used in manufacturing Adeno-Associated Virus or AAV vectors We paid

Targeted Genetics Corporation nonrefundable upfront payment of $3.5 million in September 2009

and an additional $2.5 million in the fourth quarter of 2009 as certain technology transfer-based

milestones were achieved The remaining $1.0 million of technology transfer-based milestone payments

were paid in January 2010 The purchased assets did not qualify as business combination and have

not reached technological feasibility nor have alternative future use Therefore we recorded total of

$7.0 million as charge to research and development expenses for our Genetic Diseases reporting

segment in our consolidated statements of operations in 2009

Acquisition from Bayer

On May 29 2009 we completed transaction with Bayer to

exclusively license worldwide rights to commercialize alemtuzumab for MS

exclusively license worldwide rights to alemtuzumab for .-CLL and all other indications except

for solid organ transplant we refer to alemtuzumab for oncology indications as Campath

exclusively license Bayers worldwide rights to the oncology products Fludara and Leukine and

acquire new Leukine manufacturing facility located in Lynnwood Washington contingent upon
the facility receiving FDA approval which is expected in 2011

Prior to this transaction we shared with Bayer the development and certain commercial rights to

alemtuzumab for MS and Campath and received two-thirds of Campath net profits on U.S sales and

royalty on foreign sales Under our new arrangement with Bayer prior to regulatory approval of

alemtuzumab for MS we have primary responsibility for the products deyelopment while Bayer

continues to fund development at the levels specified under the previous agreement and participates in

development steering committee We have worldwide commercialization rights with Bayer retaining

an option to co-promote alemtuzumab for MS In exchange for the above Bayer is eligible to receive

the following contingent purchase price payments

percentage of revenues from sales of alemtuzumab for MS capped at total compensation of

$1.25 billion or ten years whichever comes first

percentage of the combined revenues from sales of Campath Fludara and Leukine capped at

total compensation of $500.0 million or eight years whichever comes first
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sales-based milestone payments determined as percentage of annualworldwide revenues of

alemtuzumab for MS beginning in 2021 if certain minimum annual revenue targets are achieved

provided that we do not exercise our right to buyout such potential future milestones in 2020 for

one-time payment of up to $900.0 million

up to $150.0 million if certain annual combined revenues of Campath Fludara and Leukine are

reached beginning in 2011 and

between $75.0 million and $100.0 million for the Leukine manufacturing facility following the

receipt of FDA approval of the facility

We are using Bayer for certain transition services and are purchasing commercial supply of Fludara

and Leukine from Bayer We have employed certain members of Bayers commercial teams for all

three products and have an opportunity to employ certain members of Bayers manufacturing team if

we acquire the Leukine facility The transaction has been accounted for as business combination and

is included in our results of operations beginning on May 29 2009 the date of acquisition The results

for the acquired products are included in our Hematologic Oncology reporting segment The fair value

of the consideration and acquired assets at the date of acquisition consisted of the following amounts
in thousands

Cash net of refundable cash deposits 42425

Contingent consideration obligations 964100

Total fair value of total consideration $1006525

Inventory 136400

Developed technology

Fludara to be amortized over years 182100

Campath to be amortized over 10 years 71000

Leukine to be amortized over 12 years 272
IPRDalemtuzumab for MS 632912

Total fair value of assets acquired 1030684

Gain on acquisition of business 24159

At closing we paid total of $113.2 million to Bayer of which $70.8 million was refundable The

remaining nonrefundable amount of $42.4 million represents payment for acquired inventory total

of $61.8 million of the refundable amount was received in 2009 As of December 31 2009 $8.9 million

remains due from Bayer The contingent consideration obligations are net of the continued funding

expected to be received from Bayer for the development of alemtuzumab for MS We determined the

fair value of the contingent consideration obligations based on probability-weighted income approach

derived from revenue estimates and probability assessment with respect to regulatory approval of

alemtuzumab for MS The fair value measurement is based on significant inputs not Observable in the

market and thus represents Level measurement The resultant probability-weighted cash flows were

then discounted using discount rates of 11% for Campath Fludara and Leukine and 13% for

alemtuzumab for MS

Of the $964.1 million total contingent consideration obligations recorded as of the acquisition date

$529.1 million related to Campath Fludara and Leukine and $435.0 million related to alemtuzumab

for MS Each period we revalue the contingent consideration obligations to their then fair value and

record increases in the fair value as contingent consideration expense and decreases in the fair value as

reduction of contingent consideration expense Increases Or decreases in the fair value of the

contingent consideration obligations can result from changes in discount periods and rates changes in

the timing and amount of revenue estimates and changes in probability adjustments with respect to

regulatory approval of alemtuzumab for MS
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As of December 31 2009 the fair value of the total contingent consideration obligations was

$1.02 billion primarily due to changes in discount periods and management estimates Accordingly we

recorded contingent consideration expense in our consolidated statements of operations of

$65.6 million in 2009 As of December 31 2009 we have paid $36.4 million in contingent consideration

payments to Bayer and have received $10.0 million in funding from Bayer for the development of

alemtuzumab for MS since May 29 2009

At the date of acquisition alemtuzumab for MS had not reached technological feasibility nor had

an alternative future use and is therefore considered to be IPRD We recorded the fair value of the

purchase price attributable to IPRD as an indefinite-lived intangible asset We will test the asset

annually for impairment or earlier if conditions warrant Amortization of this asset will begin upon

regulatory approval based on the then estimated useful life of the asset

The fair value assigned to purchased IPRD was estimated by discounting to present value the

cash flows expected to result from the project once it has reached technological feasibility We used

discount rate of 16% and cash flows that have been probability-adjusted to reflect the risks of

advancement through the product approval process which we believe are appropriate and

representative of market participant assumptions In estimating future cash flows we also considered

other tangible and intangible assets required for successful exploitation of the technology resulting from

the purchased IPRD project and adjusted future cash flows for charge reflecting the contributiOn to

value these assets

The fair value of the identifiable assets acquired in this transaction of $1 03 billion exceeded the

fair value of the purchase price
of $1 01 billion As result we recognized gain on acquisition of

business of $24 million in our consolidated statements of operations in 2009

Selling general and administrative expenses or SGA in our consolidated statements of

operations in 2009 includes approximately $5 million of acquisition-related costs primarily legal fees

associated with the Bayer transaction

Purchase of Intellectual Properly from EXACT Sciences

On January 27 2009 we purchased certain intellectual
property in the fields of prenatal testing

and reproductive health from EXACT Sciences for our genetics
business unit and 3000000 shares of

EXACT Sciences Łommon stock We paid EXACT Sciences total cash consideration of $22.7 million

Of this amount we allocated $4.5 million to the acquired shares of EXACT Sciences common stock

based on the fair value of the stock on the date of acquisition which we recorded as an increase to

investments in equity securities in our consolidated balance sheet as of March 31 2009 As the

purchased assets did not qualify as business combination and have not reached technological

feasibility nor have alternative future use we allocated the remaining $18 million to the acquired

intellectual property which we recorded as charge to research and development expenses in our

consolidated statement of operations in March 2009

2008

Strategic Alliance with Osiris

In October 2008 we entered into strategic alliance with Osiris whereby we obtained an exclusive

license to develop and commercialize Prochymal and Chondrogen mesenchymal stem cell products

outside of the United States and Canada Osiris will commercialize Prochymal and Chondrogen in the

United States and Canada We paid Osiris nonrefundable upfront payment of $75 million in

November 2008 and an additional $55.0 million nonrefundable upfront license fee on July 2009

The results of these programs are primarily included in our immune mediated diseases business unit

which are reported under the category Other in our segment disclosures
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Osiris will be responsible for completing at its own expense all clinical trials of Prochymal for the
treatment of GvHD and Crohns disease and clinical trials of Prochymal and Chondrogen through
successful completion of phase for all other indications Osiris will be responsible for 60% and we
will be responsible for 40% of the clinical trial costs for phase and clinical trials of Prochymal
other than for the treatment of GvHD and Crohns disease and Chondrogen Osiris is eligible to
receive

up to $500.0 million in development and regulatory milestone payments for all indications of

Prochymal and up to $100.0 million for Chondrogen unless we elect to opt out of further

development of Chondrogen and

up to $250.0 million in sales milestones for all indications of Prochymal and up to $400.0 million
in sales milestones for all indications of Chondrogen for the prevention and treatment of
conditions of

articulating joints

Osiris is also eligible to receive tiered royalties from us on sales of Prochymal and Chondrogen outside
of the United States and Canada In September 2009 Osiris announced that its two phase trials

evaluating Prochymal for the treatment of acute GvHD failed to meet their primary endpoints

Strategic Alliance with FTC

In July 2008 we entered into collaboration agreement with PTC to develop and commercialize
ataluren formerly known as PTC124 PTCs novel oral therapy in late-stage development for the
treatment of nonsense-mutation-mediated DMD and nonsense-mutation-mediated CE Under the
terms of the agreement PTC will commercialize ataluren in the United States and Canada and we will

commercialize the treatment in all other countries In connection with the collaboration agreement we
paid PTC nonrefundable upfront payment of $100.0 million which we recorded as charge to
research and development expense for our Genetic Diseases segment in our consolidated statements of

operations during the third quarter of 2008 At its own expense PTC will conduct and be
responsible

for the phase 2b trial of ataluren in DMD the phase 2b trial of ataluren in CF and two

proof-of-concept studies in other indications to be determined Once these four studies have been

completed we and PTC will share research and development costs for ataluren equally We and PlC
will each bear the sales and marketing and other costs associated with the commercialization of
ataluren in our respective territories PTC is eligible to receive up to $337 million in milestone

payments as follows

up to $165.0 million in development and approval milestones the majority of which would be

paid upon the receipt of approvals obtained outside of the United States and Canada and

up to $172.0 million in sales milestones commencing if and when annual net sales for ataluren

outside of the United States and Canada reach $300.0 million and increasing in increments

through revenues of $2.4 billion

PTC is also eligible to receive tiered royalties from sales of ataluren outside of the United States and
Canada The results of our ataluren program are included in the results of our Genetic Diseases

segment disclosures

Strategic Alliance with isis

On January 2008 we entered into
strategic alliance with Isis whereby we obtained an

exclusive worldwide license to develop and commercialize mipomersen lipid-lowering drug targeting
apolipoprotein B-100 which is currently being developed for the treatment of FH an inherited
disorder that causes exceptionally high levels of LDL-cholesterol In February 2008 we made
nonrefundable payment to Isis of $150.0 million of which $80.1 million was recorded as an other

noncurrent asset in our consolidated balance sheets based on the fair value of the five million shares of
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Isis common stock we acquired in connection with the transaction Due to certain trading restrictions

we classify this investment as other noncurrent assets We allocated the remaining $69.9 million to the

mipomersen license which we recorded as charge to research and development expense in our

consolidated statements of operations during the first quarter of 2008

In June 2008 we finalized the terms of our license and collaboration agreement with Isis and paid

Isis an additional $175.0 million upfront nonrefundable license fee Under the terms of the agreement

Isis will be responsible at its own expense for up to $125.0 million for the development of

mipomersen Thereafter we and Isis will share development costs for mipomersen equally The initial

funding commitment by Isis and shared development funding would end when the mipomersen

program is profitable In the event the research and development of mipomersen is terminated prior to

Isis completing their funding obligation we are not entitled to any refund of our $175.0 million upfront

payment Isis is eligible to receive up to $750.0 million in commercial milestone payments and up to

$825.0 million in development and regulatory milestone payments

We will be responsible for funding sales and marketing expenses until mipomersen revenues are

sufficient to cover such costs Profits on mipomerseninitially will be allocated 70% to us and 30% to

Isis The profit ratio would be adjusted on sliding scale if and as annual revenues for mipomersen

ramp up to $2.0 billion at which point we would share profits equally with Isis The results of our

mipomersen program are included in the results of our cardiovascular business unit which are reported

in our Cardiometabolic and Renal segment disclosures

We account for our investment in Isis common stock on cost basis due to certain trading

restrictions imposed by Isis that prohibit us from selling our holdings of Isis common stock until the

earlier of

January 2012

the first commercial sale of product under our agreement with Isis or

termination or reversion of the product license granted to us under the agreement

As of December 31 2009 our investment in Isis common stock had carrying value of $80.1 million

or $16.02 per share and fair market value of $55.6 million or $11.11 per share The closing price per

share of Isis common stock exhibited volatility in 2009 and has remained below our historical cost since

September 2009 with closing prices subsequent to that date ranging from high of $15.69 per share

to low of $9.94 per share We considered all available evidence in assessing the decline in value of

our investment in Isis common stock including investment analyst reports and Isiss expected results

and future outlook and we believe that the investment can be expected to recover to at least our

historical cost Currently the average 12-month price estimate for Isis common stock among some

analysts is approximately $16 per share As result of our analysis as of December 31 2009 we

consider the $24 million unrealized loss on our investment in Isis common stock to be temporary

loss We will continue to review the fair value of our investment in Isis common stock in comparison to

our historical cost and in the future if the decline in value has become other than temporary we will

write down our investment in Isis common stock to its then current market value and record an

impairment charge to our consolidated statements of operations

2007

The following acquisition was accounted for as business combination and accordingly we have

included its results of operations in our consolidated statements of operations from the date of

acquisition

51



Bioenvision

Effective October 23 2007 we completed our acquisition of Bioenvision through the culmination

of two-step process consisting of tender offer completed in July 2007 and merger approved in

October 2007 We paid gross consideration of $366.5 million in cash including $362.0 million fOr the

outstanding shares of Bioenvision common and preferred stock and options to purchase shares of

Bioenvision common stock and approximately $5 million for acquisition costs The transaction was

accounted for as business combination and is included in the results of our Hematologic Oncoogy

reporting segment The acquisition of Bioenvision provided us with the exclusive worldwide rights to

clofarabine

CRITICAL ACCOUNTING POLICIES AND SIGNIFICANT JUDGMENTS AND ESTIMATES

The significant accounting policies and methods used in the preparation of our consolidated

financial statements are described in Note Summary of Significant Accounting Policies to our

consolidated financial statements set forth in Item of this Form 10-K The preparation of

consolidated financial statements under U.S GAAP requires us to make certain estimates and

judgments that affect reported amounts of assets liabilities revenues expenses and disclosure of

contingent assets and liabilities in our financial statements Our actual results could differ from these

estimates under different assumptions and conditions We believe that the following critical accounting

policies affect the significant judgments and estimates used in the preparation of our consolidated

financial statements

Revenue Recognition

Stock-Based Compensation

Income Taxes

Inventories

Long-Lived and Intangible Assets

Asset Impairments

Contingent Consideration Expense and

Investments in Debt and Equity Securities

Revenue Recognition

Product Sales

We recognize revenue from product sales when persuasive evidence of an arrangement exists the

product has been shipped title and risk of loss have passed to the customer and collection from the

customer is reasonably assured For sales to distributors that do not or can not bear the risk of loss we

recognize revenue when the product is sold through to hospitals or other healthcare providers The

timing of product shipments and receipts by the customer can have significant impact on the amount

of revenue recognized in particular period significant portion of our products are sold at least in

part through wholesalers and specialty distributors along with direct sales to hospitals homecare

providers government agencies and physicians Consequently our net sales and quarterly growth

comparisons -may be affected by fluctuations in the buying patterns of our major distributors and other

trade buyers which may result from seasonality pricing wholesaler buying decisions or other factors

Inventory in the distribution channel consists of inventory held by wholesalers and specialty distributors

who are our customers and inventory held by their retail customers such as pharmacies and hospitals

Our revenue in particular period can be affected by increases or decreases in channel inventories

Significant increases in wholesaler or retail inventories could result in reduced purchases in subsequent
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periods or product returns from the distribution channel due to overstocking low end-user demand or

product expiration

We use variety of data sources to determine the amount of inventory in the distribution channel
For most product lines we receive data on sales and inventory levels directly from our primary

customers For key product lines in our Cardiometabolic and Renal Genetic Diseases and Hematologic

Oncology areas our data sources also include prescription and wholesaler data purchased from external

data providers As
part of our efforts to limit the amount of Cardiometabolic and Renal Genetic

Diseases and Hematologic Oncology inventory held by distributors and to gain improved visibility into

the distribution channel we have executed agreements to limit the amounts of inventory they carry and

to provide us ongoing reports to verify distributor inventory levels and sales data

Product Sales Allowances

Sales of many biotechnology products in the United States are subject to increased pricing

pressure from managed care groups institutions government agencies and other groups seeking

discounts We and other biotechnology companies in the U.S market are also required to provide

statutorily defined rebates and discounts to various U.S government agencies in order to participate in

the Medicaid program and other government-funded programs In most international markets we
operate in an environment where governments may and have mandated cost-containment programs
placed restrictions on physician prescription levels and patient reimbursements emphasized greater use
of

generic drugs and enacted across the board
price cuts as methods to control costs The

sensitivity of

our estimates can vary by program type of customer and geographic location Estimates associated with

Medicaid and other government allowances may become subject to adjustment in subsequent period

We record product sales net of the following significant categories of product sales allowances

Contractual adjustmentsWe offer chargebacks and contractual discounts and rebates which

we collectively refer to as contractual adjustments to certain private institutions and various

government agencies in both the United States and international markets We record

chargebacks and contractual discounts as allowances against accountS receivable in our

consolidated balance sheets We account for rebates by establishing an accrual for the amounts

payablç by us to these agencies and institutions which is included in accrued liabilities in our

consolidated balance sheets We estimate the allOwances and accruals for our contractual

adjustments based on historical
experience and current contract prices using both internal data

as well as information obtained from external sources such as independent market research

agencies and data from wholesalers We continually monitor the adequacy of these estimates and

adjust the allowances and accruals periodically throughout each quarter to reflect our actual

experience In evaluating these allowances and accruals we consider several factors including

significant changes in the sales performance of our products subject to contractual adjustments

inventory in the distribution channel changes in U.S and foreign healthcare legislation

impacting rebate or allowance rates changes in contractual discount rates and the estimated lag
time between sale and payment of the corresponding rebate

DiscountsIn some countries we offer cash discounts for certain products as an incentive for

prompt payment which are generally stated percentage off the sales price We account for

cash discounts by reducing accounts receivable by the full amounts of the discounts We consider

payment performance and adjust the accrual to reflect actual experience and

Sales returnsWe record allowances for product returns at the time product sales are recorded

The product returns reserve is estimated based on the returns policies for our individual

products and our experience of returns for each of our products We also consider the products

lifecycle and possible competition pending including generic products If the price of product

changes or if the history of product returns changes the reserve is adjusted accordingly We
determine our estimates of the sales return accrual for new products primarily based on the

historical sales returns experience of similar products or those within the same or similar

therapeutic category
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Our provisions for product sales allowances reduced gross product sales as follows amounts in

thousands
09/08 08/07

09/08 Increase 08/07 Increase

Increase Decrease Increase Decrease

2009 2008 2007 Decrease Change Decrease Change

Product sales allowances

Contractual adjustments 633605 505027 377852 $128578 25% $127175 34%

Discounts 26775 23390 20037 3385 14% 3353 17%

Sales returns 34663 23214 15342 11449 49% 7872 51%

Total product sales allowances 695043 551631 413231 $143412 26% $138400 33%

Total gross product sales $4771708 $4748539 $3871009 23169 $877530 23%

Total product sales allowances as

percent of total gross product

sales 15% 12% 11%

Total product sales allowances increased in 2009 as compared to 2008 largely due to the impact of

price increases implemented after the second quarter of 2008 primarily for our Cardiometabolic and

Renal reporting segment increased sales returns reserves for Hectorol based on our experience with

returns for the product the addition of $36 million of product sales allowances related to sales of

Campath Fludara and Leukine which we acquired from Bayer in May 2009 approximately $8 million

of additional accrued contractual fees and changes in our overall product mix Total product sales

allowances as percentage of total gross product sales increased in 2009 as compared to 2008

primarily due to decreased sales volumes for Cerezyme and Fabrazyme as result of supply constraints

for which there was not proportionate
decrease in product sales allowances because these products

generally have lower sales allowances Our product sales allowances for 2009 do not include any

estimates or allowances related to the proposed U.S healthcare reform legislation currently pending

final congressional action We cannot be certain when the healthcare reform legislation will be enacted

if at all and if enacted what effect the new law will have on our product sales allowances

Total product sales allowances increased in 2008 as compared to 2007 primarily due to an

increase in overall gross product sales and changes in rebate rates and product mix The increase in

sales returns allowances in 2008 as compared to 2007 is primarily due to increased sales returns

allowances for our Cardiometabolic and Renal segment due to Renagel/Renvela price increase in

August 2008 and revisions to our estimates of the volume of product returns for our Cardiometabolic

and Renal segment as well as our Biosurgery segment

Total estimated product sales allowance reserves and accruals in our consolidated balance sheets

increased approximately 12% to approximately $236 million as of December 31 2009 as compared to

approximately $210 million as of December 31 2008 primarily due to changes in the timing of certain

payments and approximately $8 million of additional accrued contractual fees in 2009 Our actual

results have not differed materially from amounts recorded The annual variation has been less than

0.5% of total product sales for the last three years

Distributor Fees

Cash consideration including sales incentive given by vendor to customer is presumed to be

reduction of the selling prices of the vendors products or services and therefore is appropriately

characterized as reduction of revenue We include such fees in contractual adjustments which are

recorded as reduction to produŁt sales That presumption is overcome and the consideration is
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appropriately be characterized as cost incurred if and to the extent that both of the following

conditions are met

the vendor receives or will receive an identifiable benefit goods or services in exchange for

the consideration and

the vendor can reasonably estimate the fair value of the benefit received

We record service fees paid to our distributors as charge to SGA component of
operating

expenses only if the criteria set forth above are met The following table sets forth the distributor fees

recorded as reduction to product sales and charged to SGA amounts in thousands

09/08 08/07

09/08 Increase 08/07 Increase
ear ecem er

Increase Decrease Increase Decrease
2009 2008 2007 Decrease Change Decrease Change

Distributor fees

Included in contractual adjustments and

recorded as reduction to product sales $22308 $23368 $18483 $l060 5% $4885 26%
Charged to SGA 13350 13514 13190 164 1% 324 2%

Total distributor fees $35658 $36882 $31673 $1224 3% $5209 16%

Collaborations

We evaluate revenue from agreements that have multiple elements to determine whether the

components of the arrangement represent separate units of accounting We recognize revenue for

delivered item in multiple element arrangement upon determination that

the delivered items have value to the customer on stand alone basis

there is objective and reliable evidence of fair value of the undelivered items and

delivery or performance is probable and within our control for any delivered items that have

right of return

The determination that multiple elements in an arrangement meet the criteria for separate units of

accounting requires us to exercise our judgment

We determine whether we should recognize revenue on gross or net basis based on the relevant

facts and circumstances which relate primarily to whether we act as principal or agent in the process

of generating revenues for the revenue transactions

Stock-Based Compensation

We are required to recognize stock based compensation expense in our financial statements for all

share based payment awards including stock options and restricted stock units or RSUs made to

employees and directors based upon the grant date fair value of those awards

We estimate the fair value of each stock option grant using the Black-Scholes option pricing

model Use of valuation model requires management to make certain assumptions with respect to

selected model inputs The key assumptions in the Black-Scholes model are the risk-free interest rate
the dividend yield .the expectçd option life in years and the expected volatility of the price of

Genzyme Stock The risk-free interest rate is based on the U.S Treasury yield curve in effect on the

date of grant The dividend yield percentage is zero because we do not currently pay dividends nor

intend to do so during the expected option life We use historical data on exercises of our stock options

and other factors to estimate the ecpected option life in years or term of the share based payments

granted We estimate the expected volatility rate for our stock options based on historical volatility of
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our stock over the expected term of the equity award granted We determine separate volatility rates

for each enrollment under our employee stock purchase plan or ESPF based on the period from the

commencement date of each enrollment to each applicable purchase date Changes in these input

variables would affect the amount of expense associated with stock-based compensation The

compensation expense recognized for all share-based awards is net of estimated forfeitures We

estimate forfeiture rates based on historical analysis of option forfeitures If actual forfeitures should

vary from estimated forfeitures adjustments to stock-based compensation expense may be required in

future periods

Income Taxes

We use the asset and liability method of accounting for deferred income taxes We are subject to

income taxes in both the United States and numerous foreign jurisdictions however our most

significant tax jurisdictions are the U.S federal and states Significant judgments estimates and

assumptions regarding future events such as the amount timing and character of income deductions

and tax credits are required in the determination of our provision for income taxes and whether

valuation allowances are required against deferred tax assets These judgments estimates and

assumptions involve

interpreting
the tax laws in various jurisdictions in which we operate

analyzing changes in tax laws regulations and treaties foreign currency exchange restrictions

and

estimating our levels of income expenses and profits in each jurisdiction and the potential

impact of that income on the tax liability in any given year

We operate in many jurisdictions where the tax laws relating to the pricing of transactions between

related parties are open to interpretation which could potentially result in tax authorities asserting

additional tax liabilities with no Offsetting tax recovery in other countries

Uncertainties exist with respect to the interpretation of complex tax regulations
and the amount

and timing of future taxable income Given the wide range of international business relationships and

the long-term nature and complexity of existing contractual agreements differences arising between the

actual results and the assumptions made or future changes to such assumptions could necessitate

adjustments to the tax benefit and provision in future periods We establish what we believe to be

reasonable provisions for possible consequences of audits by the tax authorities of the respective

countries The amount of such provisions is based on various factors such as experience with previous

tax audits and differing interpretations of tax regulations by the taxable entity and the responsible tax

authority Such differences in interpretation may arise on wide variety of issues depending on the

conditions prevailing in the respective domicile We develop our cumulative probability assessment of

the measurement of uncertain tax positions using internal expertise experience
and judgment

Estimates are refined as additional information becomes known Any outcome upon settlement that

differs from our initial estimate may result in additional or lower tax expense in future periods

However we do not believe it is possible to reasonably estimate the potential impact of changes to the

assumptions estimates and judgments identified because the resulting change to our tax liability if any

is dependent on numerous factors including among others changes in tax law the amount and nature

of additional taxes potentially asserted by local tax authorities the willingness of local tax authorities to

negotiate fair settlement through an administrative process the impartiality of the local courts and

the potential for changes in the tax paid to one country to either produce or fail to produce an

offsetting tax change in other countries

We apply two step approach to recognize and measure uncertain tx positions tax

contingencies The first step is to evaluate the tax position for recognition by determining if the weight
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of available evidence indicates it is more likely than not that the tax position will be sustained based on

the technical merits of the tax position The second step is the measurement of the tax benefit which is

the largest amount using cumulative probability measure which is likely to be realized upon ultimate

audit settlement including resolution of related appeals or litigation processes if any We consider

many factors including the factors described above when evaluating and estimating our tax positions

and tax benefits which requires periodic adjustments and may not accurately forecast actual outcomes

Inventories

We value inventories at cost or if lower fair value We determine cost using the first-in first-out

method We analyze our inventory levels quarterly and write down inventory as charge to cOst of

sales that has become obsolete due to anticipated product expiration inventory that has cost basis in

excess of its expected net realizable value and inventory in excess of expected requirements Expired

inventory is disposed of and the related costs are written off If actual market conditions are less

favorable than those projected by management additional inventory write downs may be required

We capitalize inventory produced for commercial sale which may result in the capitalization of

inventory prior to regulatory approval of product In no event is inventory capitalized prior to the

completion of phase clinical trial If product is not approved for sale it would result in the write

off of the inventory and charge to earnings

We periodically review our inventories for excess or obsolete inventory and write down obsolete or

otherwise unmarketable inventory to its estimated net realizable value If the actual net realizable value

is less than the value we estimate or if there are any further determinations that inventory will not be

marketable based on estimates of demand additional inventory write downs will be required

Additionally our products are subject to strict quality control and monitoring throughout the

manufacturing process Periodically certain lots of inventory may fail to meet our quality specifications

during the manufacturing process or prior to sale or may expire For such lots we consider the factors

affecting the decline in quality of the lot and assess the likelihood that the lot can be reworked into

saleable product or whether the lot is unmarketable We record charge to cost of products sold in

our consolidated statement of operations to write off the value of any unmarketable inventory in the

period in which we determine that the product no longer meets our criteria for saleable product

The determination of what factors may cause lot to fail to meet our quality standards the assessment

of whether we can rework the lot within the scope of the approved manufacturing process for the

product and the likelihood that we can complete such rework in timely fashion involve judgments

that can affect the amount and timing of the charges we record to write off the value of unmarketable

inventory

In 2009 we wrote off approximately $11 million of Cerezyme work-in-process material related to

the costs for the remediation of out Allston facility and $9.2 million of Myozyme inventory costs related

to terminated production runs at our Belgium facility In 2008 we wrote off Myozyme inventory costs

of $12.6 million related to terminated production runs at our Belgium facility

Long-Lived and Intangible Assets

Properly Plant and Equipment

As of December 31 2009 there was $2.8 billion of net property plant and equipment on our

consolidated balance sheet We generally depreciate property plant and equipment using the

straight line method over its estimated economic life which ranges from to 40
years Determining the

ecOnomic lives of property plant and equipment requires us to make significant judgments that can

materially impact our operating results If our estimates require adjustment it could have material

impact on our reported results
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In the ordinary course of our business we incur substantial costs to purchase and construct

property plant and equipment The treatment of costs to purchase or construct these assets depends on

the nature of the costs and the stage of construction Costs incurred in the initial design and evaluation

phase such as the cost of performing feasibility studies and evaluating alternatives are charged to

expense Qualifying costs incurred in the committed project planning and design phase and in the

construction and installation phase are capitalized as part of the cost of the asset We stop capitalizing

costs when an asset is substantially complete and ready for its intended use Determining the

appropriate period during which to capitalize costs and assessing whether particular costs qualify for

capitalization requires us to make significant judgments These judgments can have material impact

on our reported results

Equipment and facilities used to manufacture products subject to FDA or other governmental

regulation are required to comply with standards of those regulatory agencies The activities necessary

to obtain approval from these regulatory agencies are referred to as validation costs We capitalize the

cost of validating new equipment and facilities for the underlying manufacturing process We begin

capitalization when we consider the product and manufacturing process to have demonstrated

technological feasibility and end capitalization when the asset is substantially complete and ready for

its intended use Costs capitalized include incremental labor and direct material and incremental fixed

overhead Determining whether to capitalize validation costs requires judgment and can have

significant impact on our reported results Also if we were unable to successfully validate the

manufacturing process
for any future product we would have to write off to current operating expense

any validation costs that had been capitalized during the unsuccessful validation process Costs to

initiate new projects in an existing facility are treated as start-up costs and expensed as incurred As of

December 31 2009 capitalized validation costs net of accumulated depreciation were $19.4 million

Goodwill and Other Intangible Assets

As of December 31 2009 there was approximately $1 billion of net goodwill and $2 billion of

net other intangible assets on our consolidated balance sheet We amortize finite intangible assets using

the straight line method over their estimated economic lives which range from and 15 years or using

the economic use method if that method results in significantly greater amortization than the

straight line method Determining the economic lives of acquired finite intangible assets requires us to

make significant judgment and estimates and can materially impact our operating results For certain

acquired finite intangible assets we may be required to make additional payments contingent upon

meeting certain sales targets We record amortization expense for these intangibles based on estimated

future sales of the related products and include in the determination of amortization all contingent

payments that we believe are probable of being made We apply this amortization model to our Synvisc

distribution rights acquired from Wyeth our license agreement with Synpac related to Myozyme

patents and our technology intangible assets for Fludara related to our acquisition from Bayer We
review the sales forecasts of these products on quarterly basis and assess the impact changes in the

forecasts have on the rate of amortization and the likelihood that contingent payments will be made

Adjustments to amortization expense resulting from changes in estimated sales are reflected

prospectively

IPRD

IPRD represents the fair value assigned to incomplete technologies that we acquire which at the

time of acquisition have not reached technological feasibility and have no alternative future use

technology is considered to have an alternative future use if it is probable that the acquirer will use the

asset in its incomplete state as it exists at the acquisition date in another research and development

project that has not yet commenced and economic benefit is anticipated from that use
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Substantial additional research and development will be required before any of our IPRD
programs reach technological feasibility In addition once research is completed each underlying

product candidate will need to complete series of clinical trials and receive regulatory approvals prior

to commercialization Management assumes responsibility for determining the valuation of the acquired

IPRD programs The fair value assigned to IPRD for each acquisition is estimated by discounting

to present value the future cash flows expected from the programs since the date of our acquisition

Accordingly such cash flows reflect our estimates of revenues costs of sales operating expenses and

income taxes from the acquired IPRD programs based on the following factors

relevant market sizes and market growth factors

current and expected trends in technology and product life cycles

the time and investment that will be required to develop products and technologies

the ability to obtain marketing authorization and regulatory approvals

the ability to manufacture and commercialize the products

the extent and timing of potential new product introductions by our competitors that may be

deemed more efficacious more convenient to use or more cost effective

the amount of revenues that could be derived from the products and

the appropriate discount rates to use in the analysis

The discount rates used are commensurate with the uncertainties associated with the economic

estimates described above The resulting discounted future cash flows are then probability adjusted to

reflect the different stages of development the time and resources needed to complete the

development of the product and the risks of advancement through the product approval process In

estimating the future cash flows we also consider the tangible and intangible assets required for

successful
exploitation of the technology resulting from the purchased IPRD programs and adjust

future cash flows for charge reflecting the contribution to value of these assets Such contributory

tangible and intangible assets may include but are not limited to working capital fixed assets

assembled workforce customer relationships patents trademarks and core technology

Use of different estimates and judgments could yield materially different results in our analysis and

could result in materially different asset values or expense There can be no assurance that we will be

able to successfully develop and complete the acquired IPRD programs and profitably commercialize

the underlying product candidates before our competitors develop and commercialize products for the

same indications or at all Moreover if certain of the acquired IPRD programs fail are abandoned

during development or do not receive regulatory approval then we may not realize the value we have

estimated and recorded in our financial statements on the acquisition date and we may also not

recover the research and development investment made since the acquisition date to further develop

that program If such circumstances were to occur our future operating results could be materially

adversely impacted

Asset Impairments

Impairment of Goodwill and Indefinite-Lived IPRD

We are required to periodically test goodwill and IPRD classified as indefinite-lived assets for

impairment and to amortize other intangible assets over their useful lives unless these lives are

determined to be indefinite

We test goodwill using two-step process The first step compares the fair value of the reporting

unit with the units carrying value including goodwill When the carrying value of the reporting unit is
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greater than fair value the units goodwill may be impaired and the second step must be completed to

measure the amount of the goodwill impairment charge if any In the second step the implied fair

value of the reporting units goodwill is compared with the carrying amount of the units goodwill If

the carrying amount is greater than the fair values the carrying value of the goodwill must be written

down to its implied fair value We determine the fair values by discounting to present value the

estimated future cash flow of the reporting unit which includes various analyses assumptions and

estimates including discount rates projected results and estimated cash flows

Effective January 2009 all IPRD we acquire through business combinations on or after

January 2009 is capitalized as an intangible asset on our consolidated balance sheets and periodically

tested for impairment We test our indefinite-lived IPRD assets for impairment by comparing the face

value of each IPRD asset to our carrying value for the asset If the carrying value is greater than the

fair value of the asset we are required to write down the value of the IPRD asset to its implied fair

value We continue to test our indefinite-lived IPRD assets for potential impairment until the projects

are completed or abandoned

We are required to perform impairment tests annually which we perform in the third quarter of

every year and whenever events or changes in circumstances suggest that the carrying value of an asset

may not be recoverable In December 2008 we filed an IND for our advanced phosphate binder

Genz-644470 However in November 2009 we discontinued this program because the results of

phase 2/3 clinical study of the advanced phosphate binder did not demonstrate significant improvement

in phosphate lowering compared to Renvela Upon discontinuation of this program we updated the

annual goodwill impairment test that had been performed for our renal reporting unit in the third

quarter of 2009 We determined that the fair value of our renal reporting unit continued to exceed its

cariying value and therefore no impairment charge was required as result of the termination of our

advanced phosphate binder program For all of our acquisitions various analyses assumptions and

estimates were made at the time of each acquisition specifically regarding product development market

conditions and cash flows that were used to determine the valuation of goodwill and intangibles When

we perform impairment tests in future years the possibility exists that changes in forecasts and

estimates from those used at the acquisition date could result in impairment charges

Impairment of Tangible and Intangible Assets Other Than Goodwil4 and Finite-Lived IPRD

We periodically evaluate long-lived assets for potential impairment We perform these evaluations

whenever events or changes in circumstances suggest that the carrying value of an asset or group of

assets is not recoverable Upon discontinuation of the development of our advanced phosphate binder

as described above we also tested the long-lived assets of our renal reporting unit for potential

impairment We determined that the fair value of the long lived assets of our renal reporting unit

continued to exceed their carrying value and therefore no impairment charge was required as result

of the termination of this program In evaluating long-lived assets for potential impairment we make

several significant estimates and judgments including

determining the appropriate grouping of assets at the lowest level for which cash flows are

available

estimating future cash flows associated with the asset or group of assets and

determining an appropriate discount rate to use in the analysis

Use of different estimates and judgments could yield significantly different results in this analysis

and could result in materially different asset impairment charges
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Contingent Consideration Expense

Each period we revalue the contingent consideration obligations associated with certain

acquisitions to their then fair value and record increases in the fair value as contingent consideration

expense and record decreases in the fair value as reduction of contingent consideration expense

Increases or decreases in the fair value of the contingent consideration obligations can result from

changes in assumed discount periods and rates changes in the assumed timing and amount of revenue

and expense estimates and changes in assumed probability adjustments with respect to regulatory

approval Significant judgment is employed in determining the appropriateness of these assumptions as

of the acquisition date and for each subsequent period Accordingly future business and economic

conditions as well as changes in any of the assumptions described above can materially impact the

amount of contingent consideration expense we record in any given period

Investments in Debt and Equity Securities

We invest portion of our excess cash balances in short term and long term marketable debt

securities The earnings on our investment portfolios may be adversely affected by changes in interest

rates credit ratings collateral value the overall strength of credit markets and other factors that may
result in other than temporary declines in the value of the securities

We also invest in equity securities as part of our strategy to align ourselves with technologies and

companies that fit with our strategic direction Most often we will collaborate on scientific programs

and research with the issuers of the securities

Valuation Techniques

Fair value is market-based measure considered from the perspective of market participant who

would buy the asset or assume the liability rather than our own specific measure All of our fixed

income securities are priced using variety of daily data sources largely readily-available market data

To validate these prices we compare the fair market values of our fixed income investments using

market data from observable and corroborated sources We also perform the fair value calculations for

our derivative and equity securities using market data from Observable and corroborated sources In

periods of market inactivity the observability of prices and inputs may be reduced for certain

instruments

RESULTS OF OPERATIONS

The following discussion summarizes the key factors our management believes are necessary for an

understanding of our consolidated financial statements

REVENUES

The components of our total revenues are described in the following table amounts in thousands

09/08 08/07

09/08 Increase 08/07 Increase

Increase Decrease Increase Decrease
2009 2008 2007 Decrease Change Decrease Change

Product revenue $4076665 $4196907 $3457778 $120242 3% $739129 21%
Service revenue 418518 366091 326326 52427 14% 39765 12%

Total product and service revenue 4495183 4562998 3784104 67815 1% 778894 21%
Research and development revenue 20342 42041 29415 21699 52% 12626 43%

Total revenues $4515525 $4605039 $3813519 89514 2% $791520 21%
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Product Revenue

We derive product revenue from sales of

Genetic Diseases products including

Cerezyme for the treatment of Gaucher disease

Fabrazyme for the treatment of Fabry disease

Myozyme for the treatment of Pompe disease

Aldurazyme for the treatment of MPS and

Elaprase for the treatment of MPS II

Cardiometabolic and Renal products including

Renagel/Renvela and bulk sevelamer for the reduction of elevated serum phosphorus levels

in patients with CKD on dialysis and in Europe in CKD patients both on and not on

dialysis with serum phosphorous above certain level

Hectorol for the treatment of secondary hyperparathyroidism in CKD patients
and

Thyrogen which is an adjunctive diagnostic agent used in the follow-up treatment of

patients with well-differentiated thyroid cancer and an adjunctive therapy in the ablation of

remnant thyroid tissue

Biosurgery products including

orthopaedic products such as Synvisc/Synvisc-One for the treatment of pain associated with

osteoarthritis of the knee and

Seprafilm for the prevention of adhesions following various surgical procedures in the

abdomen and pelvis

Hematologic Oncology products including

Campath and Fludara for the treatment of letikmia and lymphoma

Clolar for the treatment of acute leukemia

Leukine for the reduction of the incidence of severe and life-threatening infections in older

adult patients with AML following chemotherapy and certain other uses and

Mozobil for the mobilization of hematopoietic stem cells

Other products including

transplant products for the treatment of immune mediated diseases primarily

Thymoglobulin which induces immunosuppression of certain types of cells responsible for

organ rejection in transplant patients

diagnostic products including infectious disease and cholesterol testing products and

bulk pharmaceuticals including WelChol which is therapy for the reduction of LDL
cholesterol in patients with primary hypercholesterolemia

62



The following table sets forth our product revenue on reporting segment basis amounts in

thousands

09/08 08/07

09/08 Increase 08/07 Increase

Increase Decrease Increase Decrease
2009 2008 2007 Decrease Change Decrease Change

Genetic Diseases $1774519 $2226329 $1766479 $451810 20% $459850 26%
Cardiometabolic and Renal 1010932 955925 832017 55007 6% 123908 15%

Biosurgery 513682 445688 381430 67994 15% 64258 17%

Hematologic Oncology 284858 101217 68947 183641 100% 32270 47%
Other product revenue 492674 467748 408905 24926 5% 58843 14%

Total product revenue $4076665 $4196907 $3457778 $120242 3% $739129 21%

2009 As Compared to 2008

Genetic Diseases

Manufacturing and Regulatory Issues in 2009

In June 2009 we interrupted production of Cerezyme and Fabrazyme at our Allston facility after

identifying virus Vesivirus 2117 in bioreactor used for Cerezyme production The virus we

identified impairs the viability of cells used in the manufacturing process and is not known to cause

infection in humans We completed sanitization of the facility and resumed production there in the

third quarter of 2009 Cerezyme and Fabrazyme inventories were not sufficient to avoid shortages

In February 2009 we received warning letter from the FDA following the agencys inspection of

our Aliston facility in September and October 2008 and issuance of Form 483 outlining deficiencies at

the facility The FDA re-inspected the plant in October and November 2009 and provided us with

another Form 483 outlining deficiencies at the facility which were mainly related to the fill-finish

capabilities at the facility

We are moving forward with several expansion projects that will result in an increase of our

biologics manufacturing capacity These projects include new facility in Framingham Massachusetts

with capacity to produce bulk Fabrazyme and bulk Cerezyme and the addition of third 4000L scale

bioreactor at our Geel Belgium facility for the production of bulk Myozyme We currently anticipate

receiving approval for the additional Fabrazyme and Myozyme capacity in 2011 We are working with

third party contract manufacturer to transfer fill-finish activities to the contract manufacturer for

portion of our Fabrazyrne Cerezyme and Myozyme production In addition the fill-finish area of the

Waterford facility is also being expanded to accommodate the long-term growth of our Genetic

Diseases products and we currently anticipate receiving approval of this new capacity in 2011

In 2009 we also continued to pursue FDA approval of alglucosidase alfa produced using larger

bioreactor scale process which we refer to as Lumizyme in the United States Since 2008 we had been

seeking approval of the product in the United States using 2000L scale process but we stopped

manufacturing the product at this scale in 2009 In November 2009 we received complete response

letter from the FDA regarding our application to produce at the 2000L scale stating that satisfactory

resolution of deficiencies related to our Allston facility were required before the Lumizyme application

could be approved Based on subsequent conversations with the FDA we decided to seek approval of

the product produced using 4000L scale process which will also be known as Lumizyme in the

United States We submitted an amendment to the 2000L BLA to the FDA in December 2009 which

the FDA has assigned June 17 2010 PDUFA date Production of alglucosidase alfa at the larger

4000L scale is required to fulfill global demand In Europe we received approval for the 4000L scale
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process in February 2009 and as of the first quarter of 2010 the majority of markets outside of the

United States have transitioned to the 4000L scale product

Genetic Diseases Product Revenue

09/08

09/08 Increase

Increase Decrease
2009 2008 Decrease %Change

Amounts in thousands

Genetic Diseases

Cerezyme 793024 $1238977 $445953 36%
Fabrazyme 429690 494260 64570 13%
Myozyme 324545 296176 28369 10%

Aldurazyme 155065 151321 3744 2%

Other Genetic Diseases 72195 45595 26600 58%

Total Genetic Diseases $1774519 $2226329 $451810 20%

Genetic Diseases product revenue decreased for 2009 primarily due to

the temporary suspension of production at our Allston facility in June 2009 during time of

already low levels of inventory for Cerezyme and Fabrazyme resulting in supply constraints for

Cerezyme and Fabrazyme and increased contractual fees for Cerezyme and

unfavorable exchange rate fluctuations offset in part by

continued growth in sales volume for Myozyme Aldurazyme and Elaprase

Cerezyme and Fabrazyme

The supply constraint and increased contractual fees for Cerezyme adversely impacted Cerezyme

revenue by $398.1 million for 2009 The weakening of foreign currencies against the U.S dollar also

adversely impacted Cerezyme revenue by $46.3 million for 2009 Our results of operations are

dependent on sales of Cerezyme and any reduction in revenue from sales of this product adversely

affects our results of operations Sales of Cerezyme were approximately 18% of our total revenue for

2009 which reflect periods of supply constraint as compared to approximately 27% for 2008 We
resumed Cerezyme shipments in November 2009 In late December 2009 we began shipping vials of

Cerezyme on per-infusion basis to patients around the world that experienced treatment

interruption in 2009 To more consistently manage the resupply of Cerezyme to patients in

approximately 100 countries and reduce interruptions in shipping that occur in the absence of

inventory we are working to build small inventory buffer To build this inventory buffer we intend to

ship at 50% of demand for an eight-week period beginning February 22 2010

The supply constraint for Fabrazyme adversely impacted Fabrazyme revenue by $46.4 million for

2009 The weakening of foreign currencies against the U.S dollar also adversely impacted Fabrazyme

revenue by $13.2 million for 2009 as compared to 2008 We resumed shipments of vials of Fabrazyme

in early January 2010 We have been shipping Fabrazyme to meet approximately 30% of global

demand and anticipate continuing to ship at this level through May 2010 We are working to increase

the productivity of the Fabrazyme manufacturing process which has performed at the low end of the

historical range since the re-start of production We have developed new working cell bank for

Fabrazyme afid production is underway at the 2000L scale Pending regulatory approval output from

this process is expected starting in June 2010 If this change is successful we anticipate that sufficient

supply will become available to enable higher dosing for patients on Fabrazyme
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The Cerezyme and Fabrazyme supply constraints resulting from the suspension of production at

our Aliston facility have created opportunities for our competitors and our future sales may be

negatively affected by competitive products that are being developed by Shire and Protalix After our

products experienced supply constraints Shire and Protalix were able to offer their developmental

therapies for the treatment of Gaucher disease to patients in the United States through an

FDA-approved treatment IND protocol and to patients in the European Union and othercountries

through pre-approval access programs Shire submitted NDA to the FDA for its therapy in August

2009 and an MAA to the EMA in November 2009 In the United States Shires application is being

reviewed by the FDA under priority review with PDUFA date of February 28 2010 Protalix

submitted its NDA to the FDA in December 2009 Outside of the United States Fabrazyme currently

competes with Replagal product marketed by Shire The FDA however has approved treatment

IND for Replagal and Shire has submitted BLA with the FDA for this product and been granted

fast track designation Some Gaucher and Fabry patients may have switched to one of our

competitors therapies during the period of supply constraint and there is risk that they may not

switch back to our products which would result in the loss of additional revenue for us In addition

the institution of treatment guidelines and dose conservation measures during the supply constraint

present the risk that physicians and patients will not resume regular treatment or dosage levels after

the supply constraint has ended potentially resulting in further loss of revenue for us

MyozymelLumizyme

Myozyme revenue increased in 2009 due to European approval in February 2009 of the product

produced at our Belgium facility using the 4000L scale process The weakening of foreign currencies

against the U.S dollar adversely impacted Myozyme revenue by $14.2 million for 2009 as compared to

2008

We have provided alglucosidase alfa free of charge to approximately 180 patients since 2007 under

temporary access program and in December 2009 we agreed with the FDA to work with the

81 active study sites in the United States to enroll additional patients into this program We plan to

keep open the temporary access program until commercial approval of Lumizyme produced using the

4000L scale process in the United States We have received June 17 2010 PDUFA date in connection

with our supplemental BLA for Lumizyme produced at the 4000L scale If the FDA approves

Lumizyme we would expect revenues for the product to increase in 2011

Aldurazyme

Aldurazyme revenue increased for 2009 as compared to 2008 due to increased patient

identification worldwide as Aldurazyme was introduced into new markets The weakening of foreign

currencies against the U.S dollar adversely impacted Aldurazyme revenue by $6.3 million for 2009 as

compared tO 2008

Other Genetic Diseases

Other Genetic Diseases product revenue increased in 2009 as compared to 2008 Sales of Elaprase

were $72.2 million in 2009 as compared to $45.6 million in 2008 primarily due to the continued

identification of new patients in our territories Revenue also increased due to the strengthening of the

Japanese yen against the U.S dollar which positively impacted revenue by $4.3 million for 2009 as

compared to 2008
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Cardiometabolic and Renal

09/08

09/08 Increase

Increase Decrease

2009 2008 Decrease %_Change

Amounts in thousands

Cardiometabolic and Renal

Renagel/Renvela including sales of

bulk sevelamer 706589 $677729 $28860 4%

HectOrol 130757 128153 2604 2%

ThyrOgen 170644 148448 22196 15%

Other Cardiometabolic and Renal 2942 1595 1347 84%

Total Cardiometabolic and Renal $1010932 $955925 $55007 6%

Sales of Renagel/Renvela including sales of bulk sevelamer increased for 2009 as compared to

2008 due to increased end-user demand and Renagel price increases in the United States after the

second quarter of 2008 offset in part by price decreases outside of the United States The weakening

of foreign currencies against the U.S dollar adversely impacted Renagel revenue by $21.8 million for

2009 as compared to 2008

We expect sales of Renagel/Renvela to continue to increase Adoption rates for Renagel/Renvela

are expected to trend favorably as result of

the introduction of Renvela globally including in Europe where it is also indicated for treatment

of hyperphosphatemic patients who are not on dialysis

approval of the powder formulation and

the potential label expansion in the United States to include hyperphosphatemic patients who

are not on dialysis

We manufacture the majority of our supply requirements for sevelamer hydrochloride the active

ingredient in Renagel and sevelamer carbonate the active ingredient in Renvela at our

manufacturing facility in Haverhill England In December 2009 equipment failure caused an explosion

and fire at this facility which damaged some of the equipment used to produce these active ingredients

as well as the building in which the equipment was located As result we have temporarily suspended

production of sevelamer hydrochloride and sevelamer carbonate at this facility while repairs are made

We anticipate that the facility will resume production of sevelamer hydrochloride
in the second quarter

of 2010 and sevelamer carbonate in the fourth quarter of 2010 We have adequate supply levels to meet

the current demand for both Renagel and Renvela and do not anticipate there will be any supply

constraints fOr either Renagel or Renvela while the facility undergoes repairs During the temporary

suspension of production at this facility we expect to incur additional charges to cost of products sold

in our consolidated statements of operations for 2010 for both Renagel and Renvela related to repairs

shutdown and idle capacity expenses We
expect to submit claims to our insurers for reimbursement of

portions of the expenses incurred in connection with the explosion fire and resulting interruption of

business We cannot be certain at this time the level of reimbursement if any that we will receive from

our insurers for these expenses

Sales of Hectorol increased for 2009 as compared to 2008 primarily due to price increases in the

fourth quarter of 2008 and the second and fourth quarters of 2009 Sales of Hectorol also include an

increase in sales volume due to the addition of the Hectorol lmcg capsule formulation in August 2009

These increases were offset in part by increased sales returns reserves for Hectorol based on our

experience for returns for the product
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Renagel/Renvela and Hectorol currently compete with several other marketed products and will

have additional competitors in the future Competitive products especially if they are lower cost

generic or follow-on products will negatively impact the revenues we recognize from Renagel/Renvela

and Hectorol See Some of our products may face competition from lower cost generic or follow-on

products under the heading Risk Factors below

In addition our ability to maintain sales of Renagel/Renvela and Hectorol will depend on many
other factors including the availability of coverage and reimbursement under patients health insurance

and prescription drug plans and the ability of health care providers to improve patients compliance

with their prescribed doses Also the accuracy of our estimates of fluctuations in the payor mix and our

ability to effectively manage wholesaler inventories and the levels of compliance with the inventory

management programs we implemented for Renagel/Renvela and Hectorol with our wholesalers could

impact the revenue from our Cardiometabolic and Renal reporting segment that we recprd from period

to period

The Medicare Improvements for Patients and Providers Act of 2008 or MIPPA directs the

Centers for Medicare and Medicaid Services or CMS to establish bundled payment system to

reimburse dialysis providers treating patients with end stage renal disease or ESRD In September

2009 CMS proposed changes to the prospective payment system that would include drugs and

biologicals used to treat ESRD in the bundled payment amount for dialysis treatments The bundled

rate is proposed to include drugs and biologicals that are currently reimbursed separately by Medicare

including intravenous Vitamin analogs and their oral equivalents such as Hectorol and oral

phosphate binders such as Renagel/Renvela CMS will issue final rule in 2010 with an anticipated

implementation date of January 2011 We are in the process of evaluating the potential impact of the

proposed bundling on our business We cannot predict whether CMSs final rule would include

phosphate binders in the bundled payment

Sales of Thyrogen increased for 2009 as compared to 2008 primarily due to worldwide volume

growth driven by an increase in the use of the product in thyroid remnant ablatiOn procedures and

price increase in July 2009 The weakening of foreign currencies against the U.S dollar adversely

impacted Thyrogen revenue by $3.8 million for 2009 as compared to 2008

Biosurgery

09/08

09/08 Increase

Increase Decrease
2009 2008 Decrease Change

Amounts in thousands

Biosurgery

Synvisc/Synvisc-One $328533 $263094 65439 25%

Sepra products 148538 133663 14875

Other Biosurgery 36611 48931 12320 25%
Total Biosurgery $513682 $445688 67994 15%

Biosurgery product revenue increased for 2009 as compared to 2008 Revenue from Synvisc/

Synvisc-One increased for 2009 as compared to 2008 primarily due to the addition of Synvisc-One

sales in the United States We received marketing approval for Synvisc-One in the United States in

February 2009

Sepra products revenue increased for 2009 as compared to 2008 primarily due to greater

penetration of Seprafilm in Japan and other international markets the expanded use of Seprafilm in

C-sections and gynecological procedures and price increase we implemented in the first quarter of

2009
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Other Biosurgery product revenue decreased for 2009 as compared to 2008 primarily due to

decrease in revenue associated with the development and commercialization of dermal filler products

with Mentor Corporation

The weakening of foreign currencies against the U.S dollar did not have significant impact on

Biosurgery product revenue for 2009 as compared to 2008

Hematologic Oncology

09/08

09/08 Increase

Increase Decrease
2009 2008 Decrease Change

Amounts in thousands

Hematologic Oncology $284858 $101217 $183641 100%

Hematologic Oncology product revenue increased for 2009 as compared to 2008 primarily due to

the addition of total of $109.6 million of sales of Campath Fludara and Leukine beginning in

the second quarter of 2009 as result of our acquisition from Bayer

$54 million increase in sales of Mozobil due to the launch of the product in the United

States in December 2008 and in Europe in August 2009 and

increased worldwide demand for Clolar

These increases were offset in part by the weakening of foreign currencies against the dollar

which adversely impacted Hematologic Oncology revenue by $1.8 million for 2009 as compared to

2008

Mozobil was approved by the FDA in December 2008 for stem cell mobilization in patients with

NHL and MM for subsequent autologous stem cell transplants In July 2009 theEuropean
Commission approved Mozobil to enhance stem cell mobilization in preparation for autologous stem

cell transplants in patients with lymphoma and MM whose cells mobilize poorly

We are developing the intravenous formulation of Clolar for new indications including first-line

and relapsed or refractory adult AML In November 2008 we filed supplemental NDA with the FDA
for the use of Clolar to treat previously untreated adults age 60

years or older with AML who have at

least one unfavorable prognostic factor In October 2009 we received complete response letter from

the FDA recommending that randomized controlled clinical study be conducted for this indication

In addition we have discussed our adult AML development plans with the EMAs CHMP and based on

the CHMPs feedback randomized controlled data would also be required We are awaiting the

availability of additional data from ongoing company- and investigator-sponsored studies before seeking

approval for this indication in the United States and the European Union We are conducting

randomized controlled phase trial comparing Clolar in combination with cytarabine to cytarabine

plus placebo in relapsed and refractory adult AML patients 55 years old or older and results from this

trial are expected in late 2010 We are also developing an oral formulation of Clolar and have initiated

clinical trials for the treatment of MDS
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Other Product Revenue

09/08

09/08 Increase

Increase/ Decrease
2009 2008 Decrease Change

Amounts in thousands

Other Product Revenue $492674 $467748 $24926 5%

Other product revenue increased for 2009 as compared to 2008 due to increases in sales of

transplant products primarily Thymoglobulin and an increase in demand for certain diagnostic

products offset by decrease in demand for pharmaceutical products Sales of Thymoglobulin

increased by $34.2 million for 2009 as compared to 2008 primarily due to higher sales volume

resulting from increased utilization of Thymoglobulin in transplant procedures worldwide

2008 As Compared to 2007

Genetic Diseases

08/07

08/07 Increase

Increase/ Decrease
2008 2007 Decrease Change

Amounts in thousands

Genetic Diseases

Cerezyme $1238977 $1133153 $105824 9%

Fabrazyme 494260 424284 69976 16%

Myozyme 296176 200728 95448 48%

Aldurazyme 151321 151321 N/A
Other Genetic Diseases 45595 8314 37281 100%

Total Genetic Diseases $2226329 $1766479 $459850 26%

Genetic Diseases product revenue increased for 2008 as compared to 2007 due to continued

growth in sales of Cerezyme Fabrazyme and Myozyme the inclusion of Aldurazyme sales in our results

of operations beginning on January 2008 as result of our restructured relationship with BioMarin

and BioMarin/Genzyme LLC and the introduction of Elaprase in the Japanese market in the fourth

quarter of 2007

The growth in sales of Cerezyme for 2008 as compared to 2007 is attributable to our continued

identification of new Gaucher disease patients particularly in international markets We implemented

3% price increase for Cerezyme in the United States in November 2007 and 4% price increase for

Cerezyme in the United States in August 2008 These price increases accounted for $12.2 million of the

additional Cerezyme revenue for 2008 as compared to 2007 The strengthening of foreign currencies

primarily the Euro against the U.S dollar positively impacted Cerezyme revenue by $33.0 million in

2008 as compared to 2007

The increase in sales of Fabrazyme for 2008 as compared to 2007 is primarily attributable to

increased patient identification worldwide as Fabrazyme is introduced into new markets We established

3% price increase in the United States for Fabrazyme in November 2007 and 4% increase for

Fabrazyme in the United States in August 2008 These price increases accounted for $6.5 million of

additional Fabrazyme revenue for 2008 as compared to 2007 The strengthening of foreign currencies

primarily the Euro against the U.S dollar positively impacted Fabrazyme revenue by $16.6 million in

2008 as compared to 2007
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Sales of Myozyme increased in 2008 as compared to 2007 The strengthening of foreign currencies

primarily the Euro against the U.S dollar positively impacted Myozyme revenue by $7.0 million for

2008 as compared to 2007

Effective January 2008 we BioMarin and BioMarin/Genzyme LLC restructured our relationship

regarding the manufacturing marketing and sale of Aldurazyme and entered into several new

agreements BioMarin/Genzyme LLC no longer engages in commercial activities related to Aldurazyme

and solely

holds the intellectual property relating to Aldurazyme and other collaboration products and

engages in research and development activities that are mutually selected and funded by

BioMarin and us the costs of which are shared equally

Under the restructured relationship BioMarin/Genzyme LLC licensed all intellectual property relating

to Aldurazyme and other collaboration products on royalty-free basis to BioMarin and us BioMarin

holds the manufacturing rights and we hold the global marketing rights We pay BioMarin tiered

payment ranging from 39.5% to 50% of worldwide net product sales of Aldurazyme Aldurazyme

product revŁnüe was $151.3 million for 2008 Prior to January 2008 we were commercializing

Aldurazyrne on behalf of BioMarin/Genzyme LLC in the United States Canada the European Union

Latin America and the Asia-Pacific regions and continuing to launch Aldurazyme on

country-by-country basis as pricing and reimbursement approvals were obtained BioMarin/

Genzyme LLCs Aldurazyme product revenue recorded by BioMarin/Genzyme LLC was $123.7 million

for 2007 The increase in Aldurazyme sales of $27.7 million for the year ended December 31 2008 as

compared to the same period of 2007 is primarily attributable to increased patient identification

worldwide as Aldurazyme was introduced into new markets We also implemented 3% price increase

for Aldurazyme in the United States in November 2007 and 4% price increase for Aldurazyme in the

United States in August 2008 These price increases accounted for $1.0 million of additional

Aldurazyrne revenue for 2008 as compared to 2007 The strengthening of foreign currencies primarily

the Euro against the U.S dollar positively impacted Aldurazyme revenue by $3.0 million for 2008 as

compared to 2007

Other Genetic Diseases product revenue increased in 2008 as compared to 2007 The increase is

due to the launch of Elaprase in Japan in the fourth quarter of 2007 and the continued identification

of new patients in our territories

Cardiometabolic and Renal

08/07

08/07 Iiicrease/

Increase Decrease

2008 2007 Decrease Change

Amounts in thousands

Cardiometabolic and Renal

Renagel/Renvela including sales of

bulk sevelamer $677729 $602670 75059 12%

Hectorol 128153 115708 12445 11%

Thyrogen 148448 113587 34861 31%

Other Cardiometabolic and Renal 1595 52 1543 100%

Total Cardiometabolic and Renal $955925 $832017 $123908 15%

Sales of Renagel/Renvela including sales of bulk sevelamer increased for 2008 as compared to

2007 primarily due to increased end-user demand which accounted for $13.9 million of the additional

revenue and Renagel price increase in the United States which accounted for $24.4 million of the

additional Renagel revenue The strengthening of foreign currencies primarily the Euro against the

70



U.S dollar positively impacted Renagel revenue by $13.0 million for 2008 Sales of Renagel/Renvela

including sales of bulk sevelamer were 15% of our total revenues for 2008 as compared to 16% for

2007

Sales of Hectorol increased for 2008 as compared to 2007 primarily due to Hectorol price

increases in the third quarter of 2007 and in the second and fourth quarters of 2008 which accounted

for $11.7 million of the additional revenue for 2008

Sales of Thyrogen increased for 2008 as compared to 2007 We implemented 9.7% price

increase for Thyrogen in the United States in April 2007 and 15% price increase for Thyrogen in the

United States in April 2008 These
price increases accounted for $11 million of additional Thyrogen

revenue for 2008 In addition worldwide volume growth driven by significant increase in the use of

the product in thyroid remnant ablation procedures positively impacted Thyrogen revenue by

$24.2 million for 2008 The strengthening of foreign currencies primarily the Euro against the U.S

dollar positively impacted Thyrogen revenue by $3.1 million for 2008 as compared to 2007

Biosurgery

08/07

08/07 Increase

Increase Decrease
2008 2007 Decrease Change

Amounts in thousands

Biosurgery

Synvisc/Synvisc-One $263094 $242319 $20775 9%

Sepra products 133663 104318 29345 28%

Other Biosurgery 48931 34793 14138 41%

Total Biosurgery $445688 $381430 $64258 17%

Biosurgery product revenue increased for 2008 as compared to 2007 Seprafilm revenue increased

$27.7 million for the
year

ended December 31 2008 as compared to the same period of 2007

primarily due to greater penetration of the product into the United States Japanese and European

markets and expanded use of Seprafilm in C-sections and gynecological procedures

The combined revenues of Synvisc/Synvisc-One increased for 2008 as compared to 2007 primarily

due to an expanded sales and marketing investment and the initiation of direct sales of the product in

Latin America

The strengthening of foreign currencies primarily the Euro against the U.S dollar positively

impacted Biosurgery product revenue by $1.1 million for 2008 as compared to 2007

Other Biosurgery product revenue increased for 2008 as compared to 2007 due primarily to

$9 million of revenue for 2008 related to dermal filler we are developing with and manufacturing

for sale to Mentor Corporation for which there was no comparable amount in 2007

Hematologic Oncology

08/07

08/07 Increase

Increase Decrease
2008 2007 Decrease Change

Amounts in thousands

Hematologic Oncology $101217 $68947 $32270 47%

Hematologic Oncology product revenue increased for 2008 as compared to 2007 primarily due to

the addition of sales of Clolar outside of North America which rights we acquired in connection with

our acquisition of Bioenvision in October 2007
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Other Product Revenue

08/07

Increase

2008 2007 Decrease
_________

Amounts in thousands

Other Product Revenue $467748 $408905 $58843

Other product revenue increased in 2008 as compared to 2007 primarily due to

$17.4 million increase in sales of transplant products for 2008 as compared to 2007 primarily

due to an 11% increase in the worldwide .average sales price of Thymoglobulin and growth in

sales volume resulting from increased utilization of Thymoglobulin in transplant procedures

worldwide The strengthening of foreign currencies primarily the Euro against the U.S dollar

positively impacted transplant product revenue by $3.5 million for 2008 as compared to 2007

$31.1 million increase in sales of diagnostic products for 2008 as compared to 2007 due to

increased demand and to the acquisition of certain diagnostic assets from Diagnostic Chemicals

Limited or DCL in December 2007 and

$9.6 million increase in sales of WelChol for 2008 as compared to 2007 due to bulk sales and

royalties earned as result of increased demand from our U.S marketing partner Sankyo

Pharma Inc or Sankyo

Service Revenue

We derive service revenue primarily from the following sources

sales of MACI proprietary cell therapy product for cartilage repair in Europe and Australia

Carticel for the treatment of cartilage damage in the United States and Epicel for the treatment

of severe burns all of which are included in our Biosurgery reporting segment and

genetics business unit which provides reproductive and oncology diagnostic testing services and

is included in Other service revenue

The following table sets forth our service revenue on segment basis amounts in thousands

08/07

Increase

Decrease

Change

Genetic Diseases N/A

Cardiometabolic and Renal 14%

Biosurgery 7%

Hematologic Oncology 72%

Other
______

13%

Total service revenue 12%

2009 As Compared to 2008

Other service revenue increased for 2009 as compared to 2008 due to $50.9 million increase in

revenues for our genetics business unit The increase in the genetics business unit revenue is primarily

attributable to increased volume from existing and new clients in both reproductive and oncology

diagnostic testing services

The weakening of foreign currencies against the U.S dollar for 2009 as compared to 2008 did not

have significant impact on service revenue

08/07

Increase

Decrease

Change

14%

09/08

09/08 Increase 08/07

Increase Decrease Increase

2009 2008 2007 Decrease Change Decrease

25 363 338 93% 363

74 58 51 16 28%

45640 42767 39880 2873 7% 2887

742 1682 980 940 56% 702

372037 321221 285415 50816 16% 35806

$418518 $366091 $326326 $52427 14% $39765
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2008 As Compared to 2007

Other service revenue increased for 2008 as compared to 2007 primarily due to $35.4 million

increase in genetics revenue The increase in genetics revenue is primarily attributable to continued

growth in sales of genetic testing and prenatal screening services as well as growth in demand for

certain testing services for patients diagnosed with cancer

Service revenue attributable to our Biosurgery reporting segment increased for 2008 as compared
to 2007 The increase is primarily due to higher demand for MACI and 6.5% price increase for

Carticel in July 2008

The strengthening of foreign currencies against the U.S dollar for 2008 as compared to 2007 did

not have significant impact on service revenue

International PrOduct and Service Revenue

substantial portion of our revenue is generated outside of the United States The following table

provides information regarding the change in international product and service revenue as percentage

of total product and service revenue during the periods presented amounts in thousands

09/08 08/07

09/08 Increase 08/07 Increase

Increase Decrease Increase Decrease
2009 2008 2007 Decrease Change Decrease Change

International product and service

revenue $2139296 $2344093 $1815160 $204797 9% $528933 29%
of total product and service

revenue 48% 51% 48%

2009 As Compared to 2008

International product and service revenue decreased for 2009 as compared to 2008 primarily due

to

decreases in international sales volume for Cerezyme and Fabrazyme for 2009 due to supply

constraints and

the weakening of foreign currencies against the U.S dollar which adversely impacted total

product and service revenue by $115.3 million for 2009

These decreases were offset in part by

growth in the international sales volume of Myozyme Aldurazyme Elaprase Thyrogen Synvisc/

Synvisc-One Seprafilm Clolar and Thymoglobulin for 2009 and

the addition of international sales of Fludara in the second quarter of 2009 and Mozobil in

Europe in the third quarter of 2009

International product and service revenue as percentage of total product and service revenue

decreased for 2009 as compared to 2008 primarily due to

decreases in the overall sales volume for Cerezyme and Fabrazyme for 2009 due to supply

constraints

the addition of sales of Leukine sold exclusively in the United States in the second quarter of

2009 and

the weakening of foreign currencies against the U.S dollar which adversely impacted our total

international revenue
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2008 As Compared to 2007

The increase in international product and service revenue for 2008 as compared to 2007 is

primarily due to $278.1 million increase in the combined international sales of Renagel Cerezyme

Fabrazyme and Myozyme primarily due to an increase in the number of patients using these products

in the European Union South America and the Asia Pacific rim In addition in 2008 we began to

record worldwide Aldurazyme revenue and revenue for Clolar sold outside North America Revenue

generated outside the United States for Aldurazyme was $121 million for 2008 which had been

recorded as joint venture revenue by BioMarin/Genzyme LLC in 2007 Revenue generated outside the

United States for Clolar was $25.8 million for 2008 There were no comparable amounts prior to our

acquisition of Bioenvision in October 2007

The strengthening of foreign currencies primarily the Euro against the U.S dollar positively

impacted total product and service revenue by $89.7 million in 2008 as compared to 2007

International product and service revenue as percentage of total product and service revenue
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and outside North America for Clolar as well as the strengthening of foreign currencies against the

U.S dollar in 2008 which positively impacted our total international revenue

Research and Development Revenue

The following table sets forth our research and development revenue on segment basis amounts

in thousands

09/08 08/07

09/08 Increase 08/07 Increase

Increase Decrease Increase Decrease
2009 2008 2007 Decrease Change Decrease Change

Genetic Diseases 1059 N/A $1059 100%
Cardiometabolic and Renal 332 200 1200 132 66% 1000 83%
Biosurgery 2493 2645 5337 152 6% 2692 50%
Hematologic Oncology 14834 36148 18601 21314 59% 17547 94%

Other 706 1815 1604 1109 61% 211 13%

Corporate 1977 1233 1614 744 60% 381 24%
Total research and development revenue $20342 $42041 $29415 $21699 52% $12626 43%

2009 As Compared to 2008

Total research and development revenue decreased for 2009 as compared to 2008 due to

decrease in Hematologic Oncology research and development revenue as result of our acquisition

from Bayer and termination of the Campath profit share arrangement As of May 29 2009 the

effective date of our acquisition from Bayer we ceased recOgnizing research and development revenue

for Bayers reimbursement of portion of the development costs for alemtuzumab for MS The fair

value of the research and development costs to be reimbursed by Bayer is accounted for as an offset to

the contingent consideration obligations for alemtuzumab for MS

2008 As Compared to 2007

Total research and development revenue increased for 2008 as compared to 2007 primarily due to

an increase in revenue recognized by our Hematologic Oncology reporting segment Hematologic

Oncology research and development revenue increased primarily due to our increase in spending for

the development of alemtuzurnab under our collaboration with Bayer Bayers reimbursement of

portion of these development expenses particularly in the multiple sclerosis development program and

$6.0 million payment received in December 2008 from Shire plc related to the vesting of an
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assignment by AnorMED of certain product rights to Shire This was the last milestone payment due

from Shire related to these product rights

GROSS PROFIT AND MARGINS

The components of our total margins are described in the following table amounts in thousands

09/08 08/07

09/08 Increase 08/07 Increase

Increase Decrease Increase Decrease
2009 2008 2007 Decrease Change Decrease Change

Gross product profit $2939728 $3283640 $2742274 $343912 10% $541366 20%

Product margin 72% 78% 79%

Gross service profit 169379 130796 114500 38583 29% $16296 14%

Service margin 40% 36% 35%

Total gross product and service

profit $3109107 $3414436 $2856774 $305329 9% $557662 20%

Total product and service margin 69% 75% 75%

Gross Product Profit and Product Margin

2009 As Compared to 2008

Our overall gross product profit decreased for 2009 as compared to 2008 primarily due to

decreased sales volume for Cerezyme and Fabrazyme and

total of $107.2 million of charges for 2009 for which there are no comparable amounts for

2008 including

$45.5 million for idle capacity clean up and other costs related to the remediation of our

Allston facility

approximately $11 million for the write off of Cerezyme work-in-process material

$43.5 million for the amortization of inventory step-up of Campath Fludara and Leukine

and

$7.3 million of other manufacturing-related charges

These decreases were offset in part by

increased sales volume for Myozyme Aldurazyme and Elaprase

the addition of sales of Renvela which was launched in the United States in 2008 for patients

with CKD on dialysis and in the European Union in June 2009 for patients with CKD on

dialysis and hyperphosphatemic patients not on dialysis

increased sales volume for Thyrogen

increased sales volume for Synvisc/Synvisc One and Seprafilm

the addition of sales of Fludara and Leukine in the second
quarter

of 2009 the addition Of sales

of Mozobil which was launched in the United States in December 2008 and in Europe in

August 2009 and an increase in worldwide sales of Clolar and

increased sales volume for Thymoglobulin

Product margin decreased for 2009 as compared to 2008 primarily due to

higher unit costs for Cerezyme and Fabrazyme

the increase in sales volume for Myozyme Aldurazyme and Elaprase all of which are lower

margin products
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total of $107.2 million of charges for 2009 as described above for which there are no

comparable amounts for 2008 and

the addition of sales of Fludara and Leukine and additional sales of Campath beginning in the

second quarter of 2009 all of which are lower margin products

Our gross product profit and product margin for 2009 were also impacted by the unfavorable

effect of foreign exchange rates on product sales outside of the United States offset in part by the

favorable effect of such rates on the cost of those products

Gross product profit and product margin for both periods were also adversely affected by

manufacturing-related charges of $9.2 million for 2009 and $12.6 million for 2008 to write off Myozyme

inventory costs related to terminated production runs at our Belgium facility

For purposes of this discussion the amortization of product related intangible assets is included in

amortization expense and as result is excluded from cost of products sold and the determination of

product margins described above

2008 As Compared to 2007

Our overall gross product profit increased for 2008 as compared to 2007 This is primarily due to

increased sales volume for Cerezyme Fabrazyme Myozyme and Elaprase

increased unit volumes and price increases for Renagel and Hectorol

the addition of sales of Renvela which was launched for patients with CKD on dialysis in the

United States in March 2008

increased sales volume for Thyrogen

increased sales for Seprafilm

improved margin for Hylaform due to milestone payments received in 2008 for which there were

no comparable amounts received in 2007

higher demand for Campath worldwide and an increase in worldwide sales of Clolar due to our

acquisition of Bioenvision in October 2007 and

improved margin for diagnostic products due to our acquisition of diagnostic assets from DCL in

December 2007

Our product margin in 2008 was impacted by the favorable effect of foreign exchange rates in our

manufacturing sites outside the United States as well as by the timing of inventory produced in prior

periods and sold in the fourth quarter

Total
gross product profit as percentage of product revenue decreased for 2008 as compared to

2007 due to the increase in sales of Myozyme and Elaprase the addition of Aidurazyme .to the results

all of which have lower than average margins to higher unit costs for Cerezyme and Fabrazyme and to

the write off of Myozyme inventory costs Of $12.6 million related to terminated production runs during

2008 at our Belgium facility These decreases in product margin as percentage of product revenue

were partially offset by decrease in manufacturing-related charges recprded in 2008 as compared to

2007

For purposes of this discussion the amortization of product related intangible assets is included in

amortization expense and as result is excluded from cost of products sold and the determination of

product margins described above
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Gross Service Profit and Service Margin

2009 As Compared to 2008

Our overall gross service profit increased for 2009 as compared to 2008 primarily due to increases

in revenue from our reproductive and oncology diagnostic testing services and Carticel revenue

Total service margin increased for 2009 as compared to 2008 primarily due to efficiencies

resulting from prior period investments in our testing services processes and increased sales volume
attributable to both existing and new clients for our reproductive and oncology diagnostic testing

services

2008 As Compared to 2007

Our overall gross service profit increased for 2008 as compared to 2007 The increases were

primarily attributable to increases in revenue from our genetic testing and prenatal screening services

and the increase in demand for certain testing services for patients diagnosed with cancer

Total service margin as percent of total service revenue increased for 2008 as compared to 2007
due to an increase in MACI and Carticel revenue and genetic testing revenue

OPERATING EXPENSES

Selling General and Administrative Expenses

The following table provides information regarding the change in SGA during the periods

presented amounts in thousands

09/08 08/07

09/08 Increase 08/07 Increase

Increase Decrease Increase Decrease
2009 2008 2007 Decrease Change Decrease Change

Selling general and administrative

expenses $1428596 $1338190 $1187184 $90406 7% $151006 13%
of total revenue 32% 29% 31%

2009 As Compared to 2008

SGA increased for 2009 primarily due to spending increases of

$8.8 million for 2009 for Cardiometabolic and Renal primarily due to increased patent litigation

expenses for Renagel/Renvela and Hectorol for 2009

$15.5 million for 2009 for Biosurgery primarily due to ongoing activities related to the

Synvisc-One launch

$42.2 million for 2009 for Hematologic Oncology primarily due to legal costs and transition

services related to our acquisition from Bayer and sales and marketing expenses to support the

addition of Campath Fludara and Leukine sales force expansion to support the launch of

Mozobil in the United States and its launch in Europe in the third quarter of 2009 and

increased selling and marketing expenses for Clolar in Europe

$15.6 million for 2009 for Other primarily due to personnel additions and software maintenance

costs for our genetics business unit and

$23.1 million for 2009 for Corporate primarily due to increases in litigation expense and stock

based compensation for 2009 as compared to 2008

These increases were partially offset by decrease of $22.3 million for 2009 attributable to the

weakening of foreign currencies against the U.S dollar and decrease of $11.0 million of realized

unhedged transactional foreign currency loss for 2009 as compared to 2008
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2008 As Compared to 2007

SGA increased for 2008 as compared to 2007 primarily due to spending increases of

$46.3 million for Genetic Diseases primarily due to costs incurred related to Aldurazyme which

were recorded by BioMarin/Genzyme LLC in the same period of 2007 combined with expanded

marketing activities for Cerezyme Fabrazyme and Myozyme

$31.2 million for Cardiometabolic and Renal primarily due to sales force expansion and

restructuring to support the Renvela launch

$20.3 million for Biosurgery primarily due to the expansion of our Sepra sales force combined

with additional marketing activities

$18.6 million for Hematologic Oncology primarily due to the inclusion of Bioenvision activities

and increased domestic marketing expenses for Clolar and our investment in international

programs personnel and to costs related to the preparation of the launch of Mozobil

$34.6 million for Other primarily due to personnel additions in our genetics
business unit and

increased spending associated with our acquisition of diagnostic assets from DCL in December

2007

an increase of $10.6 million due to the strengthening of foreign currencies against the U.S

dollar primarily the Euro and

an increase of $24.1 million of realized unhedged transactional foreign currency loss

These increases were partially offset by decrease in SGA for Corporate because we recorded

$64.0 million charge in June 2007 for the settlement of the litigation related to the consolidation of our

former tracking stocks for which there was no comparable amount recorded in 2008

Research and Development Expenses

The following table provides information regarding the change in research and development

expense during the periods presented amounts in thousands

09/08 08/07

09/08 Increase 08/07 Increase

Increase Decrease Increase Decrease

2009 2008 2007 Decrease Change Decrease Change

Research and development expenses $865257 $1308330 $737685 $443073 34% $570645 77%

of total revenue 19% 28% 19%

2009 As Compared to 2008

Research and development expenses decreased for 2009 as compared to 2008 primarily due to

an $82 million decrease in spending for 2009 on our Genetic Diseases research and

development programs primarily due to charges of $100 million recorded in July 2008 for

nonrefundable upfront payment to PlC for which there were no comparable amounts in 2009

This decrease was partially offset by $7.0 million of charges for 2009 related to our transaction

with Targeted Genetics Corporation in September 2009

$248.6 million decrease in spending for 2009 on our Cardiometabolic and Renal research and

development programs primarily due to charges of $244.9 million recorded in 2008 for license

fees paid to Isis for exclusive worldwide rights to mipomersen for which there were no

comparable amounts for 2009

an $129.5 million decrease in spending for 2009 on research and development programs

included under the category Other due to an $148.2 decrease in spending for our immune

mediated disease business unit for 2009 primarily
due to charges of $130.0 million in
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nonrefundable upfront license fees paid to Osiris in 2008 related to our collaboration to develop

and commercialize Prochymal and Chondrogen for which there were no comparable amounts in

2009 This decrease was partially offset by payment of $18.2 million to EXACT Sciences for

the purchase of intellectual property in January 2009 and

decrease of $7.6 million for 2009 due to the weakening of foreign currencies against the

U.S dollar

These decreases were partially offset by spending increase in 2009 of

$32.0 million on our Hematologic Oncology research and development programs primarily due

to $33.6 million increase in spending for 2009 for the development of alemtuzumab for MS
This increase was partially offset by decrease in expenses related to our Mozobil NDA
submission for 2008 for which there were no comparable amounts in 2009

2008 As Compared to 2007

Research and development expenses increased for 2008 as compared to 2007 primarily due to

spending increases of $149.6 million on certain Genetic Diseases research and development

programs including $100 million nonrefundable upfront fee paid to PTC related to our

collaboration to develop and commercialize ataluren and the addition of Aldurazyme expenses

as result of the restructuring of our relationship with BioMarin/Genzyme LLC

spending increases of $244.9 million for Cardiometabolic and Renal research and development

programs consisting of $175.0 million and $69.9 million recorded in February 2008 in license

fees paid to Isis for exclusive worldwide rights to mipomersen

spending increases of $58.2 million on Hematologic Oncology research and development

programs primarily on the development of alemtuzumab for MS and Mozobil due to NDA
filing activity and pre-launch activity and the addition of Bioenvision expenses for the

development of Clolar for adult AML

spending increases of $143 million on research and development programs included under the

category Other including $130.0 million in nonrefundable upfront license fees paid to Osiris

related to our collaboration to develop and commercialize Prochymal and Chondrogen and

increases of $8.7 million due to the strengthening of foreign currencies against the U.S dollar

primarily the Euro

These increases were partially offset by spending decreases in 2008 of

$34.7 million on certain Genetic Diseases research and development programs including

$25.0 million upfront payment to Ceregene in June 2007 in connection with collaboration

agreement for the development and commercialization of CERE-120 for which there was no

comparable amount paid in 2008 and an $8.4 million decrease in spending due to the

termination in February 2007 of our joint venture with Dyax Corp or Dyax for the development

of DX-88 for the treatment of hereditary angioedema or HAE and

$20.8 million on our Cardiometabolic and Renal research and development programs due to the

termination of our late stage clinical trial for tolevamer and decrease in clinical expenses

related to Hectorol
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Amortization of Intangibles

The following table provides information regarding the change in amortization of intangibles

expense during the periods presented amounts in thousands

09/08 08/07

09/08 Increase 08/07 Increase

Increase Decrease Increase Decrease

2009 2008 2007 Decrease Change Decrease Change

Amortization of intangibles $266305 $226442 $201105 $39863 18% $25337 13%

of total revenue 6% 5% 5%

2009 As Compared to 2008

Amortization of intangibles expense increased for 2009 primarily due to the acquisition of the

worldwide marketing and distribution rights to the oncology products Campath Fludara and Leukine

from Bayer and to additional amortization expense for the Synvisc sales and marketing rights we

reacquired from Wyeth

As discussed in Note Goodwill and Other Intangible Assets to our consolidated financial

statements included in Item of this Form 10-K we calculate amortization expense for the Synvisc

sales and marketing rights we reacquired from Wyeth and the Myozyme patent and technology under

licensing agreement with Synpac by taking into account forecasted future sales of the products and the

resulting estimated future contingent payments we will be required to make In addition we also

calculate amortization for the technology intangible assets for Fludara based on forecasted future sales

of Fludara As result we expect amortization of intangibles expense to fluctuate over the next five

years based on the future contingent payments to Wyeth and Synpac as well as changes in the

forecasted revenue for Fludara

2008 As Compared to 2007

Amortization of intangibles expense increased for 2008 as compared to 2007 primarily due to the

acquisition of technology in connection with our acquisition of Bioenvision in October 2007 and the

acquisition of customer lists and trademarks in connection with our acquisition of diagnostic assets

from DCL in December 2007

Contingent Consideration Expense

The following table provides information regarding the change in contingent consideration expense

during the periods presented amounts in thousands

09/08 08/07

09/08 Increase 08/07 Increase

Increase Decrease Increase Decrease

2009 2008 2007 Decrease Change Decrease Change

Contingent consideration expense $65584 $65584 N/A N/A N/A

of total revenue 1% N/A N/A

2009 As Compared to 2008

In June 2009 we recorded contingent consideration obligations totaling $964.1 million for the

acquisition date fair value of the contingent royalty and milestone payments due to Bayer based on

future sales and the successful achievement of certain sales volumes for Campath Fludara and Leukine

and for alemtuzumab for MS For 2009 the change in the fair value of the contingent consideration

was primarily due to changes in discount periods and management estimates
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Purchase of In-Process Research and Development

Prior to January 2009 IPRD acquired through business combination was expensed on the

acquisition date in our consolidated financial statements All IPRD we acquire through business

combinations on or after January 2009 is capitalized as an intangible asset on our consolidated

balance sheets and periodically tested for impairment

The following table sets forth the significant IPRD projects for the companies and assets we

acquired between January 2006 and December 31 2009 amounts in millions

Discount

Rate

Used in Year of Estimated

Company/Assets Purchase Estimating Expected Cost to

Acquired Price IPRD Programs Acquired Cash Flows Launch Complete

Bayer 2009 $1006.5 $445.3 alemtüzumab for MSUS 16% 2012 $190.71

$187.6 almtüzümab for MSex-US 16% 2013 96.62

$632.93

Bioenvision 2007 349.9 $125.54 Clolar5 17% 2010-20166 27.7

AnorMED 2006 589.2 $526.84 Mozobil stem cell transplant7 15% 2016 19.3

Does not include anticipated reimbursements from Bayer totaling approximately $49 million

Does not include anticipated reimbursements from Bayer totaling approximately $18 million

Capitalized as an indefinite-lived intangible asset

Expensed on acquisition date

Clolar is approved for the treatment of relapsed and refractory pediatric ALL The IPRD projects for

Clolar are related to the development of the product for the treatment of other medical issues

Year of expected launch reflects both the ongoing launch of the products for currently approved indications

and the anticipated launch of the products in the future for new indications

Mozobil received marketing approval for use in stem cell transplants in the United States in December 2008

and in Europe in July 2009 Mozobil is also being developed for tumor sensitization

Charge for Impaired Goodwill

We are required to perform impairment tests related to our goodwill annually and whenever events

or changes in circumstances suggest that the carrying value of an asset may not be recoverable For

2009 and 2008 we completed the required annual Impairment tests for our $1 billion of goodwill that

had been recorded as of September 30 2009 and $1.4 billion of goodwill that had been recorded as of

September 30 2008 and determined that no impairment charge was required We discuss our

assessment of goodwill for potential impairment under the heading Critical Accounting PoliciesAsset

ImpairmentsImpairment of Goodwill included in this report
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OTHER INCOME AND EXPENSES

09/08 08/07

09/08 Increase/ 08/07 Increase

Increase Decrease Increase Decrease

2009 2008 2007 Decrease Change Decrease Change

Amounts in thousands

Equity in income of equity method

investments 201 7398 201 100% 7197 97%
Gains losses on investments in equity

securities net 56 3340 13067 3284 98% 16407 100%
Gain on acquisition of business 24159 24159 N/A N/A N/A

Other 1719 356 3295 2075 100% 2939 89%
Investment income 17642 51260 70196 33618 66% 18936 27%
Interest expense ______

4418 12147 4418 100% 7729 64%

Total other income $40026 $44059 81809 4033 9% $37750 46%

2009 As Compared to 2008

Gains Losses on Investments in Equity Securities net

We recorded the following realized gains losses on investments in equity securities net of charges

for impairment of investments for the periods presented amounts in thousands

2009 2008

Gross gains losses on investments in equity securities $1734 $13259

Less charges for impairment of investments 1790 16599

Losses on investments in equity securities net 56 3340

Gross gains losses on investments in equity securities includes gain of $10.3 million in 2008

resulting from the liquidation of our investment in the common stock of Sirtris Pharmaceuticals mc
or Sirtris for net cash proceeds of $14.8 million

Charges for impairment of investments for both periods presented includes the write down of our

investments in certain venture capital funds to fair value at the end of each period Charges for

impairment of investments for 2008 also includes charge of $10.0 million to write off the purchase

price of an exclusive option to acquire equity in private company as result of our termination of the

option agreement prior to the exercise deadline

At December 31 2009 our stockholders equity includes $13 million of unrealized
gains

and

$0 million of unrealized losses related to our strategic investments in equity securities

Gain on Acquisition of Business

We recorded gain on acquisition of business of $24.2 million for 2009 related to our acquisition

of the worldwide rights to the oncology products Campath Fludara Leukine and alemtuzumab for MS

from Bayer The fair value of the identifiable assets acquired of $1.03 billion exceeded the fair value of

the purchase price for the transaction of $1.01 billion

Investment Income

Our investment income decreased for 2009 as compared to 2008 primarily due to decrease in

our average portfolio yield and lower average
cash and investment balances

82



Interest Expense

Our net interest expense decreased to zero for 2009 as compared to 2008 primarily due to the

redemption of the $690.0 million in principal of our 1.25% convertible senior notes in December2008

Interest expense for 2008 includes $10.9 million of interest related to these notes for which there are

no comparable amounts in 2009 In addition capitalized interest decreased $6.7 million for 2009 as

compared to 2008 due to the decreased amount of interest expense available for capitalization as

result of the redemption of these notes

2008 As Compared to 2007

Equity in Income of Equity Method Investments

Equity in income of equity method investments decreased by 97% to $0.2 million in 2008 as

compared to 2007 primarily due to $21.1 million of charges in 2007 related to our investment in

Bioenvision common stock including $19.1 million charge for IPRD representing our

proportionate share of the fair value of the IPRD programs of Bioenvision for which there are no

comparable amounts in 2008 because we completed our acquisition of Bioenvision an October 2007

These charges were offset in part by our portion of the net income of BioMarin/Genzyme LLC of

$30.1 million in 2007 for which there was no comparable amount in 2008 since beginning January

2008 as result of our restructured relationship with BioMarin we no longer account for BioMarin/

Genzyme LLC using the equity method of accounting

Gains Losses on Investments in Equity Securities net

We recorded the following realized gains losses on investments in equity securities net of charges

for impairment of investments for the periods presented amounts in thousands

2098 2007

GrOss gains losses on investments in equity securities $13259 $13067
Less charges for impairment of investments 16599
Gains losses on investments in equity securities net 3340 $13067

In 2008 we recorded $10.3 million gain resulting from the liquidation of our investment in the

common stock of Sirtris for net cash proceeds of $14.8 million

In 2007 we purchased an exclusive option to acquire equity in private company for $10.0 million

in cash We terminated the option agreement prior to the deadline for exercise and as result we

recorded charge of $10.0 million in 2008 to write off the purchase price of the option We also

recorded charge of $6.6 million in 2008 to write down our investments in certain equity securities and

venture capital funds to fair value as the unrealized losses were determined to be other than

temporary

In 2007 we recorded $10.8 million gain in connection with the sale of our entire investment in

the capital stock of THP which had zero cost basis for net cash proceeds of $10.8 million

Other

As result of the restructuring of our relationship with BioMarin/Genzyme LLC effective

January 2008 we began consolidating the results of BioMarin/Genzyme LLC We recorded

BioMarins portion of this joint ventures income in 2008 as minority interest in our consolidated

statements of operations

83



Investment Income

Our investment income decreased for 2008 as compared to 2007 primarily due to decrease in

the average portfolio yield in the United States and lower average cash balances outside the United

States offset in part by higher average U.S cash balances

Interest Expense

Our interest expense decreased for 2008 as compared to 2007 primarily due to $4.5 million

increase in capitalized interest which resulted in decrease in interest expense Additionally there was

$2.2 million decrease in interest expense in 2008 related to asset retirement obligations and

$1.0 million decrease in interest expense in 2008 due to the redemption of the $690.0 million in

principal of our 1.25% convertible senior notes in December 2008

PROVISION FOR INCOME TAXES

09/08 08/07

09/08 Increase 08/07 Increase

Increase Decrease Increase Decrease

2009 2008 2007 Decrease Change Decrease Change

Amounts in thousands

Provision for income taxes $121433 $204457 $255481 $83024 41% $51024 20%
Effective tax rate 22% 33% 35%

Our provisions for income taxes were at rates other than the U.S federal statutory tax rate for the

following reasons

For the Years Ended

December 31

2009 2008 2007

Tax provision at U.S statutory rate 35.0% 35.0% 350%

Domestic manufacturing benefits 4.3 2.1 0.5

Legal settlements 3.0

Audit settlements 1.3 0.5

Stock compensation 2.2 1.5 1.3

Tax credits 5.5 3.9 3.5

Foreign rate differential 3.2 1.4 2.1

Other 1.9 2d LO

Effective tax rate 22.3% 32.7% 34.7%

non-deductIble stock-based compensation expenses totaling $33.5 million for 2009

the tax benefits related to tax credits of $30.0 million and

domestic manufacturing benefits of $23.5 million

Our effective tax rates for 2008 and 2007 were impacted by

non-deductible stock compensation expenses of $34.0 million in 2008 and $32.9 million in 2007

$5.1 million of tax benefits recorded in 2008 to our income tax provision reflecting the resolution

of various issues related to the settlement of IRS audits for the tax years 2004 to 2005 In

conjunction with those settlements we reduced our tax reserves by $4.9 million and recorded

current and deferred tax benefits for the remaining portion of the settlement amounts

Our effective tax rate for 2009 was impacted by
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the charge for 1PRD of $106.4 million recorded in October 2007 in connection with our

acquisition of Bioenvision of which $100.3 million was deductible and taxed at rates other than

the U.S statutory income tax rate and $6.1 million was non-deductible and

non-deductible charge of $64.0 million for the settlement of the Biosurgery tracking stock suit

in August 2007

In addition our overall tax rate has changed significantly due to fluctuations in our income before

taxes which was $543.7 million in 2009 $625.5 million in 2008 and $735.7 million in 2007

We are currently under IRS audit for the tax years 2006 to 2007 and various states and foreign

jurisdictions for various years We believe that we have provided sufficiently for all audit exposures We
reasonably expect that our unrecognized tax benefits will decrease within the next twelve months by

approximately $13 million as result of the resolution of tax examinations in major tax jurisdictions

Settlement of these audits or the expiration of the statute of limitations on the assessment of income

taxes for any tax year will likely result in reduction of future tax provisions Any such benefit would

be recorded upon final resolution of the audit or expiration of the applicable statute of limitations

Research and Development Programs

Our research and development programs are focused on the areas of medicine where we market

commercial products namely rare inherited disorders renal disease transplant and immune diseases

orthopaedics oncology and diagnostic and predictive testing We also conduct research in

cardiovascular disease neurodegenerative diseases and other areas of unmet medical needs Before we

can commercialize our development-stage products we will need to

conduct substantial research and development

undertake pre-clinical and clinical testing

develop and scale-up manufacturing processes and validate facilities and

pursue marketing authorization and other regulatory approvals and in some countries pricing

approvals

This process is risky expensive and may take several years We cannot guarantee that we will be

able to successfully develop any product or that we would be able to recover our development costs

upon commercializatiOn of product that we successfully develop
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Below is brief description of our significant research and development programs

Year of Expected

Program Program Description or Indication Development Status at December 31 2009 Product Launch

Eliglustat tartrate Gaucher disease Two-year data of phase study results were released in 2013

formerly the first quarter of 201t Two global multi-center

GENZ-112638 phase clinical trials have started enrollment in the

third quarter of 2009

Ataluren1 Nonsense-mutation-mediated Results of phase 2b trial in DMD are expected during 2011

DMD and CF the first half of 2010 Phase trial in CF began

enrolling patients in the second half of 2009 Phase 2a

trial in hemophilia is underway

Mipomersen2 Reduction of LDL cholesterol Enrollment in four phase clinical trials has been 2011

completed Top line results of the phase study of

mipomersen in patients with homozygous familial

hypercholesterolemia were released in the third quarter

of 2009 Top line results of the phase study of

mipomersen in patients with heterozygous familial

hypercholesterolemia were released in the first quarter

of 2010

Campath3 B-CLL The FDA granted front-line approval of Campathior 2O11

CLL in the United States in the third quarter of 2007

and in the European Union in the fourth quarter of

2007 Phase clinical trial comparing Campath in

combination with Fludara FluAM to Fludara alone

in patients with previously treated CLL was completed

and data were released in 2009

Clolar3 Pediatric and adult leukemias In pediatric leukemias data are expected from phase 2010 through

Myelodysplastic Syndromes 1/2 study in 2010 and phase study exploring new 2016

MDS combination opened in late 2009 In frontline adult

leukemia the phase study that was the basis of our

NDA in 2008 will complete long-term follow-up in 2010

In relapsed/refractory adult leukemia phase study

completed enrollment in late 2009 and data are

expected in late 2010 and may be the basis for

regulatory filings to the FDA and EMA in 2011 with

approval anticipated in 2012 In high-risk MDS
phase study continues enrollment Multiple

investigator-sponsored studies in various pediatric and

adult leukemias MDS and bone marrow transplant

conditioning are being supported in the United States

and the European Union Clinical studies in Japan for

both pediatric and adult leukemia are expected to begin

in 2010 and studies in China are planned

Mozobil4 Tumor sensitization Ongoing phase clinical trial in CLL and phase 1/2 trial 2016

in AML

Alemtuzumab Multiple Sclerosis Two phase trials arc ongoing Data from the trials are 2012

for MS5 expected to be available in 2011 and approval is

anticipated in 2012

We entered into collaboration agreement with PTC to develop and commercialize ataluren in July 2008 Under the terms of

the agreement PTC will commercialize ataluren in the United States and Canada and we will commercialize the treatment in

all other countries

We obtained an exclusive worldwide license to develop and commercialize mipomersen from Isis in January 2008

We acquired the program in connection with the December 2004 acquisition of ILEX Oncology and with respect to Clolar

rights outside of North America were acquired in connection with the October 2007 acquisition of Bioenvision

We acquired the program in connection with the November 2006 acquisition of AnorMED

We obtained exclusive license worldwide rights to commercialize alemtuzumab for MS in connection with our acquisition from

Bayer in May 2009
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The aggregate actual and estimated research and development expense for the programs described

above is as follows amounts in millions

Costs incurred for the year ended December 31 2008 $286.1

Costs incurred for the year ended December 31 2009 $188.3

Cumulative costs incurred as of December 31 2009 $714.5

Estimated costs to complete as of December 31 2009 $800 to $1000

Our current estimates of the time and investment required to develop these products are forward

looking statements and may change depending on the approach we take to pursue them the results of

preclinical and clinical studies and the content and timing of decisions made by the FDA the EMA
and other regulatory authorities We cannot provide assurance that any of these programs will ever

result in products that can be marketed profitably In addition we cannot guarantee that we will be

able to develop and commercialize products before our competitors develop and commercialize

products for the same indication If certain of our development-stage programs do not result in

commercially viable products our results of operations could be materially adversely affected

Liquidity and Capital Resources

We continue to generate cash from operations We had cash cash equivalents and short- and

long-term investments of $1.05 billion at December 31 2009 and 2008

The following is summary of our statements of cash flows for 2009 and 2008

Cash Flows from Operating Activities

Cash flows from operating activities are as follows amounts in thousands

2009 2008

Cash flows from operating activities

Net income 422300 $421081

Non-cash charges net 641608 428709
Increase decrease in cash from working capital changes

excluding impact of acquired assets and assumed

liabilities 115129 90615
Cash flows from operating activities $1179037 $759175

Cash provided by operating activities increased $419.9 million for 2009 as compared to 2008
driven by $212.9 million increase in non-cash charges net and $205.7 million increase in working

capital Net income increased in 2009 as compared to 2008 primarily due to decrease in charges net

of tax for strategic transactions with third parties In 2008 we had total of $474 million of charges

related to strategic transactions with Osiris PTC and Isis In 2009 charges for strategic transactions

with Targeted Genetics and EXACT Sciences totaled $25 million This decrease in charges was offset

in part by decrease in Cerezyme and Fabrazyme revenue due to supply constraints following our

temporary suspension of production at our Aliston facility in June 2009

The increase in non-cash charges net for 2009 as compared to 2008 is primarily attributable to

$81 million increase in depreciation and amortization expenses

$16.6 million increase in stock-based compensation expense
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total of $65.6 million of contingent consideration expenses related to an increase in the fair

value of the contingent consideration obligations recorded as result of our acquisition from

Bayer in May 2009 and

$99.5 million decrease in the deferred income tax benefits

These increases were offset in part by $24.2 million non-cash gain on acquisition of business

recorded in June 2009 related to our acquisition from Bayer

Cash Flows from Investing Activities

Cash flows from investing activities are as follows amounts in thousands

2009 2008

Cash flows from investing activities

Net sales of investments excluding investments in equity

securities 93069 $188127

Net purchases of investments in equity securities 4366 80062
Purchases of property plant

and equipment 661713 597562

Distributions from equity method investments 4844

Acquisitions 51336 16561
Purchases of other intangible assets 41883 92183
Other investing activities 5195 11857

Cash flows from investing activities $671424 $581540

For 2009 net purchases of capital expenditures accounted for significant cash outlays for investing

activities During 2009 we used $661.7 million in cash to fund the purchase of property plant and

equipment primarily related to the ongoing expansion of our manufacturing capacity in the Republic of

Ireland France and Belgium planned improvements at our Allston facility the additional

manufacturing capacity we are constructing in Framingham Massachusetts and capitalized costs of an

internally developed enterprise software system In addition we used $51.3 million in connection with

our acquisition of the worldwide rights to Campath Fludara Leukine and alemtuzumab for MS from

Bayer At closing we paid total of $113.2 million to Bayer of which $70.8 million was refundable

The remaining nonrefundable amount of $42.4 million represents payment for acquired inventory

total of $61.8 million of the refundable amount was received in 2009 As of December 31 2009

$8.9 million remains due from Bayer

During 2008 investing activities used

$597.6 million in cash to fund the purchase of property plant and equipment primarily related

to the ongoing expansion of our manufacturing capacity in Ridgefield New Jersey the Republic

of Ireland England Belgium and France completion of construction of new research and

development facility in Framingham Massachusetts planned improvements at our manufacturing

facility in Allston Massachusetts and capitalized costs of an internally developed enterprise

software system for our genetics business

$60.0 million in cash for milestone payment to Wyeth in May 2008 and

$80.1 million in cash to purchase five million shares of Isis common stock in February 2008

which amount is included in other noncurrent assets on our consolidated balance sheet

These cash outlays were partially offset by $193.7 million of net sales of investments and cash proceeds

from the sale of investments in equity securities
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Cash Flows from Financing Activities

Our cash flows from financing activities are as follows amounts in thousands

2009 2008

Cash flows from financing activities

Proceeds from issuance of common stock $100521 318753

Repurchases of common stock 413874 143012
Excess tax benefits from stock-based compensation 3305 18445

Payments of debt and capital lease obligations 7492 693961
Increase in bank overdrafts 896 25760

Payment of long-term contingent consideration obligation 26417
Other financing activities 6445 7772

Cash flows from financing activities $336616 $466243

Cash used by financing activities decreased by $129.6 million for 2009 as compared to 2008

primarily driven by the redemption of $690.0 million senior convertible notes on December 2008

described below for which there is no comparable payment in 2009 In addition this decrease was

impacted by $218.2 million decrease in proceeds from the issuance of our common stock due to

fewer stock option exercises $270.9 million increase in cash üsŁd to repurchase shares of our

common stock under our stock repurchase program and $26.4 million in contingent consideration

payments to Bayer for which there were no comparable payments made in 2008

Revolving Credit Facility

In July 2006 we entered into five-year $350.0 million senior unsecured revolving credit facility

with JPMorgan Chase Bank N.A as administrative agent Bank of America N.A as syndication

agent ABN AMRO Bank N.V Citizens Bank of Massachusetts and Wachovia Bank National

Association as co-documentation agents and syndicate of lenders which we refer to as our 2006

revolving credit facility The proceeds of loans under our 2006 revolving credit facility can be used to

finance working capital needs and for general corporate purposes We may request that our 2006

revolving credit facility be increased at any time by up to an additional $350.0 million in the aggregate

subject to the agreement of the lending banks as long as no default or event of default has occurred or

is continuing and certain other customary conditions are satisfied Borrowings under our 2006 revolving

credit facility will bear interest at various rates depending on the nature of the loan

As of December 31 2009 we had approximately $17 million of outstanding standby letters of

credit issued against this facility and no borrowings resulting in approximately $333 million of available

credit under our 2006 revolving credit facility which matures July 14 2011 The terms of this credit

facility include various covenants including financial covenants that require us to meet minimum

interest coverage ratios and maximum leverage ratios As of December 31 2009 we were in compliance

with these covenants
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Contractual Obligations

As of December 31 2009 we had committed to make the following payments under contractual

obligations amounts in millions

Payments Due by Period

Contractual Obligations Total 2010 2011 2012 2013 2014 After 2014

Long-term debt obligations1 23.4 1.6 1.6 1.7 1.8 1.8 $14.9

Capital lease obligations1 149.6 15.4 15.4 15.5 16.9 18.9 67.5

Operating leases1 414.2 79.9 69.3 52.6 33.9 27.5 151.0

Contingent payments2 1865.1 201.7 211.6 117.1 297.8 481.2 555.7

Interest obligations3 8.9 1.1 1.1 1.0 0.9 0.9 3.9

Defined pension benefit plans payments 32.4 2.0 1.9 2.2 2.4 2.9 21.0

Unconditional purchase obligations 130.5 71.8 28.1 19.6 7.0 2.0 2.0

Capital commitments4 898.8 663.7 184.6 50.5

Total contractual obligations $3522.9 $1037.2 $513.6 $260.2 $360.7 $535.2 $816.0

See Note Long term Debt and Leases to our consolidated financial statements included in

Item of this Form 10-K for additional information on long-term debt and lease obligations

For all periods presented consists primarily of total of $1.85 billion of contingent royalty and

milestone payments the value of which has not been risk adjusted or discounted that we are

obligated to pay to Bayer based on future sales and the successful achievement of certain sales

volumes for Campath Fludara and Leukine and alemtuzumab for MS

Bayer is also eligible to receive payment between $75.0 million and $100.0 million for new

Leukine manufacturing facility located in Lynnwood Washington upon the facility receiving FDA

approval which is expected in 201.1 We have not included any amounts for the contingent

payments for this facility because we cannot be certain that the FDA will approve the facility or do

so in the anticipated timeframe

Contingent payments also include $20 million milestone payment to Synpac estimated to be in

2010 once sales of Myozyme reach $400 million Contingent payments exclude any liabilities

pertaining to uncertain tax positions as we cannot make reliable estimate of the period of cash

settlement with the respective taxing authorities

From time to time as result of mergers acquisitions or license arrangements we may enter into

agreements under which we may be obligated to make contingent payments upon the occurrence

of certain events and/or royalties on sales of acquired products or distribution rights The actual

amounts for and the timing of contingent payments may depend on numerous factors outside of

our control including the success of our preclinical and clinical development efforts with respect to

the products being developed under these agreements the content and timing of decisions made

by the United States Patent and Trademark Office the FDA and other regulatory authorities the

existence and scope of third party intellectual property the reimbursement and competitive

landscape around these products the volume of sales or gross margin of product in specified

territory and other factors described under the heading Risk Factors below Because we cannot

predict with certainty the amount or specific timing of contingent payments we have included

amounts for contingent payments that we believe are probable of being paid in our contractual

obligations table See Note Strategic Transactions to our consolidated financial statements

included in Item of this Form 10-K for additional information on our transaction with Bayer

Represents interest payment obligations related to the promissory notes to three former

shareholders of Equal Diagnostics company we acquired in 2005 and the mortgage payable we
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assumed in connection with the purchase of land and manufacturing facility we formerly leased

in Framingham Massachusetts

Consists of contractual comniitments to vendors that we have entered into as of December 31

2009 related to our outstanding capital and internally developed software projects Our estimated

cost of completion for assets under construction as of December 31 2009 is as follows amounts in

millions

Cost to

Complete at

Location December 31 2009

Framingham Massachusetts United States approximately 35% for

software development $396.6

Westborough Massachusetts United States priPiarily software

development 101.0

Lyon France 20.0

Geel Belgium 34

Waterford Ireland 27.8

Allston Massachusetts United States 119

Ridgefield New Jersey United States

Haverhill England 25

Other 173

Total estimated cost to complete $898

Financial Position

We believe that our available cash investments and cash flows from operations will be sufficient to

fund our planned operations and capital requirements for the foreseeable future Although we currently

have substantial cash resources and positive cash flow we have used or intend to use substantial

portions of our available cash and may make additional borrowings for

expanding and maintaimng existing and constructing additional manufacturing facilities including

investing significant funds to expand our Alston Gee Belgium and Waterford Ireland facilities

and constructing new manufacturing facility with capacity for Cerezyme and Fabrazyme

implementing process improvements and system updates for Our biologics manufacturing

operations

product development and marketing

business combinations and strategic business initiatives

repurchasing the remaining 7000000 shares of our common stock available under our ongoing

stock repurchase program

upgrading our information technology systems including installation and implementation of

new enterprise resource planning system worldwide

contingent payments under business combinations license and other agreements including

milestone payment to Synpac once sales of Myozyme reach $400.0 million as well as payments

related to our license of mipomersen from Isis ataluren from PTC and Prochymal and

Chondrogen from Osiris as well as contingent consideration obligations related to our

acquisition of the worldwide rights to the oncology products Campath Fludara and Leukine and

alemtuzumab for MS from Bayer for more information on these payments please read Note
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Strategic Transactions to our consolidated financial statements included in Item of this

Form 10-K

litigation expenses

expanding staff and

working capital and satisfaction of our obligations under capital and operating leases

In addition we have several outstanding legal proceedings Involvement in investigations and

litigation is not only expensive but court may ultimately require that we pay expenses and damages
As result of legal proceedings we also may be required to pay fees to holder of proprietary rights

in order to continue certain operations

Recently the general economic global capital and credit market conditions in the United States

and other parts of the world have deteriorated significantly and have adversely affected access to

capital and increased the cost of capital However we continue to believe that our available cash
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available debt financing will be adequate to meet our operating investing and financing needs in the

foreseeable future We currently do not rely on short-term borrowing to fund our operations and as

result we do not believe that existing global capital and credit market conditions will have significant

impact on our near term liquidity We are closely monitoring our liquidity as well as the condition of

these markets If these conditions continue or become worse our future cost of debt and equity capital

and our future access to capital markets could be adversely affected We may not be able to obtain any

additional financing in the future or extend any existing financing arrangements on favorable terms or

at all

Off-Balance Sheet Arrangements

We do not use special purpose entities or other off-balance sheet financing arrangements We
enter into guarantees in the ordinary course of business related to the guarantee of our own

performance and the performance of our subsidiaries In addition we have joint ventures and certain

other arrangements that are focused on research development and the commercialization of products

Such entities are included in our consolidated statements of operations if we qualify as the primary

beneficiary Entities not subject to consolidation are accounted for under the equity methOd of

accounting if our ownership percent exceeds 20% or if we exercise significant influence over the entity

We account for our portion of the results of these entities in the line item Other in our consolidated

statements of operations because the amounts are not material for all periods presented We also

acquire companies in which we agree to pay contingent consideration based on attaining certain

thresholds

Recent Accounting Pronouncements

Periodically accounting pronouncements and related information on the adoption interpretation

and application of U.S GAAP are issued or amended by the FASB or other standard setting bodies

Changes to the ASC are communicated through Accounting Standards Updates or ASUs The
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following table shows FASB ASUs recently issued that could affect our disclosures and our position

for adoption

Accounting Standards Update

ASC 860-20 Accounting for

li-ansfers of Financial

Assets

Relevant Requirements

of Accounting Standards Update

Update improves the

relevance representational

faithfulness and comparability

of the information that

reporting entity provides in its

financial statements about

transfer of financial assets the

effects of transfer on its

financial position financial

ASC 810-20 Control of

Partnerships and Similar

Entities

ASU No 2009-13 Multiple-

Deliverable Revenue

Arrangementsa consensus

of the FASB Emeiging Issues

Task Force

ASU No 2009-1

mprovements to Financial

Reporting by Enterprises

Involved with Variable

Interest Entities

performance and cash flows

and transferors continuing

involvement if any in

transferred financial assets

Update improves financial

reporting by enterprises

involved with variable interest

entities and to provide more

relevant and reliable

information to users of

financial statements

reporting guidance for

arrangements under which

vendor will perform multiple

revenue-generating activities

Specifically the provisions of

this update address how to

separate deliverables and how

to measure and allocate

arrangement consideration to

one or more units of

accounting

This update consists of

amendments to ASC 810

Consolidation which change

how company determines

when an entity that is

insufficiently capitalized or is

not controlled through voting

should be consolidated This is

based on among other things

an entitys purpose and design

and companys ability to

direct the activities of the

entity that most
significantly

impact the entitys economic

performance

Issued Date/Our

Effective Dates

Issued June 2009 Effective

for the first annual reporting

period that begins after

November 15 2009

Issued June 2009 Effective

for the first annual reporting

period that begins after

November 15 2009

prospectively for revenue

arrangements entered into or

materially modified in fiscal

years beginning on or after

June 15 2010 Early adoption

is permitted

Issued December 2009

Effective the first interim or

annual reporting period after

December 15 2009

Status

We adopted the update as of

January 2010 We do not

expect the adoption of this

pronouncement to have any

affect on our consolidated

financial statements

We will adopt the provisions

of this update for the first

quarter of 2011 We are

currently assessing the impact

the provisions of this update

will have if any on our

consolidated financial

statements

of this update for the first

quarter of 2010 We are

currently assessing the impact

the provisions of this update

will have if any on our

consolidated financial

statements

We will adopt the provisions

of this update for the first

quarter of 2010 We do not

expect the provisions of this

update to have material

impact on our consolidated

financial statements

Establishes the accounting and Issued October 2009 Effective We will adopt the provisions
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Accounting Standards Update

ASU No 2010-02 Accounting

and Reporting for Decreases

in Ownership of

Subsidiaiya Scope

Clarification

ASU No 2010-06 Improving

Disclosures about Fair Ihlue

Measurements

Relevant Requirements

of Accounting Standards Update

Amends ASC 810-10

Consolidation and related

guidance within U.S GAAP

to clarify
what the scope of

the decrease in ownership of

subsidiaries does and does not

apply to

Requires new disclosures and

clarifics some existing

disclosure requirements about

fair value measurements

codified within ASC 820 Fair

Value Measurements and

Disclosures including

significant transfers into and

out of Level and Level

investments of the fair value

hierarchy Also requires

additional information in the

roll forward of Level

investments including

presentation of purchases

sales issuances and

settlements on gross basis

Further clarification for

existing disclosure

requirements provides for the

disaggregation of assets and

liabilities presented and the

enhancement of disclosures

around inputs and valuation

techniques

Issued Date/Our

Effective Dates

Issued January 2010 Effective

the first interim or annual

reporting period after

December 15 2009

Issued January 2010 Effective

for the first interim or annual

reporting period beginning

after December 15 2009

except for the additional

information in the roll forward

of Level investments Those

disclosures are effective for

fiscal years beginning after

December 15 2010 and for

interim reporting periods

within those fiscal years

Status

We will adopt the provisions

of this update for the first

quarter of 2010 We are

currently assessing the impact

the provisions of this update

will have if any on our

consolidated financial

statements

We will adopt the provisions

of this update for the first

quarter of 2010 We are

currently assessing the impact

the provisions of this update

will have if any on our

consolidated financial

statements

94



Risk Factors

Our future operating results could differ materially from the results described in this
report due to

the risks and uncertainties related to our business including those discussed below In addition these

factors represent risks and uncertainties that could cause actual results to differ materially from those

implied by forward looking statements We refer you to our Cautionary Note Regarding Forward

Looking Statements which identifies forward looking statements in this report The risks described

below are not the only risks we face Additional risk and uncertainties not currently known to us or

that we currently deem to be immaterial may also materially and adversely affect our business financial

condition or results of operations

Manufacturing problems have caused inventory shortages and unanticipated costs and may do so in

the future

In order to generate revenue from our approved products we must be able to produce sufficient

quantities of the products to satisfy demand Many of our products are difficult to manufacture Our

products that are biologics for example require processing steps that are more difficult than those

required for most chemical pharmaceuticals Accordingly we employ multiple steps to attempt to

control the manufacturing processes
Problems with these manufacturing processes even minor

deviations from the normal process could result in product defects or manufacturing failures that result

in lot failures product recalls product liability claims and insufficient inventory In the past we have

had to write off and incur other charges and expenses for products that failed to meet internal or

external specifications including Thymoglobulin or for products that
experience terminated production

runs including Myozyme produced at the 4000L scale We also have had to write off work-in-process

materials and incur other charges and expenses associated with viral contamination at two of our

facilities which are described below Similar charges could occur in the future

Certain of the raw materials required in the commercial manufacturing and the formulation of our

products are derived from biological sources including bovine serum and human serum albumin Such

raw materials are difficult to procure and may be subject to contamination or recall Also some

countries in which we market our products may restrict the use of certain biologically derived

substances in the manufacture of drugs material shortage contamination recall or restriction on the

use of certain biologically derived substances in the manufacture of our products could adversely

impact or disrupt our commercial manufacturing of our products or could result in withdrawal of our

products from markets This too in turn could adversely affect our ability to satisfy demand for our

products which could materially and adversely affect our operating results

In addition we may only be able to produce some of our products at very limited number of

facilities and therefore have limited or no redundant manufacturing capacity in these products For

example we manufacture all of our bulk Cerezyme and most of our bulk Fabrazyme products at our

Allston facility all of our bulk Myozyme produced at the 160L scale at our Framingham facility and all

of our larger scale bulk Myozyme at our Belgium facility In some cases we contract out the

manufacturing of our products to third parties of which there are only limited number capable of

executing the manufacturing processes we require number of factors could cause production

interruptions at our facilities or the facilities of Our third party providers including equipment

malfunctions facility contamination labor problems raw material shortages or contamination natural

disasters power outages terrorist activities or disruptions in the operations of our suppliers

In June 2009 we announced that we had detected virus Vesivirus 2117 that impairs cell growth

in one of the bioreactors used at our Allston facility to produce Cerezyme We believe the virus was

likely introduced through raw material used in the manufacturing process We temporarily interrupted

bulk production at the plant to sanitize the facility which affected production of Cerezyme and

Fabrazyme Cerezyme and Fabrazyme inventories were not sufficient to meet global demand In 2009
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we confirmed that Vesivirus 2117 was the cause of declines in cell productivity in one previous instance

in 2008 at our Allston facility and one previous instance in 2008 at our Belgium facility We were able

to detect the virus in 2009 at our Allston facility using highly specific assay we had developed after

standard tests were unable to identify the cause of the productivity declines that occurred in 2008 We

are in the process of adding steps to increase the robustness of our raw materials screening process

monitoring for viruses and viral removal processes Some of these steps are subject to regulatory

approval However given the nature of biologics manufacturing contamination issues could occur in

the future from time to time at our facilities and some of these issues could materially and adversely

affect our operating results

The steps in successfully producing our biologic products are highly complex and in the normal

course are subject to equipment failures and other production difficulties For example since restarting

Fabrazyme production at Allston we have experienced cell growth at lower than expected levels If we

experience such difficulties we may not be able to produce our products including new Cerezyme and

Fabrazyme in the expected quantities In addition we have also experienced shipment interruptions

since restarting Cerezyme anci Fanrazyme proauction ano untii we re estansn inventories we may

continue experiencing interruptions if there are unanticipated delays in the release of material or if any

of the assumptions used for inventory management purposes are incorrect Finally until we re establish

inventories any production interruption for any reason could cause additional shortages of Cerezyme

or Fabrazyme

The Cerezyme and Fabrazyme supply constraints resulting from the suspension of production at our

Aliston facility have created opportunities for our competitors

Outside of the United States Fabrazyme competes with Replagal product marketed by

Shire plc The FDA has approved treatment IND for Replagal and Shire has submitted BLA with

the FDA for Replagal and been granted fast track designation With respect to Cerezyme the FDA
has approved treatment IND for each of Protahxs and Shires enzyme replacement therapies in

development for the treatment of Gaucher disease and the therapies are also available to patients in

the European Union through pre-approval access programs In August 2009 Shire submitted NDA to

the FDA for its therapy and Protahx submitted its NDA in December 2009 The FDA has granted fast

track designation for both companies NDAs and granted orphan drug status for both therapies

Shire therapy has received PDUFA date of February 28 2010 The FDA has requested additional

CMC data from Protalix Shire has announced that it has accelerated it manufacturing timeline for its

therapy by almost 18 months In December 2009 Protahx and Pfizer entered into an agreement to

develop and commercialize Protalixs therapy

In addition Zavesca is currently approved in the United States for patients with Gaucher disease

for whom enzyme replacement therapy is unsuitable If Fabry patients used Replagal or Gaucher

patients used one of our competitors developmental therapies or Zavesca during the period of supply

constraint there is risk that they may not switch back to our products which would result in the loss

of additional revenue for us In addition the institution of treatment guidelines and dose conservation

measures during the supply constraint present the risk that physicians and patients will not resume

regular treatment levels after the supply constraint has ended

Our activities products and services are subject to significant government regulations and approvals

which are often costly and could result in adverse consequences to our business if we fail to comply

with the regulations or maintain the approvals

Products that have received regulatory approval for commercial sale are subject to extensive

continuing regulations relating to among other things testing manufacturing quality control labeling

and promotion For example we and certain of our third party suppliers are required to maintain

compliance with GMP requirements and are subject to inspections by the FDA the EMA and
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comparable agencies in other jurisdictions to confirm such compliance Failure to comply with

applicable regulatory requirements could result in regulatory authorities taking actions such as

issuing warning letters

levying fines and other civil penalties

imposing consent decrees

suspending regulatory approvals

refusing to approve pending applications or supplements to approved applications

suspending manufacturing activities or product sales imports or exports

requiring us to communicate with physicians and other customers about concerns related to

actual or potential safety efficacy and other issues involving our products

mandating product recalls or seizing products and

criminal prosecution

In Form 483 issued in October 2008 follow up warning letter issued in February 2009 and

Form 483 issued in November 2009 the FDA has detailed observations from its 2008 and 2009

inspections of our Allston facility considered to be significant deviations from GMP compliance If the

FDA determines that we do not have adequate control over the manufacturing of our products the

FDA could pursue enforcement action including seeking consent decree FDA consent decrees often

include reimbursements to the government for inspection costs due dates for specific actions and

penalties for noncomplianºe In connection with consent decree the FDA may dictate which products

we can produce and the quantities of those products The FDA also may appoint third party to

oversee our manufacturing operations Consent decrees usually remain in effect for five years or more

If consent decree were imposed we would incur substantial additional expenses and may not be able

to produce some or all of our products

The FDA the EMA and comparable regulatory agencies worldwide may require post-marketing

clinical trials or patient outcome studies We have agreed with the FDA for example to number of

post-marketing commitments as condition to U.S marketing approval for Fabrazyme Aldurazyme

Myozyme Clolar and Mozobil In addition holders of exclusivity for orphan drugs are expected to

assure the availability of sufficient quantities of their orphan drugs to meet the needs of patients

Failure to do so could result in the withdrawal of marketing exclusivity for the drug As result of the

Fabrazyme supply constraint we received request from the FDAs Office of Orphan Products

Development in July 2009 to provide detailed explanation
of the measures being taken to assure the

availability of sufficient quantities of Fabrazyme within reasonable time to meet the needs of patients

We also received the same request from the FDA in July 2009 with respect to Myozyme because of the

limited supply of product produced using the 160L scale process
in the United States We have

responded to the FDAs requests but have not received any determination from the agency for either

product Fabrazyme cUrrently has marketing exclusivity in the United States until mid-April 2010 and

Myozyme has exclusivity in the United States until April 2013 in each case due to its orphan drug

status If the FDA were to withdraw exclusive approval for Fabrazyme or Myozyme our competitors

could have an opportunity to receive marketing approval in the United States for their products earlier

than the current exclusivity expiration dates

In recent years several states including California Vermont Maine Minnesota Massachusetts

New Mexico and West Virginia in addition to the District of Columbia have enacted legislation

requiring biotechnology pharmaceutical and medical device companies to establish marketing

compliance programs and file periodic reports on sales marketing and other activities Similar

legislation is being considered in other states Many of these requirements are new and uncertain and
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available guidance is limited We could face enforcement action fines and other penalties and could

receive adverse publicity all of which could harm our business if it is alleged that we have failed to

fully comply with such laws and related regulations

The development of new biotechnology products involves lengthy and complex process and we may
be unable to commercialize any of the products we are currently developing

We have numerous products under development and devote considerable resources to research

and development including clinical trials

Before we can commercialize our product candidates we need to

conduct substantial research and development

undertake preclinical and clinical testing sampling activity and other costly and time-consuming

measures

develop and scale-up manufacturing processes and

pursue marketing and manufacturing approvals and in some jurisdictions pricing and

reimbursement approvals

This
process involves high degree of risk and takes many years Our product development efforts

with
respect to product candidate may fail for many reasons including

failure of the product candidate in preclinical studies

delays or difficulty enrolling patients in clinical trials particularly for disease indications with

small patient populations

patients exhibiting adverse reactions to the product candidate or indications of other safety

concerns

insufficient clinical trial data to support the effectiveness or superiority of the product candidate

our inability to manufacture sufficient quantities of the product candidate for development or

commercialization activities in timely and cost efficient manner if at all

our failure to obtain or delays in obtaining the required regulatory approvals for the product

candidate the facilities or the process used to manufacture the product candidate or

changes the regulatory environment including pricing and reimbursemeni ihat make

development of new product or of an existing product for new indication no longer

desirable

Few research and development projects result in commercial products and success in preclinical studies

or early clinical trials often is not replicated in later studies For example in our pivotal study of

hylastan for treatment of patients with osteoarthritis of the knee hylastan did not meet its primary

endpoint In November 2009 we discontinued development of an advanced phosphate binder because

although the advanced phosphate binder met its primary endpoint in its phase 2/3 trial it did not

demonstrate significant improvement in phosphate lowering compared to Renvela In September 2009
our collaboration partner Osiris to whom we have made substantial nonrefundable upfront payments
announced that its two phase trials evaluating Prochymal for the treatment of acute GvHD failed to

meet their primary endpoints drawing into question the size of the market that may benefit from use

of the product

We may decide to abandon development of product or service candidate at any time or we may
be required to expend considerable resources repeating clinical trials or conducting additional trials

either of which would increase costs of development and delay any revenue from those programs
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In addition regulatory authority may deny or delay an approval because it was not satisfied with

the structure or conduct of clinical trials or due to its assessment of the data we supply regulatory

authority for instance may not believe that we have adequately addressed negative safety signals

Clinical data are subject to varied interpretations and regulatory authorities may disagree with our

assessments of data In any such case regulatory authority could insist that we provide additional

data which could substantially delay or even prevent commercialization efforts particularly if we are

required to conduct additional pre-approval clinical studies

We are also developing new products such as mipomersen and ataluren through strategic alliances

and collaborations If we are unable to manage these external opportunities successfully or if the

product development process is unsuccessful we will not be able to grow our business in the way that

we currently expect

If we fail to increase sales of several existing products and services or to commercialize new products

and services in our pipeline we will not meet our financial goals

Over the next few years our success will depend substantially on our ability to increase revenue

from our existing products and services These products and services include Cerezyme Renvela

Synvisc One Fabrazyme Myozyme Aldurazyme Thymoglobulin Thyrogen Clolar alemtuzumab for

MS Mozobil and genetic testing services

Our ability to increase sales depends on number of factors including

our ability and the ability of our collaborators to efficiently manufacture sufficient quantities of

each product to meet demand and to do so in timely and Cost efficient manner

acceptance by the medical community of each product or service

the availability of competing treatments that are deemed safer more efficacious more
convenient to use more cost effective or having more reliable source of supply

compliance with regulation by regulatory authorities of these products and services and the

facilities and processes used to manufacture these products

the scope of the labeling approved by regulatory authorities for each product and competitive

products or risk management activities including REMS

the effectiveness of our sales force

the availability and extent of coverage pricing and level of reimbursement from governmental

agencies and third party payors and

the size of the patient population for each product or service and our ability to identify new

patients

We expect regulatory action regarding several of our existing products in the coming months

Regulatory authorities denying or delaying these approvals would adversely impact our projected

revenue and income growth For example we have encountered several delays in receiving marketing

approval in the United States for alglucosidase alfa produced using larger scale process which has

adversely impacted our revenues and earnings We could face additional delays with this produt or

other products

Part of our growth strategy involves conducting additional clinical trials to support approval of

expanded uses of some of our products including Mozobil Clolar and alemtuzumab for MS pursuing

marketing approval for our products in new jurisdictions and developing next generation products such

as eliglustat tartrate formerly Genz-112638 The success of this component of our growth strategy will

depend on the outcome of these additional clinical trials the content and timing of our submissions to
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regulatory authorities and whether and when those authorities determine to grant approvals Because

the healthcare industry is extremely competitive and regulatory requirements are rigorous we spend

substantial funds marketing our products and attempting to expand approved uses for them These

expenditures depress near-term profitability with no assurance that the expenditures will generate

future profits that justifi the expenditures For example we received complete response letter from

the FDA in October 2009 for Clolars use in adult AML in which the agency recommended that

randomized controlled clinical study be conducted for label expansion of Clolar in this indication

Our future success will depend on our ability to effectively develop and market our products and

services against those of our competitors

The human healthcare products and services industry is extremely competitive Other

organizations including pharmaceutical biotechnology device and genetic and diagnostic testing

companies and generic and biosimilar manufacturers have developed and are developing products and

services to compete with our products services and product candidates If healthcare providers patients

or payors prefer these competitive products or services or these competitive products or services have

superior safety efficacy pricing or reimbursement characteristics we will have difficulty maintaining or

increasing the sales of our products and services As described under the heading The Cerezyme and

Fabrazyme supply constraints resulting from the suspension of production at our Allston facility have created

opportunities for our competitors the virus at our Allston facility and associated production interruption

have provided new opportunities for our competitors that we did not anticipate

Zavesca is currently the only other marketed product aimed at treating Gaucher disease the

disease addressed by Cerezyme Zavesca is small molecule oral therapy that has been approved in

approximately thirty-five countries including the United States European Union and Israel for use in

patients with mild to moderate Type Gaucher disease for whom enzyme replacement therapy is

unsuitable Zavesca has been sold in the European Union since 2003 and intheUnited States since

2004 Enzyme replacement therapies in development by Protalix and Shire to treat Gaucher disease are

available to patients in the United States under an FDA-approved treatment IND protocol and to

patients in the European Union through pre-approval access programs Both companies have submitted

NDAs to the FDA for their therapies

Replagal is competitive enzyme replacement therapy for Fabry disease the disease addressed by

Fabrazyme that is approved for sale outside of the United States In addition while Fabrazyme has

received orphan drug designation which provides us with U.S marketing exclusivity expiring in

mid-April 2010 the FDA has approved treatment IND for Replagal which allows physicians to treat

Fabry patients with the therapy ahead of commercial availability in the United States Shire has

submitted its BLA for Replagal to the FDA We also are aware of company that initiated phase

clinical trial in June 2009 of an oral chaperone medication to treat Fabry disease

Myozyme has marketing exclusivity in the United States until 2013 and in the European Union

until 2016 due to its orphan drug status although companies may seek to overcome the associated

marketing exclusivity In addition we are aware of one company pursuing phase clinical studies after

putting phase study on hold for small molecule pharmacologic chaperone treatment for Pompe

disease

Renagel and Renvela compete with several other products for the control of elevated phosphorus

levels in patients with chronic kidney failure on hemodialysis including PhosLo prescription calcium

acetate preparation marketed in the United States and Fosrenol prescription
lanthanum carbonate

marketed in the United States Europe Canada and Latin America Generic formulations of PhosLo

were launched in the United States in 2008 and 2009 Renagel and Renvela also compete with

over-the-counter calcium carbonate products such as TUMS and metal-based options such as

aluminum and magnesium Our core patents protecting Renagel and Renvela expire in 2014 in the
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United States and in Europe in 2015 However our Renagel and Renvela patents are the subjects of

ANDA filings in the United States by generic drug manufacturers as described in more detail in Part

Item Legal Proceedings of this report and in this Risk Factors section under the heading Some of

our products may face competition from lower cost generic or follow-on products

Current competition for Synvisc/Synvisc-One includes Supartz/ Artz Hyalgan Orthovisc

EuflexxaTM MonoviscTM which is marketed in Europe and Turkey and Durolane which is marketed in

Europe and Canada Durolane and Euflexxa are produced by bacterial fermentation which may

provide these products competitive advantage over avian-sourced Synvisc/Synvisc-One We believe

that single injection products will have competitive advantage over multiple injection products

Synvisc-One is currently the only single injection viscosupplementation product approved in the United

States but competitors are seeking FDA approval for their single injection products Furthermore

several companies market products that are not viscosupplementation products but which are designed

to relieve the pain associated with osteoarthritis Synvisc/Synvisc-One will have difficulty competing with

competitive products to the extent those products have similar safety profile and are considered more

efficacious less burdensome to administer or more cost effective

Competition for Campath for patients with B-CLL includes single agent and combination

chemotherapy regimens Rituxan/MabThera which is marketed globally Treanda which is

marketed globally and ArzerraTM which is marketed in the United States and recently received

conditional approval recommendation by the EMA There are also other therapies under clinical study

for the treatment of B-CLL including lumiliximab and lenalidomide Competition for Clolar for the

treatment of pediatric patients to 21 years old with relapsed or refractory ALL after at least two

prior regimens includes cytarabine and mitoxantrone which are available as generics with no significant

commercial promotion and Arranon nelarabine which is indicated for the treatment of patients

with T-cell ALL whose disease has not responded to or has relapsed following treatment with at least

two chemotherapy regimens T-cell ALL is estimated to represent less than 20% of pediatric ALL

patients In addition there are anti-cancer agents in clinical trials for the treatment of relapsed

pediatric ALL

The examples above are illustrative and not exhaustive Almost all of our products and services

currently face competition Furthermore the field of biotechnology is characterized by significant and

rapid technological change Discoveries by others may make our products or services obsolete For

example competitors may develop approaches to treating LSDs that are more effective convenient or

less expensive than our products and product candidates Because significant portion of our revenue

is derived from products that address this class of diseases and substantial portion of our

expenditures is devoted to developing new therapies for this class of diseases such development

would have material negative impact on our results of operations

If we fail to obtain and maintain adequate levels of reimbursement for our products and services from

third party payors demand for our products and services will be significantly limited

Sales of our products and services are dependent in large part on the availability and extent of

reimbursement from government health administration authorities private health insurers and other

third party payors These third party payors may not provide adequate insurance coverage or

reimbursement for our products and services which could reduce demand for our products and services

and impair our financial results

Third party payors are increasingly scrutinizing pharmaceutical budgets and healthcare expenses

and are attempting to contain healthcare costs by

challenging the prices charged for healthcare products and services

limiting both the coverage and the amount of reimbursement for new therapeutic products
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reducing existing reimbursement rates for commercialized products and services

limiting coverage for the treatment of particular patient to maximum dollar amount or

specified period of time

denying or limiting coverage for products that are approved by the FDA EMA or other

governmental regulatory bodies but are considered experimental or investigational by third party

payors and

refusing in some cases to provide coverage when an approved product is used for disease

indications in way that has not received FDA EMA or other applicable marketing approval

Efforts by third
party payors to reduce costs could decrease demand for our products and services

In the United States enactment of health reform legislation could adversely affect our revenues

through among other provisions changes to Part of Medicare regarding reimbursement for our oral

products In addition in certain countries including countries in the European Union and Canada the

coverage of prescription drugs pricing and levels of reimbursement are subject to governmental
m1__c_ __
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are favorable to us Moreover certain countries reference the prices in other countries where our

products are marketed Thus inability to secure adequate prices in particular country may also impair

our ability to maintain or obtain acceptable prices in existing and potential new markets Government

health administration authorities may also rely on analyses of the cost-effectiveness of certain

therapeutic products in determining whether to provide reimbursement for such products Our ability

to obtain satisfactory pricing and reimbursement may depend in part on whether our products the cost

of some of which is high in comparison to other therapeutic products are viewed as cost-effective

Furthermore governmental regulatory bodies such as the CMS in the United States may from

time-to-time make unilateral changes to reimbursement rates for our products and services For

example the Medicare Improvements for Patients and Providers Act of 2008 or MIPPA directs CMS

to establish bundled payment system to reimburse dialysis providers treating ESRD patients In

September 2009 CMS proposed changes to the prospective payment system that would include drugs

and biologicals used to treat ESRD patients in the bundled payment amount for dialysis treatments

The bundled rate is proposed to include drugs and biologicals that are currently reimbursed separately

by Medicare including intravenous Vitamin analogs and their oral equivalents such as Hectorol and

oral phosphate binders such as Renagel/Renvela CMS is expected to issue final rule in 2010 with an

anticipated implementation date of January 2011

Changes to reimbursement rates including implementation of CMS proposed bundling rule

could reduce our revenue by causing healthcare providers to be less willing to use our products and

services Although we actively seek to ensure that any initiatives that are undertaken by regulatory

agencies involving reimbursement for our products and services do not have an adverse impact on us

we may not always be successful in these efforts In addition when new product is approved the

availability of government and private reimbursement for that product is uncertain as is the amount for

which that product will be reimbursed We cannot predict the availability or amount of reimbursement

for our product candidates

The American Recovery and Reinvestment Act of 2009 provided significant funding for the federal

government to conduct comparative effectiveness research Although the U.S Congress indicated that

these studies are intended to improve the quality of health care outcomes of such studies could

influence reimbursement decisions If for example any of our products or services were determined to

be less cost-effective than alternatives reimbursement for those products or services could be affected
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We may encounter substantial difficulties managing our growth

Several risks are inherent to our plans to grow our business Achieving our goals will require

substantial investments in research and development sales and marketing and facilities For example
we are spending considerable resources building and seeking regulatory approvals for our

manufacturing facilities These facilities may not prove sufficient to meet demand for our products or

we may not have excess capacity at these facilities For example we have been operating with lower

than usual inventories for Cerezyme and Fabrazyme because we had allocated capacity for Myozyme

production at the Allston plant to meet Myozymes worldwide growth When we interrupted production

of Cerezyme and Fabrazyme at the facility in June 2009 in order to sanitize the facility after identifying

virus in bioreactor used to produce Cerezyme inventories of Cerezyme and Fabräzyme were not

sufficient to avoid product shortages during the period of suspended production and recovery We are

constructing new manufacturing facility with capacity for Cerezyme and Fabrazyme in Framingham
Massachusetts expanding our Allston facility and adding an additional 4000L bioreactor to produce

Myozyme at our Belgium facility We are also expanding our fill finish capacity in Waterford Ireland

and working with third party contract manufacturer to transfer fill finish activities to the contract

manufacturer for portion of our Fabrazyme Cerezyme and Myozyme production If we experience

delay in completing these capacity expansions or securing regulatory approval for the new internal

capacity or the fill finish capacity from the contract manufacturer we will not be able to build

inventories in our expected timeframe

Building our facilities is expensive and our ability to recover these costs will depend on increased

revenue from the products produced at the facilities In addition to maintain product supply and to

adequately prepare to launch number of our late-stage product candidates we must successfully

implement number of manufacturing projects on schedule operate our facilities at appropriate

production capacity optimize manufacturing asset utilization continue our use of third-party contract

manufacturers and maintain .a state of regulatory compliance

We produce relatively small amounts of material for research and development activities and

pre
clinical trials Even if product candidate receives all necessary approvals for commercialization

we may not be able to successfully scale-up production of the product material at reasonable cost or

at all and we may not receive additional approvals in sufficient time to meet product demand For

example the FDA has concluded that alglucosidase alfa produced in our larger scale bioreactors is

different product than alglucosidase alfa produced in our 160L bioreactors and required us to submit

separate BLA for the larger scale product This delay in receipt of FDA approval has had an adverse

effect on our revenue and earnings and will continue to have an adverse effect until we receive FDA
approval of alglucosidase alfa produced in our 4000L bioreactors

If we are able to increase sales of our products we may have difficulty managing inventory levels

Marketing new therapies is complicated process and gauging future demand is difficult With

Renagel for example we have encountered problems in the past managing inventory levels at

wholesalers Comparable problems may arise with any of our products particularly during market

introduction

Growth in our business may also contribute to fluctuations in our operating results which may
cause the price of our securities to decline Our revenue may fluctuate due to many factors including

changes in

wholesaler buying patterns

reimbursement rates

physician prescribing habits

the availability or pricing of competitive products and
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currency exchange rates

We may also experience fluctuations in our quarterly results due to price changes and sales

incentives For example purchasers of our products particularly wholesalers may increase purchase

orders in anticipation of price increase and reduce order levels following the price increase We

occasionally offer sales incentives and promotional discounts on some of our products and services that

could cause similar fluctuations In addition some of our products including Synvisc/Synvisc-One are

subject to seasonal fluctuation in demand

We rely on third parties to provide us with materials and services in connection with the manufacture

of our products and the performance of our services

Some materials necessary for commercial production of our products including specialty chemicals

and components necessary for manufacture fill-finish and packaging are provided by unaffiliated third

party suppliers In some cases such materials are specifically cited in our marketing applications with

regulatory authorities so that they must be obtained from that specific source unless and until the

appIiao1e auinoriiy approves auoihei supphei in addition there may only be one aa1able Source for

particular chemical or component For example we acquire polyalylamine used in the manufacture

of Renagel Renvela Cholestagel and WeiChol from Cambrex Charles City Inc and N925 which is

necessary to manufacture our LSD products from Invitrogen Corporation These suppliers are the only

sources for these materials currently qualified in our FDA drug applications for these products Our

suppliers also may be subject to FDA regulations or the regulations of other governmental agencies

outside the United States regarding manufacturing practices
We may be unable to manufacture our

products or to perform our services in timely manner or at all if these third party suppliers were to

cease or interrupt production or otherwise fail to supply sufficient quantities of these materials or

products to us for any reason including due to regulatory requirements or actions adverse financial

developments at or affecting the supplier labor shortages or disputes or contamination of materials or

equipment For example we believe that virus that we detected in one of our bioreactors used at our

Allston facility to produce Cerezyme was likely introduced throigh raw material used in the

manufacturing process

We also source some of our manufacturing fill-finish packaging and distribution operations to

third party contractors The manufacture of products fill-finish packaging and distribution of those

products requires successful coordination among these third party providers and us Our inability to

coordinate these efforts the inability of third party contractor to secure sufficient source materials

the lack of capacity available at third party contractor or any other problems with the operations of

third party contractor could require us to delay shipment of saleable products to recall products

previously shipped or impair our ability to supply products at all This could increase our costs cause

us to lose revenue or market share and damage our reputation Furthermore any third party we use to

manufacture fill finish or package our products to be sold must also be licensed by the applicable

reguiaiory auihorities As result alternative third party providers may not be available or mely

basis or at all

Our financial results are dependent on sales of Cerezyme

Sales of Cerezyme our enzyme-replacement product for patients with Gaucher disease totaled

$793.0 million for the twelve months ended December 31 2009 representing approximately 18% of our

total revenue Because our business is dependent on Cerezyme negative trends in revenue from this

product could have and have had an adverse effect on our results of operations and cause the value of

our common stock to decline In addition we will lose revenue if alternative treatments gain

commercial acceptance if our marketing activities are restricted or if coverage pricing or

reimbursement is limited The patient population with Gaucher disease is not large Because

significant percentage of that population already uses Cerezyme opportunities for future sales growth
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are constrained Furthermore changes in the methods for treating patients with Gaudier disease

including treatment protocols that combine Cerezyme with other therapeutic products or reduce the

amount of Cerezyme prescribed could limit growth or result in decline in Cerezyme sales See The

Cerezyme and Fabrayme supply constraints resulting from the suspension of production at our Aliston

facility have created opportunities for our competitors above

If our strategic alliances are unsuccessful our operating results will be adversely impacted

Several of our strategic initiatives involve alliances with other biotechnology and pharmaceutical

companies The success of these arrangements is largely dependent on technology and other intellectual

property contributed by our strategic partners or the resources efforts and skills of our partners

Disputes and difficulties in such relationships are common often due to conflicting priorities or

conflicts of interest Merger and acquisition activity may exaceTb ate these conflicts The benefits of

these alliances are reduced or eliminated when strategic partners

terminate the agreements covering the strategic alliance or limit our access to the underlying

intellectual property

fail to devote financial or other resources to the alliances and thereby hinder or delay

development manufacturing or commercialization activities

fail to successfully develop manufacture or commercialize any products or

fail to maintain the financial resources necessary to continue financing their portion of the

development manufacturing or commercialization costs of their own operations

Furthermore payments we make under these arrangements may exacerbate fluctuations in our

financial results In addition under some of our strategic alliances including Osiris PTC and Isis we
make upfront and milestone payments well in advance of commercialization of products with no

assurance that we will ever recoup these payments We also may make equity investments in our

strategic partners as we did with EXACT Sciences in January 2009 and Isis in February 2008 Our

strategic equity investments are subject to market fluctuations access to capital and other business

events such as initial public offerings the completion of clinical trials and regulatory approvals which

can impact the value of these investments If any of our strategic equity investments decline in value

and remain below cost for an extended duration we may be required to write off our investment

Our operating results and financial position may be negatively impacted when we attempt to grow

through business combination transactions

We may encounter problems assimilating operations acquired in business combination transactions

These transactions often entail the assumption of unknown liabilities the loss of key employees and

the diversion of management attention Furthermore in any business combination there is substantial

risk that we will fail to realize the benefits we anticipate when we decide to undertake the transaction

We have in the past taken significant charges for impaired goodwill and for impaired assets acquired in

business combination transactions We may be required to take similar charges in the future We enter

into most such transactions with an expectation that the acquired assets will enhance the long-term

strength of our business These transactions however often depress our earnings and our returns on

capital in the near-term and the expected long-term benefits may never be realjzed Business

combination transactions also either deplete cash resources require us to issue substantial equity or

require us to incur significant debt

Our international sales and operating expenses are subject to fluctuations in currency exchange rates

significant portion of our business is conducted in currencies other than our reporting currency
the U.S dollar We recognize foreign currency gains or losses arising from our operations in the period
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in which we incur those gains or losses As result currency fluctuations among the U.S dollar and

the currencies in which we do business have caused foreign currency translation gains and losses in the

past and will likely do so in the future Because of the number of currencies involved the variability of

currency exposures and the potential volatility of currency exchange rates we may suffer significant

foreign currency translation losses in the future due to the effect of exchange rate fluctuations In 2009

the change in foreign exchange rates had net unfavorable impact on our revenue

Credit and financial market conditions may exacerbate certain risk affecting our business

Sales of our products and services are dependent in part on the availability and extent of

reimbursement from third party payors including governments and private insurance plans As result

of the current volatility in the financial markets third-party payors may delay payment or be unable to

satis their reimbursement obligations reduction in the availability or extent of reimbursement could

negatively affect our product and service sales and revenue

In addition we rely upon third parties for certain aspects of our business including collaboration

partners wholesale distributors for our products contract clinical trial providers contract

manufacturers and third-party suppliers Because of the tightening of global credit and the volatility in

the financial markets there may be delay or disruption in the performance or satisfaction of

commitments to us by these third parties which could adversely affect our business

We may incur substantial costs as result of litigation or other proceedings

We are or may become party to litigation or other proceedings in the ordinary course of our

business third party may sue us or one of our strategic collaborators for infringing the third partys

patent or other intellectual property rights Likewise we or one of our strategic collaborators may sue

to enforce intellectual property rights or to determine the scope and validity of third party proprietary

rights If we do not prevail in this type of litigation we or our strategic collaborators may be required

to

pay monetary damages

stop commercial activities relating to the affected products or services

obtain license in order to continue manufacturing or marketing the affected products or

services or

compete in the market with different product or service

We have several ongoing legal proceedings on which we will continue to expand substantial sums

For example we have initiated patent infringement litigation against several generic
manufacturers In

addition we are the subject of consolidated purported securities class action lawsuit and three

purported shareholder derivative lawsuits of which two have been consolidated We may be subject to

additional actions in the future For example the federal government state governments and private

payors are investigating
and have filed actions against numerous pharmaceutical and biotechnology

companies including Genzyme alleging that the companies may have overstated prices in order to

inflate reimbursement rates Domestic and international enforcement authorities also have instituted

actions under healthcare fraud and abuse laws including anti kickback and false claims statutes

Moreover individuals who use our products or serviºes including our diagnostic products and genetic

testing services sometimes bring product and professional liability claims and third parties with whom

we do business sometimes bring breach of contract claims against us or our subsidiaries

Some of our products are prescribed by healthcare providers for uses not approved by the FDA
the EMA or comparable regulatory agencies Although healthcare providers may lawfully prescribe our

products for off label uses any promotion by us of off label uses would be unlawful Some of our
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practices intended to make healthcare providers aware of off-label uses of our products without

engaging in off-label promotion could nonetheless be misconstrued as off-label promotion Although we
have policies and procedures in place designed to help assure ongoing compliance with regulatory

requirements regarding off-label promotion some non-compliant actions may nonetheless occur

Regulatory authorities could take enforcement action against us if they believe we are promoting or

have promoted our products for off-label Use

We have only limited amounts of insurance which may not provide coverage to offset negative

judgment or settlement payment We may be unable to obtain additional insurance in the future or

we may be unable to do so on favorable terms Our insurers may dispute our claims for coverage For

example we are seeking from our insurers coverage amounting to $30 million for reimbursement of

portions of the costs incurred in connection with the litigation and settlement related to the

consolidation of our tracking stocks Any additional insurance we do obtain may not provide adequate

coverage against any asserted claims

Regardless of merit or eventual outcome investigations and litigation can result in

the diversion of managements time and attention

the expenditure of large amounts of cash on legal fees expenses and payment of damages

limitations on our ability to continue some of our operations

decreased demand for our products and services and

injury to our reputation

Our international sales clinical activities manufacturing and other operations are subject to the

economic political legal and business environments of the countries in which we do business and our

failure to operate successfully or adapt to changes in these environments could cause our international

sales and operations to be limited or disrupted

Our international Operations accounted for approximately 48% of our consolidated product and

service revenue for the twelve months ended December 31 2009 We expect that international product

and service sales will continue to account for significant percentage of our revenue for the

foreseeable future In addition we have direct investments in number of subsidiaries outside of the

United States Our international sales and operations could be limited or disrupted and the value of

our direct investments may be diminished by any of the following

economic problems that disrupt foreign healthcare payment systems

the imposition of governmental controls including foreign exchange and currency restrictions

less favorable intellectual property or other applicable laws

the inability to obtain any necessary foreign regulatory or pricing approvals of products in

timely manner

the inability to obtain third party reimbursement support for products

product counterfeiting and intellectual property piracy

parallel imports

anti-competitive trade practices

import and export license requirements

political instability
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terrorist activities armed conflict or pandemic

restrictions on direct investments by foreign entities and trade restrictions

changes in tax laws and tariffs

difficulties in staffing and managing international operations and

longer payment cycles

Our international operations and marketing practices are subject to regulation and scrutiny by the

governments of the countries in which we operate as well as the United States government The United

States Foreign Corrupt Practices Act and similar anti-bribery laws in other jurisdictions generally

prohibit companies and their representatives from offering promising authorizing or making payments

to foreign officials for the purpose of obtaining or retaining business We operate in many parts of the

world that have experienced governmental corruption to some degree Although we have policies and

procedures designed to help ensure that we our employees and our agents comply with the FCPA and

other anti-bribery laws such policies
and procedures may not protect us against liability under the

FCPA or other laws for actions taken by our employees agents and intermediaries with respect to our

business Failure to comply with domestic or international laws could result in various adverse

consequences including possible delay in the approval or refusal to approve product recalls seizures

withdrawal of an approved product from the market or the imposition of criminal or civil sanctions

including substantial monetary penalties

We may fail to adequately protect our proprietary technolog which would allow competitors or others

to take advantage of our research and development efforts

Our long term success largely depends on our ability to market technologically competitive

products If we fail to obtain or maintain adequate intellectual property protection in the United States

or abroad we may not be able to prevent third parties from using our proprietary technologies Our

currently pending or future patent applications may not result in issued patents Patent applications are

typically confidential for 18 months following their earliest filing and because third parties may have

filed patent applications for technology covered by our pending patent applications without us being

aware of those applications our patent applications may not have priority over patent applications of

others In addition our issued patents may not contain claims sufficiently broad to protect us against

third parties with similar technologies or products or provide us with any competitive advantage If

third party
initiates litigation regarding our patents or those patents for which we have license rights

and is successful court could declare such patents
invalid or unenforceable or limit the scope of

coverage of those patents Governmental patent
offices and courts have not always been consistent in

their interpretation
of the scope and patentability of the subject matter claimed in biotechnology

patents Any changes in or unexpected interpretations of the patent laws may adversely affect our

ability to enforce our patent position

We also rely upon trade secrets proprietary know-how and continuing technological innovation to

remain competitive We attempt to protect this information with security measures including the use of

confidentiality agreements with employees consultants and collaborators These individuals may breach

these agreements and any remedies available to us may be insufficient to compensate for Our damages

Furthermore our trade secrets know-how and other technology may otherwise become known or be

independently discovered by our competitors

Some of our products may face competition from lower cost generic or follow-on products

Some of our drug products for example Renagel Renvela Hectorol Clolar Fludara and Mozobil

are approved under the provisions
of the United States Food Drug and Cosmetic Act or FDCA that

render them susceptible to potential competition from generic manufacturers via the ANDA procedure
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Generic manufacturers pursuing ANDA approval are not required to conduct costly and

time-consuming clinical trials to establish the safety and efficacy of their products rather they are

permitted to rely on the innovators data regarding safety and efficacy Thus generic manufacturers can
sell their products at prices much lower than those charged by the innovative pharmaceutical or

biotechnology companies who have incurred substantial expenses associated with the research and

development of the drug product

The ANDA procedure includes provisions allowing generic manufacturers to challenge the

innovators patent protection by submitting Paragraph IV certifications to the FDA in which the

generic manufacturer claims that the innovators patent is invalid or will not be infringed by the

manufacture use or sale of the generic product patent owner who receives Paragraph IV
certification may choose to sue the generic applicant for patent infringement If such patent

infringement lawsuit is brought within statutory 45-day period then 30-month stay of FDA approval
for the ANDA is triggered In recent years generic manufacturers have used Paragraph IV
certifications

extensively to challenge the applicability of patents listed in the FDAs Approved Drug
Products List with Therapeutic Equivalence Evaluations commonly referred to as the Orange Book on

wide
array

of innovative therapeutic products We
expect this trend to continue and to implicate drug

products with even relatively modest revenues

Renagel/Renvela and Hectorol are subjects of ANDAs containing Paragraph IV certifications

Renagel is the subject of ANDAs submitted by four companies and Renvela is the subject of ANDAs
submitted by two companies containing Paragraph IV certifications We have initiated patent litigation

against these ANDA applicants At issue in the lawsuits is U.S Patent No 5667775 which expires in

2014 the 775 Patent See Legal Proceedings in Part Item of this report If we are

unsuccessful in these lawsuits generic manufacturer may launch its generic product prior to the

expiration of the 775 Patent but not before the expiration in 2013 of our other Orange Book-listed

patents covering Renagel and Renvela

Our Hectorol doxercalciferol products ampule vial and capsule are collectively the subject of

ANDAs
containing Paragraph IV certifications submitted by six companies We have initiated patent

litigation against four of these ANDA applicants See Legal Proceedings in Part Item of this

report In all four cases we are pursuing claims with respect to our U.S Patent No 5602116 related to

the use of Hectorol to treat hyperparathyroidism secondary to end-stage renal disease which expires in

2014 the 116 Patent In one of the four cases we are also pursuing claims with respect to our U.S
Patent No 7148211 related to the formulation of our Hectorol vial product which expires in 2023 the
211 Patent Our Hectorol capsule product is labeled for the treatment of secondary

hyperparathyroidism in patients with CKD on dialysis and for those patients not on dialysis In one of the

four cases relating to our Hectorol capsule products the ANDA filer is seeking approval of its generic

5pg capsule only for the treatment of patients with CKD who are not on dialysis thereby attempting to

avoid our 116 Patent If we are unsuccessful in the patent infringement lawsuits that we have chosen to

pursue against the ANDA filers generic manufacturer may launch its generic product prior to the

expiration of our Orange Book listed patents covering our Hectorol products

As for the two ANDA applicants against whom litigation was not initiated they submitted

Paragraph IV certifications with respect to only the 211 Patent Because we did not initiate litigation

the FDA could approve the applicants generic products upon the later of expiration or invalidation of

the 116 Patent or expiration of the 180 day exclusivity if any accorded to the first ANDA filer

We also have two biologic products approved under the FDCA Cerezyme and Thyrogen This

renders them susceptible to potential competition from follow-on or biosimilar manufacturers via the

505b2 pathway of the FDCA As with an ANDA the sponsor of 505b2 application is permitted
to rely at least in part on the safety and efficacy data of the innovator For that reason 505b2
applicants may have shorter time to approval than an applicant filing New Drug Application

109



Other of our products including Fabrazyme Aldurazyrne Myozyme Campath and Leukine

so-called biotech drugs were approved under the Public Health ServiceAct or PHSA which does

not currently contain an abbreviated pathway for approval However legislation to establish such

pathway is included in the healthcare reform bills passed by both houses of the United States Congress

that are pending action If an abbreviated pathway is established we could face eventual competition

on those products from manufacturers relying at least in part on our safety and efficacy data Such

legislation has already been adopted in the European Union

If an ANDA filer or any biosimilar manufacturer were to receive approval to sell generic or

biosimilar version of one of our products that product would become subject to increased competition

and our revenue for that product would be adversely affected

Guidelines recommendations and studies published by various organizations can reduce the use of our

products and services

Professional societies practice management groups private health/science foundations and

organizations involved in various diseases may publish guidelines recommendations or studies to the

healthcare and patient communities from time to time Recommendations of government agencies or

these other groups/organizations may relate to such matters as usage dosage route of administration

cost-effectiveness and use of related therapies Organizations like these have in the past made

recommendations about our products and services and those of our competitors Recommendations

guidelines or studies that are followed by patients and healthcare providers could result in decreased

use of our products or services The perception by the investment community or shareholders that

recommendations guidelines or studies will result in decreased use of our products or services could

adversely affect prevailing market price for our common stock In addition our.success also depends on

our ability to educate patients
and healthcare providers about our products and services and their uses

If these education efforts are not effective then we may not be able to increase the sales of our

existing products and services or successfully introduce new products and services to the market

Legislative or regulatory changes may adversely impact our business

New laws regulations and judicial decisions or new interpretations of existing laws regulations

and decisions that relate to healthcare availability methods of delivery or payment for products and

services or sales marketing or pricing may causeour revenue to decline In addition we may need to

revise our research and development plans if program or programs no longer are commercially viable

Such changes could cause our stock price to decline or experience periods of volatility

The
pricing

and reimbursement environment for our products may change in the future and

become more challenging due to among other reasons new healthcare legislation or fiscal challenges

faced by government health administration authorities In the United States enactment of health

reform legislation could adversely affect our revenues through among other provisions
the imposition

of fees on certain elements of our businesses an increase in the Medicaid rebate and changes to

Part of Medicare that would decrease reimbursement for our oral renal products

On September 27 2007 the FDAAA of 2007 was enacted giving
the FDA enhanced authority

over products already approved for sale including the authority to require post marketing studies and

clinical trials labeling changes based on new safety information and compliance with risk evaluations

and mitigation strategies approved by the FDA The FDAs exercise of its new authority could result in

delays or increased costs during the period of product development clinical trials and regulatory review

and approval increased costs to assure compliance with new post-approval regulatory requirements

and potential
restrictions on the sale or distribution of approved products
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We may be required to license patents from competitors or others in order to develop and

commercialize some of our products and services and it is uncertain whether these licenses would be

available

Third
party patents may cover some of the products or services that we or our strategic partners

are developing or producing patent is entitled to presumption of validity and accordingly we face

significant hurdles in any challenge to patent In addition even if we are successful in challenging the

validity of patent the challenge itself may be expensive and require significant management attention

To the extent valid third
party patent rights cover our products or services we or our strategic

collaborators would be required to seek licenses from the holders of these patents in order to

manufacture use or sell these products and services and payments under them would reduce our

profits from these products and services We may not be able to obtain these licenses on favorable

terms or at all If we fail to obtain required license or are unable to alter the design of our

technology to fall outside the scope of third party patent we may be unable to market some of our

products and services which would limit our profitability

Importation of products may lower the prices we receive for our products

In the United States and abroad many of our products are subject to competition from lower-

priced versions of our products and competing products from other countries where government price

controls or other market dynamics result in lower prices for such products Our products that require

prescription in the United States may be available to consumers in markets sUch as Canada Mexico
Taiwan and the Middle East without prescription which may cause consumers to seek out these

products in these lower priced markets The ability of patients and other customers to obtain these

lower priced imports has grown significantly as result of the Internet an expansion of pharmacies in

Canada and elsewhere that target American purchasers an increase in U.S.-based businesses affiliated

with these Canadian pharmacies and other factors Most of these foreign imports are illegal under

current United States law However the volume of imports continues to rise due to the limited

enforcement resources of the FDA and the United States Customs Service and there is increased

political pressure to permit such imports as mechanism for expanding access to lower-priced

medicines The importation of lower-priced versions of our products into the United States and other

markets adversely affects our profitability This impact could become more significant in the future

Our investments in marketable securities are subject to market interest and credit risk that may
reduce their value

We maintain portfolio of investments in marketable securities Our earnings may be adversely

affected by changes in the value of this portfolio In particular the value of our investments may be

adversely affected by increases in interest rates downgrades in the corporate bonds included in the

portfolio instability in the global financial markets that reduces the liquidity of securities included in

the portfolio and by other factors which may result in other than temporary declines in value of the

investments Each of these events may cause us to record charges to reduce the carrying value of our

investment portfolio or sell investments for less than our acquisition cost

We may require significant additional financing which may not be available to us on favorable terms
if at all

As of December 31 2009 we had $1 05 billion in cash cash equivalents and short and long term

investments excluding our investments in equity securities
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We intend to use substantial portions of our available cash for

expanding and maintaining existing and constructing new manufacturing facilities including

investing significant funds to expand our Aliston Geel Belgium and Waterford Ireland facilities

and constructing new manufacturing facility with capacity for Fabrazyme and Cerezyme

implementing process improvements and system updates for our biologics manufacturing

operations

product development and marketing

business combinations and strategic business initiatives

repurchasing the remaining 7000000 shares of our common stock available under our ongoing

stock repurchase program

upgrading our information technology systems including installation and implementation of

new enterprise resource planning system worldwide

contingent payments under business combinations license and other agreements including

milestone payment to Synpac once sales of Myozyme reach $400.0 million as well as payments

related to our license of mipomersen from Isis ataluren from PTC and Prochymal and

Chondrogen from Osiris as well as contingent consideration obligations related to our

acquisition of the worldwide rights to the oncology products Campath Fludara Leukine and

alemtuzumab for MS from Bayer

expanding staff and

working capital and satisfaction of our obligations under capital and operating leases

In addition we have several outstanding legal proceedings Involvement in investigations and

litigation can be expensive and court may ultimately require
that we pay expenses and damages As

result of legal proceedings we may also be required to pay fees to holder of proprietary rights in

order to continue certain operations

Since 2008 the general economic global capital and credit market conditions in the United States

and other parts of the world have deteriorated significantly and have adversely affected access to

capital and increased the cost of capital However we continue to believe that our available cash

investments and cash flow from operations together with our revolving credit facility and other

available debt financing will be adequate to meet our operating investing and financing needs in the

foreseeable future We currently do not rely on short-term borrowing to fund our operations and as

result we do not believe that existing global capital and credit market conditions will have significant

impact on our near-term liquidity We are closely monitoring our liquidity as well as the condition of

these markets If these conditions continue or become worse our future cost of debt and equity capital

and our future access to capital markets could be adversely affected We may not be able to obtain any

additional financing in the future or extend any existing financing arrangements on favorable terms or

at all

Item 7A Quantitative and Qualitative Disclosures About Market Risk

We are exposed to potential loss from exposure to market risks represented principally by changes

in foreign exchange rates interest rates and equity prices At December 31 2009 we held number of

financial instruments including derivative contracts in the form of foreign exchange forward contracts

and investments in marketable securities We do not hold derivatives or other financial instruments for

speculative purposes
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Foreign Exchange Risk

As result of our worldwide operations we may face exposure to potential adverse movements in

foreign currency exchange rates primarily to the Euro British pound and Japanese yen For example

hypothetical 10% adverse change in the Euro would have the effect of reducing our 2009 consolidated

revenues by approximately $100 million Exposures to currency fluctuations that result from sales of our

products in foreign markets are partially offset by the impact of currency fluctuations on our

international expenses We use foreign exchange forward contracts to further reduce our exposure to

changes in exchange rates primarily to offset the earnings effect from short term foreign currency

assets and liabilities We also hold limited amount of foreign currency denominated equity secUrities

As of December 31 2009 we estimate the potential loss in fair value of our foreign currency
contracts and foreign equity holdings that would result from hypothetical 10% adverse change in

exchange rates to be $4.8 million as compared to $26.9 million as of December 31 2008 The change

from the prior period is due to decrease in our net foreign exchange forward contracts Since the

contracts hedge mainly transactional exchange exposures most changes in the fair values of the

contracts would be offset by changes in the underlying values of the hedged items

Interest Rate Risk

We are exposed to potential loss due to changes in interest rates Our principal interest rate

exposure is to changes in U.S interest rates Instruments with interest rate risk include short- and

long-term investments in fixed income securities and fixed rate capital lease To estimate the potential

loss due to changes in interest rates we performed sensitivity analysis using the instantaneous adverse

change in interest rates of 100 basis points across the yield curve On this basis we estimate the

potential loss in fair value to be $6.5 million as of December 31 2009 as compared to $6.2 million as

of December 31 2008

Equity Price Risk

We hold investments in limited number of U.S and European equity securities We estimated

the potential loss in fair value due to 10% decrease in the equity prices of each marketable security

held at December 31 2009 to be $15.5 million as compared to $16.4 million at December 31 2008
This estimate assumes no change in foreign exchange rates from quarter-end spot rates
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Report of Independent Registered Public Accounting Firm

To the Board of Directors and Shareholders of Genzyme Corporation

In our opinion the accompanying consolidated balance sheets and the related consolidated

statements of operations and comprehensive income of cash flows and of stockholders equity present

fairly in all material respects the financial position of Genzyme Corporation and its subsidiaries at

December 31 2009 and 2008 and the results of their operations and their cash flows for each of the

three years in the period ended December 31 2009 in conformity with accounting principles generally

accepted in the United States of America Also in our opinion the Company maintained in all

material
respects effective internal control over financial reporting as of December 31 2009 based on

criteria established in Internal ControlIntegrated Framework issued by the Committee of Sponsoring

Organizations of the Treadway Commission COSO The Companys management is responsible for

these financial statements for maintaining effective internal control over financial reporting and for its

assessment of the effectiveness of internal control over financial reporting included in Managements
Annual Report on Internal Control over Financial Reporting appearing under Item 9A Our

responsibility is to express opinions on these financial statements and on the Companys internal

control over financial reporting based on our integrated audits We conducted our audits in accordance
with the standards of the Public Company Accounting Oversight Board United States Those

standards require that we plan and perform the audits to obtain reasonable assurance about whether
the financial statements are free of material misstatement and whether effective internal control over
financial

reporting was maintained in all material respects Our audits of the financial statements

included examining on test basis evidence supporting the amounts and disclosures in the financial

statements assessing the accounting principles used and significant estimates made by management
and

evaluating the overall financial statement presentation Our audit of internal control over financial

reporting included obtaining an understanding of internal control over financial reporting assessing the

risk that material weakness exists and testing and evaluating the design and operating effectiveness of

internal control based on the assessed risk Our audits also included performing such other procedures
as we considered

necessary
in the circumstances We believe that our audits provide reasonable basis

for our opinions

As discussed in Note to the consolidated financial statements the Company changed the

manner in which it accounts for unrecognized tax benefits in 2007

As discussed in Note to the consolidated financial statements the Company changed the

manner in which it accounts for business combinations in 2009

companys internal control over financial
reporting is process designed to provide reasonable

assurance regarding the reliability of financial reporting and the preparation of financial statements for

external purposes in accordance with generally accepted accounting principles companys internal

control over financial reporting includes those policies and procedures that pertain to the

maintenance of records that in reasonable detail accurately and fairly reflect the transactions and

dispositions of the assets of the company ii provide reasonable assurance that transactions are

recorded as necessary to permit preparation of financial statements in accordance with generally

accepted accounting principles and that receipts and expenditures of the company are being made only
in accordance with authorizations of management and directors of the company and iii provide
reasonable assurance regarding prevention or timely detection of unauthorized acquisition use or

disposition of the companys assets that could have material effect on the financial statements

Because of its inherent limitations internal control over financial
reporting may not prevent or

detect misstatements Also projections of any evaluation of effectiveness to future periods are subject
to the risk that controls may become inadequate because of changes in conditions or that the degree
of compliance with the policies or procedures may deteriorate
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As described in Managements Annual Report On Internal Control Over Financial Reporting

management has excluded the commercial and development rights purchased from Bayer from its

assessment of internal controls over financial reporting as of December 31 2009 because they were

acquired by the Company in purchase business combination during 2009 We have also excluded the

acquisition of the commercial and development rights from our audit of internal control over financial

reporting The rights acquired from Bayer are component of the Companys Hematologic Oncology

reporting segment Total inventories and total revenues related to these rights represent $47.8 million

or 8% and $138.8 million or 3% respectively of the related consolidated financial statement amounts

as of and for the year
ended December 31 2009

/s/ PricewaterhouseCoopers LLP

Boston Massachusetts

February 26 2010
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GENZYME CORPORATION AND SUBSIDIARIES

Consolidated Statements of Operations and Comprehensive Income

Amounts in thousands except per share amounts

Revenues
Net product sales

Net service sales

Research and development revenue

Total revenues

Operating costs and expenses
Cost of products sold

Cost of services sold

Selling general and administrative

Research and development
Amortization of intangibles

Contingent consideration expense

Charge for impaired intangible assets

Purchase of in-process research and development

Total operating costs and expenses

Operating income

Other income expenses
Equity in income of equity method investments

Gain loss on investments in equity securities net

Gain on acquisition of business

Other

Investment income
Interest expense

Total other income

Income before income taxes

Provision for income taxes

Net income

Net income per share

Basic

Diluted

Weighted average shares outstanding

Basic

Diluted

Comprehensive income loss net of tax

Net income

Other comprehensive income loss
Foreign currency translation adjustments

Loss on affiliate sale of stock net of tax

Pension liability adjustments net of tax1

For the Years Ended December 31

2009 2008 2007

$4076665

418518

20342

4515525

1136937

249139

1428596

865257

266305

65584

4011818

503707

56
24159

1719
17642

40026

543733

121433

422300

1.57

1.54

268841

274071

422300

67879

14511

5799
1622

7421

45947

468247

$4196907 $3457778
366091 326326

42041 29415

4605039 3813519

913267 715504

235295 211826
1338190 1187184

1308330 737685

.226442 201105

2036

106350

4023560 3159654

581479 653865

201 7398

3340 13067

356 3295

51260 70196

4418 12147

44 81809

625538 735674

204457 255481

421081 480193

1.57 1.82

1.50 1.74

268490 263895

285595 280767

421081 480193

141936 149425

72
5772 1056

5039 18050

6742 8586

1703 9464

137867 159873

283214 640066

Unrealized gains losses on Securities net of tax

Unrealized gains losses arising during the period net of tax

Reclassification adjustment for gains included in net income net of tax

Unrealized gains losses on securities net of tax2

Other comprehensive income loss

Comprehensive income

Tax amounts for all periods were not significant

Net of $4.2 million of tax for the year ended December 31 2009 $1.0 million of tax for the year ended December 31 2008

and $5.2 million of tax for the year ended December 31 2007

The accompanying notes are an integral part of these consolidated financial statements
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GENZYME CORPORATION AND SUBSIDIARIES

Consolidated Balance Sheets

Amounts in thousands except par value amounts

December 31

The accompanying notes are an integra1 part of these consolidated financial statements
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ASSETS

Current assets

Cash and cash equivalents

Short-term investments

Accounts receivable net

Inventories

Other current assets

Deferred tax assets

Total current assets

Property plant and equipment net

Long-term investments

Goodwill

Other intangible assets net

Deferred tax assetsnoncurrent

Investments in equity securities

Other noncurrent assets

Total assets

2009

742246

163630

899731

608022

210747

178427

2802803

2809349

143824

1403363

2313262

376815

74438

136870

$10060724

189629

696223

24747

161365

8166

1080130

116434

13385

853871

313252

2377072

LIABILITIES AND STOCKHOLDERS EQUITY

Current liabilities

Accounts payable

Accrued expenses

Deferred revenue

Current portion of contingent consideration obligations

Current portion of long-term debt and capital lease obligations

2008

572106

57507

1036940

453437

208040

188105

2516135

2306567

344078

1401074

1654698

269237

83325

96162

$8671276

127869

765386

13462

7566

914283

124341

13175

313484

1365283

2707

5779279

1247796

276211

7305993

$8671276

Total current liabilities

Long-term debt and capital lease obligations

Deferred revenuenoncurrent

Long-term contingent consideration obligations

Other noncurrent liabilities

Total liabilities

Commitments and contingencies Note
Stockholders equity

Preferred stock $0.01 par value

Common stock $0.01 par value

Additional paid-in capital

Accumulated earnings

Accumulated other comprehensive income

Total stockholders equity

Total liabilities and stockholders equity

2657

5688741

1670096

322158

7683652

$10060724



GENZYME CORPOEATION AND SUBSIDIARIES

Consolidated Statements of Cash Flows

Amounts in thousands

456364

204229

18856

65584
56

24159
95737

15450

3305
4270

99374

9976

1469
7248

1179037

309217

402286

14844
10478

661713

51336

41883
5195

671424

374664

187596

12983

3340

195200

59868

18445
3903

137273

4700
12142

39216

759175

420867
608994

88656
8594

597562
4844

16561

338196

190070

9665

106350

13067

106140
51041

13575
6199

105230

15011
23897
26276

918672

For the Years Ended December 31

2009 2008 2007

422300 421081 480193

Cash Flows from Operating Activities

Net income

Reconciliation of net income to cash flows from operating

activities

Depreciation and amortization

Stock-based compensation

Provision for bad debts

Purchase of in-process research and development

Contingent àonsideration expense

Gains losses on investments in equity securities net

Gain on acquisition of business

Deferred income tax benefit

Tax benefit from employee stock-based compensation

Excess tax benefits from stock-based compensation

Other

Increase decrease in cash from working capital changes

excluding impact of acquired assets and assumed

liabilities

Accounts receivable

Inventories

Other current assets

Accounts payable accrued expenses and deferred revenue

Cash flows from operating activities

Cash Flows from Investing Activities

Purchases of investments

Sales and maturities of investments

Purchases of equity securities

Proceeds from sales of investments in equity securities

Purchases of property plant and equipment

Distributions from equity method investments

Acquisitions

Payment of note receivable from Dyax
Purchases of other intangible assets

Other

Cash flows from investing activities

779932
985546

21994
20712

412872

17100

342456

7771

92183 60350
11857 4581

581540 591056
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GENZYME CORPORATION AND SUBSIDIARIES

Consolidated Statements of Cash Flows Continued

Amounts in thousands

Cash Flows from Financing Activities

Proceeds from issuance of common stock

Repurchases of our common stock

Excess tax benefits from stock-based compensation

Payments of debt and capital lease obligations

Increase decrease in bank overdrafts

Payment of contingent consideration obligation

Other _______ _____

Cash flows irom rinancing activities
________ _______

Effect of exchange rate changes on cash
________ ________

Increase decrease in cash and cash equivalents

Cash and cash equivalents at beginning of period _______ _______

Cash and cash equivalents at end of period

Supplemental disclosures of cash flows

Cash paid during the year for

Interest net of capitalized interest

Income taxes

Supplemental disclosures of non-cash transactions

Strategic TransactionsNote

Property Plant and EquipmentNote

Capital lease obligation for Genzyme CenterNote

Long-Term DebtNote

Net cash paid for acquisitions and acquisition costs

Contingent consideration obligations

Fair value of assets acquired

Accrual for dissenting shares

Acquired in-process research and development

Gain on acquisition of business

Goodwill

Liabilities for exit activities and integration

Income taxes payable

Net deferred tax assets liabilities

Net liabilities assumed

The accompanying notes are an integral part
of these consolidated financial statements

For the Years Ended December 31

2009 2008 2007

100521

413874
3305

7492
896

26417
6445

I1 C1\
J3UU1U

857

170140

572106

$742246

318753

143012
18445

693961
25760

7772

IAtZ A\
UUtJ

6298

294906
867012

$572106

285762

231576

13575

5909
5910

8681

17397

374842

492170

$867012

5490

$447566

1799

$185981 $427591

In conjunction with acquisitions completed in 2009 and 2007 we did not complete any acquisitions

in 2008 as described in Note Strategic Transactions we assumed the following net liabilities

amounts in thousands

For the Years Ended December 31

2009 2007

42425 $342456

964100
1030684 226579

16128
125500

24159
100393

2671
72461
8210

10546
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GENZYME CORPORATION AND SUBSIDIARIES

Consolidated Statements of Stockholders Equity

Amounts in thousands

Common
Notes

Stock
Additional Receivable

Par Paid-Ia from

Shares Value Capital Stockholders

Balance January 2007 263026 $2630 $5106274 $15057
Stock issued through stock option and

stock purchase plans 6482 65 285697

Tax benefit from stock option exercises 27654

Stock-based compensation 189661

Adoption of provisions of ASC 740

Income Taxes 6933

Repurcbases of our common stock 3500 35 231541

Foreign currency translation adjustments

Change in unrealized gains and losses on

investments net of tax

Loss on affiliate sale of stock net of tax

Pension
liability adjustment nt of tax

Other

Net income

Balance December 31 2007 266008 2660 5385154 15670
Stock issued through stock option and

stock purchase plans 6682

Tax benefit from stock option exercises

Stock-based compensation

Repurchases of our common stock 2000
Conversion of our convertible senior

notes 40 2825

Payments of notes receivable from

stockholders 26
Foreign currency translation adjustments

Change in unrealized gains and losses on

investments net of tax

Pension liability adjustment net of tax

Other

Net income

Balance December 31 2008

Stock issued through stock option and

stock purchase plans

Tax benefit from stock option exercises

Stock-based compensation

Repurcliases of our common stock

Payments of notes receivable from

stockholders

Foreign currency translation adjustments

Change in unrealized gains and losses on

investments net of tax

Pension tiability adjustment net of tax

Net income

Balance December 31 2009 265719 $2657 $5688741

Accumulated

Other Total

Comprehensive Stockholders

Income Equity

254205 $5660711

285762

27654

189661

40796

231576

149425 149425

9464

72
1056

137
480193 480193

826715 414078 6612937

318753

31526

187596

143012

2825

1703
5772

481
421081

7305993

100521

16749

204602

413874

1414

67879 67879

7421
14511

_________
422300

$7683652

The accompanying notes are an integral part of these consolidated financial statements
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Accumulated

Earnings

312659

33863

476 613

9464

72
1056

67 318686

31526

187596

20 142992

126351974 14609

141936 141936

68 413

270704 2707 5780753 1474

2516 25 100496

16749

204602

7500 75 413799

60 1474

1703
5772

421081

1247796 276211

7421
14511

422300

$1670096 322158



GENZYME CORPORATION AND SUBSIDIARIES

Notes To Consolidated Financial Statements

NOTE SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES

Description of Business

We are global biotechnology company dedicated to making major impact on the lives of people

with serious diseases Our broad product and service portfolio is focused on rare genetic disease

disorders renal disease orthopaedics cancer transplant and immune disease and diagnostic and

predictive testing

We are organized into four financial reporting units which we also consider to be our reporting

segments

Genetic Diseases which develops manufactures and distributes therapeutic products with

focus on products to treat patients suffering from genetic diseases and other chronic debilitating

diseases including family of diseases known as LSDs The unit derives substantially all of its

revenue from sales of Cerezyme Fabrazyme Myozyme Aldurazyme and Elaprase

Cardiometabolic and Renal which develops manufactures and distributes products that treat

patients suffering from renal diseases including chronic renal failure and endocrine and

cardiovascular diseases The unit derives substantially all of its revenue from sales of Renagel

Renvela including sales of bulk sevelamer Hectorol and Thyrogen

Biosurgery which develops manufactures and distributes biotherapeutics and biomaterial-based

products with an emphasis on products that meet medical needs in .the orthopaedics and

broader surgical areas The unit derives substantially all of its revenue from sales of Synvisc/

Synvisc One and the Sepra line of products and

Hematologic Oncology which develops manufactures and distributes products for the treatment

of cancer and the mobilization of hematopoietic stem cells This business is also developing

product for the treatment of MS The unit derives substantially all of its revenue from sales of

Clolar Mozobil Campath Fludara and Leukine

Formerly we included our MS business unit under the caption Other As result of our

acquisition of certain products and development programs from Bayer in the second quarter of 2009 as

described under the heading Strategic TransactionsAcquisition from Bayer our MS business unit is

now material We have aggregated our Hematologic Oncology reporting segment and MS business unit

and now report the activities of these two reporting units under the caption Hematologic Oncology

Our transplant business unit which develops manufactures and distributes therapeutic products that

address pre-transplantation prevention and treatment of graft rejection in organ transplantation and

other hematologic and auto-immune disorders and our genetic testing business unit which provides

testing services for the oncology prenatal and reproductive markets are included under the caption

Other We also report the activities of our diagnostic products bulk pharmaceuticals and immune

mediated disease business units under the caption Other These operating segments did not meet the

quantitative threshold for separate segment reporting

We report our corporate general and administrative operations and corporate science activities

under the caption Corporate

We have revised our 2008 and 2007 segment disclosures to conform to our 2009 presentation
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GENZYME CORPORATION AND SUBSIDIARIES

Notes To Consolidated Financial Statements Continued

NOTE SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES Continued

Basis of Presentation and Principles of Consolidation

Our consolidated financial statements include the accounts of our wholly owned and majority

owned subsidiaries We also consolidate certain variable interest entities for which we are the primary

beneficiary For consolidated subsidiaries in which we own less than 100% interest we record

minority interest expense in Other in our consolidated statements of operations representing the

ownership interest of the minority owner because the amount was immaterial for all periods presented

We account for investments in entities not subject to consolidation using the equity method of

accounting if we have substantial ownership interest 20% to 50% in or exercise significant influence

over the entity Our consolidated net income includes our share of the earnings and losses of these

entities All intercompany accounts and transactions have been eliminated in consolidation

Dividend Policy

We have never paid cash dividend on shares of our stock We currently do not anticipate paying

any cash dividends on our stock in the foreseeable future

Use of Estimates

Under U.S GAAI we are required to make certain estimates and assumptions that affect reported

amounts of assets liabilities revenues and expenses and disclosure of contingent assets and liabilities

in our consolidated financial statements Our actual results could differ from these estimates

Cash and Cash Equivalents

We value our cash and cash equivalents at cost plus accrued interest which we believe

approximates their market value Our cash equivalents consist principally of money market funds at

December 31 2009 but can consist of corporate government agency and municipal notes with original

maturities of three months or less at any time We generally invest our cash in investment-grade

securities to mitigate risk

Fair Value Measurements

Definition and Hierarchy

Fair value is defined as the price that would be received to sell an asset or paid to transfer

liability i.e the exit price in an orderly transaction between market participants at the

measurement date In determining fair value we are permitted to use various valuation approaches

including market income and cost approaches We are required to follow an established fair value

hierarchy for inputs used in measuring fair value that maximizes the use of observable inputs and

minimizes the use of unobservable inputs by requiring that the observable inputs be used when
available

The fair value
hierarchy is broken down into three levels based on the reliability of inputs We

have categorized our fixed income equity securities derivatives and contingent consideration

obligations within the hierarchy as follows

Level 1These valuations are based on market approach using quoted prices in active

markets for identical assets Valuations of these products do not require significant degree of
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judgment Assets utilizing Level inputs include money market funds U.S government

securities bank deposits and exchange-traded equity securities

Level 2These valuations are based primarily on market approach using quoted prices in

markets that are not very active broker or dealer quotations or alternative pricing sources with

reasonable levels of price transparency Fixed income assets utilizing Level inputs include U.S

agency securities including direct issuance bonds and mortgage-backed securities asset-backed

securities corporate bonds and commercial paper Derivative securities utilizing Level inputs

include foreign exchange forward contracts and

Level 3These valuations are based on various approaches using inputs that are unobservable

and significant to the overall fair value measurement Certain assets and liabilities are classified

within Level of the fair value hierarchy because they have unobservable value drivers and

therefore have little or no transparency The fair value measurement of the contingent

consideration obligations related to the acquisition from Bayer is valued using Level inputs

Valuation Techniques

Fair value is market-based measure considered from the perspective of market participant
who

would buy the asset or assume the liability rather than our own specific measure All of our fixed

income securities are priced using variety of daily data sources largely readily-available market data

and broker quotes To validate these prices we compare the fair market values of our fixed income

investments using market data from observable and corroborated sources We also perform the fair

value calculations for our derivative and equity securities using market data from observable and

corroborated sources In periods of market inactivity the observability of prices and inputs may be

reduced for certain instruments This condition could cause an instrument to be reclassified from

Level to Level or from Level to Level

Investments

We can invest our excess cash balances on global basis in short-term and long-term marketable

debt securities which can consist of corporate government agency and municipal notes As part of our

strategic relationships we may also invest in equity securities of other biotechnology companies some

of which are currently or have been in the past considered related parties Other investments are

accounted for as described below

We classify all of our

marketable equity investments as available-for-sale and

investments in marketable debt securities as either held to maturity or available for sale based

on facts and circumstances present at the time we purchase the securities

As of each balance sheet date presented we classified all of our investments in debt securities as

available for sale We report
available for sale investments at fair value as of each balance sheet date

and include any unrealized holding gains
and losses the adjustment to fair value in accumulated other

comprehensive income loss in stockholders equity Realized gains and losses are determined on the

specific identification method and are included in investment income We classify our investments with

remaining maturities of twelve months or less as short-term investments exclusive of those categorized
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as cash equivalents We
classify our investments with remaining maturities of greater than twelve

months as long-term investments unless we expect to sell the investment in less than year
Investments in equity securities for which fair value is not readily determinable or which are subject to

trading restrictions for more than one year are carried at cost subject to review for impairment

In April 2009 we implemented newly issued accounting standard which provides guidance for

the recognition measurement and presentation of other-than-temporary impairments This newly issued

standard amended the other-than-temporary impairment model for debt securities and requires
additional disclosures regarding the calculation of credit losses and the factors considered in reaching

conclusion that an investment is
other-than-temporarily impaired The impairment model for equity

securities was not affected

Prior to our adoption of this new accounting standard if any adjustment to fair value reflected

decline in the value of the investment we considered all available evidence to evaluate the extent to

which the decline was other than temporary and marked the investment to market through charge
to our statement of operations Under the new accounting standards we are required to recognize an

other-than-temporary impairment through earnings if we have the intent to sell the debt security or if it

is more likely than not that we will be required to sell the debt
security before

recovery
of our

amortized cost basis However even if we do not expect to sell debt security we must evaluate

expected cash flows to be received to determine if credit loss has occurred In the event of an other

than temporary impairment only the amount associated with the credit loss is recognized in income
The amount of losses

relating to other factors including those resulting from changes in interest rates
are recorded in accumulated other comprehensive income The adoption of this guidance did not have

material impact on our financial position or results of operations

For additional information on our investments please read Note Investments in Marketable

Securities and Equity.Investments and Note Equity Method Investments

Inventories

We value inventories at cost or if lower fair value We determine cost using the first-in first-out

method

We analyze our inventory levels quarterly and write down to its net realizable value

inventory that has become obsolete

inventory that has cost basis in excess of its expectd net realizable value

inventory in excess of expected requirements and

expired inventory

We capitalize inventory produced for commercial sale which may result in the capitalization of

inventory prior to regulatory approval or prior to approval of manufacturing facility In no event is

inventory capitalized prior to completion of phase clinical trial If product is not approved for sale

or manufacturing facility does not receive approval it would likely result in the write off of the

inventory and charge to earnings
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Property Plant and Equipment

We record property plant
and equipment at cost When we dispose of these assets we remove the

related cost and accumulated depreciation and amortization from the related accounts on our balance

sheet and include any resulting gain or loss in our statement of operations

We generally compute depreciation using the straight-line
method over the estimated useful lives

of the assets We compute economic lives as follows

plant and equipmentthree to fifteen years

IUI1I1LU1 aiiu 1IALUi11VL IAJ yurS

buildingstwenty to forty years

We evaluate the remaining life and recoverability of this equipment periodically based on the

appropriate
facts and circumstances

We amortize leasehold improvements and assets under capital leases over their useful life or if

shorter the term of the applicable lease

We capitalize certain computer software and software development costs incurred in connection

with developing or obtaining computer software for internal use Capitalized software costs are included

in property plant and equipment net on our consolidated balance sheet and amortized on

straight-line basis over the estimated useful lives of the software which generally do not exceed

10 years

For products we expect to commercialize we capitalize to construction-in-progress
the costs we

incur in validating facilities and equipment We begin this capitalization when the validation process

begins provided that the product to be manufactured has demonstrated technological feasibility and

end this capitalization when the asset is substantially complete and ready for its intended use These

capitalized costs include incremental labor and direct material and interest We depreciate these costs

using the straight-line
method

Costs of idle production facilities including related depreciation are charged directly to cost of

products sold

Goodwill and Other Intangible Assets

Our intangible assets consist of

goodwill

purchased technology rights

patents trademarks and trade names

license fees

distribution rights

customer lists

covenants not to compete and
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IPRD acquired after January 2009

We are required to perform impairment tests related to our goodwill annually and whenever events

or changes in circumstances
suggest that the carrying value of an asset may not be recoverable We

complete our annual impairment test in the third quarter of each year

We amortize intangible assets using the straight-line method over their estimated useful lives

which range between and 15 years or using the economic use method if that method results in

significantly greater amortization than the straight-line method

For certain acquired intangible assets we may be required to make additional payments contingent

upon meeting certain sales targets We record amortization expense for these intangibles based on

estimated future sales of the related products and include in the determination of amortization all

contingent payments that we believe are probable of being made We apply this amortization model to

our Synvisc distribution rights acquired from Wyeth our license agreement with Synpac related to

Myozyme patent and technology rights and our technology intangible assets for Fludara related to Our

acquisition from Bayer We review the sales forecasts of these products on quarterly basis and assess

the impact changes in the forecasts have on the rate of amortization and the likelihood that contingent

payments will be made Adjustments to amortization expense resulting from changes in estimated sales

are reflected prospectively

Accounting for the Impairment of Long-Lived Assets

We periodically evaluate our long-lived assets for potential impairment We perform these

evaluations whenever events or changes in circumstances suggest that the carrying amount of an asset

or group of assets is not recoverable Indicators of potential impairment include

significant change in the manner in which an asset is used

significant decrease in the market value of an asset

significant adverse change in its business or the industry in which it is sold and

current period operating cash flow loss combined with history of operating or cash flow

losses or projection or forecast that demonstrates continuing losses associated with the asset

If we believe an indicator of potential impairment exists we test to determine whether impairment

recognition criteria have been met We charge impairments of the long-lived assets to operations if our
evaluations indicate that the carrying value of these assets is not recoverable
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Translation of Foreign Currencies

We translate the financial statements of our foreign subsidiaries from local currency
into U.S

dollars using

the current exchange rate at each balance sheet date for assets and liabilities

the average exchange rate prevailing during each period for revenues and expenses and

the historical exchange rate for our investments in our foreign subsidiaries

We consider the local currency for all of our foreign subsidiaries to be the functional currency
for

that subsidiary As result we include translation adjustments for these subsidiaries in stockholders

equity We also record in stockholders equity exchange gains and losses on intercompany balances that

are of long-term investment nature Our stockholders equity includes net cumulative foreign currency

translation gains of $336.9 millionat December 31 2009 and $263.1 million at December 31 2008

Gains and losses net of tax on all other foreign currency transactions including gains and losses

attributable to foreign exchange forward contracts are included in SGA in our results of operations

and were net loss of $7.3 million for fiscal year 2009 net loss of $18.3 million for fiscal year

2008 and net gain of $5.8 million for fiscal year
2007

Derivative Instruments

We are required to recognize all derivative instruments as either assets or liabilities in our

consolidated balance sheets and measure those instruments at fair value Subsequent changes in fair

value are reflected in current earnings or other comprehensive income loss depending on whether

derivative instrument is designated as part of hedge relationship and if it is the type of hedge

relationship

Defined Benefit Plan Accounting

We are required to recognize the overfunded or underfunded status of any pension or other

postretirement plans we may have as net asset or net liability on our statement of financial position

and to recognize changes in that funded status in the year in which the changes occur as an adjustment

to accumulated other comprehensive income in stockholders equity Currently we have defined benefit

pension plans for certain of our foreign subsidiaries and defined benefit postretirement plan for one

of our U.S subsidiaries which has been frozen since 1995 and is not significant Actuarial gains and

losses prior service costs or credits and any remaining transition assets or obligations
that have not

been recognized for our defined benefit pension plans under previous accounting standards must be

recognized in accumulated other comprehensive income net of tax effects until they are amortized as

component of net periodic benefit cost In addition the measurement date which is the date at

which the benefit obligation and plan assets are measured is as of our fiscal year end which is

December 31

Accounting for our defined benefit plans requires management make certain assumptions relating

to the following

long-term rate of return on plan assets

discount rates used to measure future obligations and interest expense
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salary scale inflation rates and

other assumptions based on the terms of each individual plan

We obtained actuarial reports to compute the amounts of liabilities and expenses relating to the

majority of our plans subject to the assumptions that management selects as of the beginning of the

plan year Management reviews the long-term rate of return discount and salary scale inflation on an

annual basis and makes modifications to the assumptions based on current rates and trends as

appropriate

Revenue Recognition

We recognize revenue from product sales when persuasive evidence of an arrangement exists the

product has been shipped title and risk of loss have passed to the customer and collection from the

customer is reasonably assured For sales to distributors that do not or can not bear the risk of loss we

recognize revenue when the product is sold through to hospitals or other healthcare providers We
recognize revenue from service sales such as Carticel services and genetic testing services when we
have finished providing the service We recognize the revenue from the contracts to perform research

and development services and selling and marketing services over the term of the applicable contract

and as we complete our obligations under that contract We recognize nonrefundable upfront license

fees over the related performance period or when we have no remaining performance obligations

Revenue from milestone payments for which we have no continuing performance obligations is

recognized upon achievement of the related milestone When we have continuing performance

obligations the milestone payments are deferred and recognized as revenue over the term of the

arrangement as we complete our performance obligations

We evaluate revenue from agreements that have multiple elements to determine whether the

components of the arrangement represent separate units of accounting To recognize delivered item

in multiple element arrangement it is required that the delivered items have value to the customer

on stand alone basis be objective and reliable evidence of fair value of the undelivered items and

that delivery or performance is probable and within our control for any delivered items that have

right of return

We follow the issued guidance in the presentation of revenues and direct costs of revenues This

guidance requires us to assess whether we act as principal in the transaction or as an agent acting on

behalf of others We record revenue transactions gross in our statements of operations if we are

deemed the principal in the transaction which includes being the primary obligor and having the risks

and rewards of ownership

We receive royalties related to the manufacture sale or use of our products or technologies under

license arrangements with third parties For those arrangements where royalties are reasonably

estimable we recognize revenue based on estimates of royalties earned during the applicable period
and adjust for differences between the estimated and actual royalties in the following quarter

Historically these adjustments have not been material For those arrangements where royalties are not

reasonably estimable we recognize revenue upon receipt of royalty statements from the licensee

We record allowances for product returns rebates payable to Medicaid managed care

organizations or customers chargebacks and sales discounts These allowances are recorded as
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reduction to revenue at the time product sales are recorded These amounts are based on our historical

activity estimates of the amount of product in the distribution channel and the percent of end-users

covered by Medicaid or managed care organizations We record consideration paid to customer or

reseller of our products as reduction of revenue unless we receive an identifiable and separable

benefit for the consideration and we can reasonably estimate the fair value of the benefit received If

both conditions are met we record the consideration paid to the customer as an expense

We maintain allowances for doubtful accounts for estimated losses resulting from the inability of

our customers to make required payments If the financial condition of our customers was to

deteriorate and result in an impairment of their ability to make payments additional allowances may be

required

Stock-Based Compensation

All stock-based awards to non-employees are accounted for at their fair value We periodically

grant awards including stock options time vesting restricted stock or RS or time vesting RSUs under

our employee and director equity plans We record the estimated fair value of awards granted as stock-

based compensation expense in our consolidated statements of operations over the requisite service

period which is generally the vesting period Where awards are made with non-substantive vesting

periods such as where portion of the award vests upon retirement eligibility we estimate and

recognize expense based on the period from the grant date to the date on which the employee is

retirement eligible

The fair values of our stock option grants are estimated as of the date of grant using Black

Scholes option valuation model The estimated fair values of the stock options including the effect of

estimated forfeitures are then expensed over the options vesting periods The fair values of our time

vesting restricted stock awards are based on the market value of our stock on the date of grant

Compensation expense for time vesting RSUs are recognized over the applicable service period

adjusted for the effect of estimated forfeitures

We have an ESPP under which participating employees are allowed to purchase shares of our

common stock at discount The purchase price of common stock under our ESPP is equal to 85% of

the fair market value of Genzyme Stock at the beginning of an enrollment period or the purchase date

The fair value of the discounted purchases made under our ESPP is calculated using the Black-Scholes

model The fair value of the look-back provision plus the 15% discount is recognized as compensation

expense over the purchase period We apply graded vesting approach since our ESPP provides for

multiple purchase periods and is in substance series of linked awards

Research and Development

We expense internal and external research and development costs including costs of funded

research and development arrangements in the period incurred We also expense the cost of purchased

technology in the period of purchase if we believe that the technology has not demonstrated

technological feasibility and that it does not have an alternative future use

130



GENZYME CORPORATION AND SUBSIDIARIES

Notes To Consolidated Financial Statements Continued

NOTE SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES Continued

Income Taxes

We use the asset and liability method of accounting for deferred income taxes We are subject to

income taxes in both the United States and numerous foreign jurisdictions however our most

significant tax jurisdictions are the U.S federal and states Significant judgments estimates and

assumptions regarding future events such as the amount timing and character of income deductions

and tax credits are required in the determination of our provision for income taxes and whether

valuation allowances are required against deferred tax assets These judgments estimates and

assumptions involve

interpreting the tax laws in various jurisdictions in which we operate

analyzing changes in tax laws regulations and treaties foreign currency exchange restrictions

and

estimating our levels of income expenses and profits in each jurisdiction and the potential

impact of that income on the tax liability in any given year

We operate in many jurisdictions where the tax laws relating to the pricing of transactions between

related parties are open to interpretation which could potentially result in tax authorities asserting

additional tax liabilities with no offsetting tax recovery in other countries

We recognize the tax benefit from an uncertain tax position only if it is more likely than not the

tax position will be sustained based on the technical merits of the tax position The tax benefits

recognized in our consolidated financial statements from such position are measured on the largest

amount using the cumulative probability measure which is likely to be ultimately realized If an

uncertain tax position does not meet the more likely than not threshold it will only be recognized in

the first period in which the more likely than not threshold is met the matter is ultimately settled

through negotiation or litigation or the statute of limitations for the relevant taxing authority to

examine and challenge the matter has expired See Note Income Taxes included in this report for

more information regarding the impact the recognition of the tax benefit from an uncertain tax position
had on our results of operations financial condition and liquidity

We continue to recognize interest relating to unrecognized tax benefits within our provision for

income taxes but have not recorded any amounts related to potential penalties The amounts of

accrued interest related to unrecognized tax benefits within our provision for income taxes for the
years

ended December 31 2009 and 2008 were not significant

Comprehensive Income Loss

Comprehensive income loss consists of net income or loss and all changes in equity from

non shareholder sources including changes in unrealized gains and losses on investments foreign

currency translation adjustments and liabilities for pension obligations net of taxes

Net Income Loss Per Share

To calculate base earnings per share we divide our earnings by the weighted average number of

outstanding shares during the applicable period To calculate diluted earnings per share we also include

in the denominator all potentially dilutive securities outstanding during the applicable period unless

inclusion of such securities is anti-dilutive
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ASC 810-20 Control of

Partnershps and Similar

Entities

ASU No 2009-13 Multiple

Deliverable Revenue

Arrangementsa

consensus of the FASB

Emerging Issues Thsk

Force

Update improves financial

reporting by enterprises

involved with variable

interest entities and to

provide more relevant and

reliable information to

users of financial

statements

Establishes the accounting

and reporting guidance for

arrangements under which

vendor will perform

multiple revenue-

generating activities

Specifically the provisions

of this update address how

to separate deliverables

and how to measure and

allocate arrangement

consideration to one or

more units of accounting

Issued Date

Our Effective Dates

Issued June 2009 Effective

for the first annual

reporting period that

begins after November 15

2009

Issued June 2009 Effective

for the first annual

reporting period that

begins after November 15

2009

Issued October 2009

Effective prospectively for

revenue arrangements

entered into or materially

modified in fiscal years

beginning on or after

June 15 2010 Early

adoption is permitted

Status

We adopted the update as

01 January zulu we ao

not expect the adoption of

this pronouncement to

have any affect on our

consolidated financial

statements

We will adopt this update

in the second quarter of

2010 We are currently

assessing the impact the

provisions of this update

will have if any on our

consolidated financial

statements

We will adopt the

provisions of this update

for the first quarter of

2011 We are currently

assessing the impact the

provisions of this update

will have if any on our

consolidated financial

statements
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Recent Accounting Pronouncements

Periodically accounting pronouncements and related information on the adoption interpretation

and application of U.S GAAP are issued or amended by the FASB or other standard setting bodies

Changes to the ASC are communicated through ASUs The following table shows FASB ASUs

recently issued that could affect our disclosures and our position for adoption

Relevant Requirements of

Accounting Standards Update Accounting Standards Update

ASC 860-20 fAccounting Update improves the

for Transfers of Financial relevance representational

Assets faithfulness and

comparability of the

information that

reporting entity provides in

its financial statements

about transfer of

financial assets the effects

of transfer on its

financial position financial

performance and cash

flows and transferors

continuing involvement if

any in transferred financial

assets
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Accounting Standards Update

ASUNo 2009-17

Improvements to

Financial Reporting by

Enterprises Involved with

Variable Interest Entities

ASU No 2010-02

Accounting and

Reporting for Decreases

Ownership of

Subsidiaiya Scope

Clanjication

Relevant Requirements of

Accounting Standards Update

This update consists of

amendments to ASC 810

Consolidation which

change how company

determines when an entity

that is insufficiently

capitalized or is not

controlled through voting

should be consolidated

This is based on among

other things an entitys

purpose and design and

companys ability to direct

the activities of the entity

that most significantly

impact the entitys

economic performance

Amends ASC 810-10

Consolidation and

in related guidance within

U.S GAAP to clarify what

the scope of the decrease

in ownership of subsidiaries

does and does not apply to

Issued Date
Our Effective Dates

Issued December 2009

Effective the first interim

or annual reporting period

after December 15 2009

Issued January 2010

Effective the first interim

or annual reporting period

after December 15 2009

Status

We will adopt the

provisions of this update

for the first quarter of

2010 We do not expect the

provisions of this update to

have material impact on

our consolidated financial

statements

We will adopt the

provisions of this update

for the first quarter of

2010 We are currently

assessing the impact the

provisions of this update

will have if any on our

consolidated financial

statements
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Accounting Standards Update

ASU No 2010-06

Improving Disclosures

about Fair Value

Measurements

Relevant Requirements of

Accounting Standards Update

Requires new disclosures

and clarifies some existing

disclosure requirements

about fair value

measurements codified

within ASC 820 Fair

Value Measurements and

Disclosures including

significant transfers into

and out of Level and

Level investments of the

fair value hierarchy Also

requires additional

information in the roll

forward of Level

investments including

presentation of purchases

sales issuances and

settlements on gross

basis Further clarification

for existing disclosure

requirements provides for

the disaggregation of assets

and liabilities presented

and the enhancement of

disclosures around inputs

and valuation techniques

Issued Date

Our Effective Dates

Issued January 2010

Effective for the first

interim or annual reporting

period beginning after

December 15 2009 except

for the additional

information in the roll

forward of Level

investments Those

disclosures are effective for

fiscal years beginning after

December15 2010 and

for interim reporting

periods within those fiscal

years

Status

We will adopt the

provisions of this update

for the first quarter of

2010 We are currently

assessing the impact the

provisions of this update

will have if any on our

CUIISUIIUdLCU IllldlB.Aal

statements
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NOTE NET INCOME PER SHARE

The following table sets forth our computation of basic and diluted

in thousands except per share amounts

Net income

Effect of dilutive securities

Interest expense and debt fee amortization net of tax related to

our 1.25% convertible senior notes

Net incomediluted

Shares used in computing net income per common sharebasic

Effect of dilutive securities1

Shares issuable upon the assumed conversion of our 1.25%

convertible senior notes

Stock options2

Restricted stock units

Other

Dilutive potential common shares

net income per share amounts

For the Years Ended December 31

2009 2008 2007

$422300 $421081 $480193

6915 7543

$422300 $427996 $487736

268841 268490 263895

8851 9686

3719 7286 7039

1501 700 11

10 268 136

5230 17105 16872

Shares used in computing net income per common share

diluted12 274071 285595 280767

Net income per share

Basic

Diluted

Prior to January 2009 the shares issuable upon redemption of $690.0 milliOn in principal of our

1.25% convertible senior notes were included in diluted weighted average shares outstanding for

purposes of computing diluted earnings per share unless the effect was anti-dilutive We redeemed

these notes primarily for cash on December 2008

We did not include the securities described in the following table in the computation of diluted

earnings per share because these securities were anti-dilutive during each suchperiod amounts in

thousands

2009

Shares of Genzyme Stock issuable upon exercise of outstanding options 18047

NOTE STRATEGIC TRANSACTIONS

Effective January 2009 we account for business combinations completed on or after January
2009 in accordance with the revised guidance for accounting for business combinations which modifies

the criteria that must be met to qualify as business combination and prescribes new accounting

1.57 1.57

1.54 1.50

1.82

1.74

For the Years Ended

December 31

2008

3816

2007

12262
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Prior to

January 2009

Capitalized as cost of

acquisition

Capitalized as cost of

acquisition
if certain

criteria were met

Measured at fair value and

expensed on acquisition

date or capitalized as an

intangible asset if certain

criteria were met

Expensed as incurred at or

subsequent to acquisition

date

Measured at fair value and

capitalized as an intangible

asset and tested for

impairment until

completion of program

Amortized from date of

completion over estimated

useful life

Measured at fair value and

recorded on acquisition

date

Re-measured in subsequent

periods with an adjustment

to earnings

Notes To Consolidated Financial Statements Continued
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requirements Among various other requirements and differences the following table illustrates how we

account for specific elements of our business combinations prior to and on or after January 2009

Element

Transaction costs

Exit/Restructuring costs

IPRD

On or after

January 2009

Expensed as incurred

Contingent consideration

Negative goodwill excess of the value

of acquired assets over

consideration transferred

Changes in deferred tax assets and

valuation allowances

Adjustments to acquisition accounting

Recorded at acquisition

date only to the extent of

negative goodwill

Capitalized as cost of

acquisition when

contingency was resolved

No subsequent

re-measurement

Offset other long-lived

intangibles acquired

Recorded as adjustments to

goodwill

Recorded in the current

period financial statements

Recognized as gain in

earnings

Recorded as tax expense

Recorded as adjustments to

prior period financial

statements

We classify nonrefundable fees paid outside of business combination for the acquisition or

licensing of products that have not received regulatory approval and have no future alternative use as

research and development expense

2009

Acquisition of Assets from Targeted Genetics Corporation

On September 2009 we entered into an agreement with Targeted Genetics Corporation to

acquire certain gene therapy manufacturing assets for $7.0 million We acquired intellectual property
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equipment and materials used in manufacturing AAV vectors We paid Targeted Genetics Corporation
nonrefundable upfront payment of $3.5 million in September 2009 and an additional $2.5 million in

the fourth quarter of 2009 as certain technology transfer-based milestones were achieved The

remaining $1.0 million of technology transfer-based milestone payments were paid in January 2010 The

purchased assets did not qualify as business combination and have not reached
technological

feasibility nor have alternative future use Therefore we recorded total of $7.0 million as charge to

research and development expenses for our Genetic Diseases reporting segment in our consolidated

statements of operations in 2009

Acquisition from Bayer

On May 29 2009 we completed transaction with Bayer to

exclusively license worldwide rights to commercialize alemtuzumab for MS

exclusively license worldwide rights to Campath

exclusively license Bayers worldwide rights to the oncology products Fludara and Leukine and

acquire new Leukine manufacturing facility located in Lynnwood Washington contingent upon
the

facility receiving FDA approval which is expected in 2011

Prior to this transaction we shared with Bayer the development and certain commercial rights to

alemtuzumab for MS and Campath and received two-thirds of Campath net profits on U.S sales and

royalty on foreign sales Under our new arrangement with Bayer prior to regulatory approval of

alemtuzumab for MS we have primary responsibility for the products development while Bayer
continues to fund development at the levels specified under the previous agreement and

participates in

development steering committee We have worldwide commercialization rights with Bayer retaining
an option to co-promote alemtuzumab for MS In exchange for the above Bayer is eligible to receive

the
following contingent purchase price payments

percentage of revenues from sales of alemtuzumab for MS capped at total compensation of

$1.25 billion or ten years whichever comes first

percentage of the combined revenues from sales of Campath Fludara and Leukine capped at

total compensation of $500.0 million or eight years whichever comes first

sales-based milestone payments determined as percentage of annual worldwide revenues of

alemtuzumab for MS beginning in 2021 if certain minimum annual revenue targets are achieved

provided that we do not exercise our right to buyout such potential future milestones in 2020 for

one-time payment of up to $900.0 million

up to $150.0 million if certain annual combined revenues of Campath Fludara and Leukine are

reached beginning in 2011 and

between $75.0 million and $100.0 million for the Leukine manufacturing facility following the

receipt of FDA approval of the facility

We are using Bayer for certain transition services and are purchasing commercial supply of Fludara

and Leukine from Bayer We have employed certain members of Bayers commercial teams for all

three products and have an opportunity to employ certain members of Bayers manufacturing team if
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we acquire the Leukine facility The transaction has been accounted for as business combination and

is included in our results of operations beginning on May 29 2009 the date of acquisition The results

for the acquired products are included in our Hematologic Oncology reporting segment The fair value

of the consideration and acquired assets at the date of acquisition consisted of the following amounts

in thousands

Cash net of refundable cash deposits
42425

Contingent consideration obligations
964100

Total fair value of total consideration $1006525

Inventory
136400

Developed technology

Fludara to be amortized over years 182100

Campath to be amortized over 10 years 71000

Leukine to be amortized over 12 years 8272

IPRDalemtuzumab for MS 632912

Total fair value of assets acquired
1030684

Gain on acquisition of business 24159

At closing we paid total of $113.2 million to Bayer of which $70.8 million was refundable The

remaining nonrefundable amount of $42.4 million represents payment for acquired inventory total

of $61.8 million of the refundable amount was received in 2009 As of December 31 2009 $8.9 million

remains due from Bayer The contingent consideration obligations are net of the continued funding

expected to be received from Bayer for the development of alemtuzumab for MS We determined the

fair value of the ºontingent consideration obligations based on probability-weighted income approach

derived from revenue estimates and probability assessment with respect
to regulatory approval of

alemtuzumab for MS The fair value measurement is based on significant inputs not observable in the

market and thus represents Level measurement The resultant probability-weighted cash flows were

then discounted using discount rates of 11% for Campath Fludara and Leukine and 13% for

alemtuzumab for MS

Of the $964.1 million total contingent consideration obligations recorded as of the acquisition date

$529.1 million related to Campath Fludara and Leukine and $435.0 million related to alemtuzumab

for MS Each period we revalue the contingent consideration obligations to their then fair value and

record increases in the fair value as contingent consideration expense and decreases in the fair value as

reduction of contingent consideration expense Increases or decreases in the fair value of the

contingent consideration obligations can result from changes in discount periods
and rates changes in

the timing and amount of revenue estimates and changes in probability adjustments with respect to

regulatory approval of alemtuzumab for MS

As of December 31 2009 the fair value of the total contingent consideration obligations was

$1.02 billion primarily due to changes in discount periods and management estimates Accordingly we

recorded contingent consideration expense in our consolidated statements of operations
of

$65.6 million in 2009 As of December 31 2009 we have paid $36.4 million in contingent consideration

payments to Bayer and have received $10.0 million in funding from Bayer for the development of

alemtuzumab for MS since May 29 2009
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At the date of acquisition alemtuzumab for MS had not reached technological feasibility nor had

an alternative future use and is therefore considered to be IPRD We recorded the fair value of the

purchase price attributable to IPRD as an indefinite-lived intangible asset We will test the asset

annually for impairment or earlier if conditions warrant Amortization of this asset will begin upon
regulatory approval based on the then estimated useful life of the asset

The fair value assigned to purchased IPRD was estimated by discounting to present value the

cash flows expected to result from the project once it has reached technological feasibility We used
discount rate of 16% and cash flows that have been probability-adjusted to reflect the risks of

advancement through the product approval process which we believe are appropriate and

representative of market participant assumptions In estimating future cash flows we also considered
other tangible and intangible assets required for successful exploitation of the technology resulting from
the purchased IPRD project and adjusted future cash flows for charge reflecting the contribution to

value these assets

The fair value of the identifiable assets acquired in this transaction of $1.03 billion exceeded the

fair value of the purchase price of $1.01 billion As result we recognized gain on acquisition of

business of $24.2 million in our consolidated statements of operations in 2009

SGA in our 2009 consolidated statements of operations include approximately $5 million of

acquisition related costs primarily legal fees associated with the Bayer transaction

Purchase of Intellectual Property from EX4CT Sciences

On January 27 2009 we purchased certain intellectual property in the fields of prenatal testing
and reproductive health from EXACT Sciences for our genetics business unit and 3000000 shares of

EXACT Sciences common stock We paid EXACT Sciences total cash consideration of $22.7 tuillion

Of this amount we allocated $4.5 million to the acquired shares of EXACT Sciences common stock

based on the fair value of the stock on the date of acquisition which we recorded as an increase to

investments in equity securities in our consolidated balance sheet as of March 31 2009 As the

purchased assets did not qualify as business combination and have not reached
technological

feasibility nor have alternative future use we allocated the remaining $18.2 million to the acquired
intellectual property which we recorded as charge to research and development expenses in our
consolidated statement of operations in March 2009

2008

Strategic Alliance with Osiris

In October 2008 we entered into strategic alliance with Osiris whereby we obtained an exclusive

license to develop and commercialize Prochymal and Chondrogen mesenchymal stem cell products
outside of the United States and Canada Osiris will commercialize Prochymal and Chondrogen in the

United States and Canada We paid Osiris nonrefundable upfront payment of $75.0 million in

November 2008 and $55.0 million nonrefundable upfront license fee in
July 2009 The results of

these programs are primarily included in our immune mediated disease business unit which are

reported under the
category Other in our segment disclosures

Osiris will be responsible for completing at its own expense all clinical trials of Prochymal for the

treatment of GvHD and Crohns disease both of which are in phase trials and clinical trials of
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Prochymal and Chondrogen through phase for all other indications Osiris will be responsible for

60% and we will be responsible for 40% of the clinical trial costs for phase and clinical trials of

Prochymal other than for the treatment of GvHD and Crohns disease and Chondrogen Osiris is

eligible to receive

up to $500.0 million in development and regulatory milestone payments for all indications of

Prochymal and up to $100.0 million for Chondrogen unless we elect to opt out of further

development of Chondrogen and

up to $250.0 million in sales milestones for all indications of Prochymal and up to $400.0 million

in sales milestones for all indications of Chondrogen for the prevention and treatment of

conditions of articulating joints

Osiris is also eligible to receive tiered royalties from us on sales of Prochymal and Chondrogen outside

of the United States and Canada In September 2009 Osiris announced that its two phase trials

evaluating Prochymal for the treatment of acute GvHD failed to meet their primary endpoints

Strategic Alliance with FTC

On July 15 2008 we entered into collaboration agreement with PTC to develop and

commercialize ataluren PTCs novel oral therapy in late-stage development for the treatment of DMD

and CE Under the terms of the agreement PTC will commercialize ataluren in the United States and

Canada and we will commercialize the treatment in all other countries In connection with the

collaboration agreement we paid PTC nonrefundable upfront payment of $100.0 million which we

recorded as charge to research and development expense for our Genetic Diseases segment in our

consolidated statements of operations during the third quarter of 2008 At its own expense PTC will

conduct and be responsible for the phase 2b trial of ataluren -in DMD the phase 2b trial of ataluren in

CF and two proof-of-concept
studies in other indications to be determined Once these four studies

have been completed we and PTC will share research and development costs for ataluren equally We

and PTC will each bear the sales and marketing and other costs associated with the commercialization

of ataluren in our respective
territories PTC is eligible to receive up to $337.0 million in milestone

payments as follows

up to $165 million in development and approval milestones the majority
of which would be

paid upon the receipt of approvals obtained outside of the United States and Canada and

up to $172.0 million in sales milestones commencing if and when annual net sales for ataluren

outside of the United States and Canada reach $300.0 million and increasing in increments

through revenues of $2.4 billion

PTC is also eligible to receive tiered royalties from sales of ataluren outside of the United States and

Canada The results of our ataluren program are included in the results of our Genetic Diseases

segment disclosures
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Strategic Alliance with Isis

On January 2008 we entered into strategic alliance with Isis whereby we obtained an

exclusive worldwide license to develop and commercialize mipomersen lipid lowering drug targeting

apolipoprotein B-100 which is currently being developed for the treatment of FH an inherited

disorder that causes exceptionally high levels of LDL-cholesterol In February 2008 we made

nonrefundable payment to Isis of $150.0 million of which $80.1 million was recorded as an other

noncurrent asset on our consolidated balance sheets based on the fair value of the five million shares

of Isis common stock we acquired in connection with the transaction Due to certain trading

restrictions we classify this investment as other noncurrent assets We allocated the remaining

$69 million to the mipomersen license which we recorded as charge to research and development

expense in our consolidated statements of operations during the first quarter of 2008

In June 2008 we finalized the terms of our license and collaboration agreement with Isis and paid

Isis an additional $175.0 million upfront nonrefundable license fee Under the terms of the agreement

Isis will be responsible at its own expense for up to $125.0 million for the development of

mipomersen Thereafter we and Isis will share development costs for mipomersen equally The initial

funding commitment by Isis and shared development funding would end when the mipomersen

program is profitable In the event the research and development of mipomersen is terminated prior to

Isis completing their funding obligation we are not entitled to any refund of our $175 million upfront

payment Isis is eligible to receive up to $750 million in commercial milestone payments and up to

$825.0 million in development and regulatory milestone payments

We will be responsible for funding sales and marketing expenses until mipomersen revenues are

sufficient to cover such costs Profits on mipomersen initially will be allocated 70% to us and 30% to

Isis The profit ratio would be adjusted on sliding scale if and as annual revenues for mipomersen

ramp up to $2.0 billion at which point we would share profits equally with Isis The results of our

mipomersen program are included in the results of our cardiovascular business unit which are reported
in our Cardiometabolic and Renal segment disclosures

We account for our investment in Isis common stock on cost basis due to certain trading

restrictions imposed by Isis that prohibit us from selling our holdings of Isis common stock until the

earlier of

January 2012

the first commercial sale of product under our agreement with Isis or

termination or reversion of the product license granted to us under the agreement

As of December 31 2009 our investment in Isis common stock had carrying value of $80.1 million

or $16.02 per share and fair market value of $55.6 million or $11.11 per share The closing price per
share of Isis common stock exhibited volatility in 2009 and has remained below our historical cost since

September 2009 with closing prices subsequent to that date ranging from high of $15.69 per share

to low of $9.94 per share We considered all available evidence in assessing the decline in value of

our investment in Isis common stock including investment analyst reports and Isiss expected results

and future outlook and we believe that the investment can be expected to recover to at least our

historical cost Currently the average 12-month price estimate for Isis common stock among some

analysts is approximately $16 per share As result of our analysis as of December 31 2009 we
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consider the $24.6 million unrealized loss on our investment in Isis common stock to be temporary

loss We will continue to review the fair value of our investment in Isis common stock in comparison to

our historical cost and in the future if the decline in value has become other than temporary we will

write down our investment in Isis common stock to its then current market value and record an

impairment charge to our consolidated statements of operations

2007

Bioenvision

Effective October 23 2007 we completed our acquisition of Bioenvision through the culmination

of two-step process consisting of tender offer completed in July 2007 and merger approved in

October 2007 We paid gross consideration of $349.9 million in cash including $345.4 million for the

outstanding shares of Bioenvision common and preferred stock and options to purchase shares of

Bioenvision common stock and approximately $5 million for acquisition costs The transaction was

accounted for as business combination and is included in the results of operations of our

Hematologic Oncology reporting segment The acquisition of Bioenvision provided us with the rights to

clofarabine outside North America

In connection with the merger holders of 2880000 shares of Bioenvision common stock

representing less than 5% of the outstanding shares of Bioenvision common stock on an as converted

basis immediately before the merger became effective submitted written demands for appraisal of their

shares and elected not to accept
the $5.60 per share merger consideration We referred to these

holders as dissenters In September 2008 the appraisal demand was resolved with substantially all of

the dissenters for total of $16.6 million in cash consisting of the merger price paid to all other

Bioenvision stockholders plus interest accrued In total we paid gross consideration of $366.5 million

in cash including $362.0 million for the outstanding shares of Bioenvision common stock and preferred

stock and options to purchase shares of Bioenvision common stock
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The purchase price including amounts paid for shares of Bioenvision CommOn Stock and

Bioenvision Series Preferred Stock in July 2007 was allocated to the estimated fair value of the

acquired tangible and intangible assets and assumed liabilities as follows amounts in thousands

Total purchase price $349941

Cash and cash equivalents 45186
Accounts receivable 5537

Inventory 1684
Other current assets 5130
Goodwill 85269
Other intangible assets 172441

In-process research and development 106350

Equity in net loss of pre-acquisition ownership 21101

Other noncurrent assets 624

Assumed liabilities

Income taxes payable 72461
Deferred tax liabilities 7829
Liabilities for exit activities and integration 2671
Other liabilities 10420

Allocated purchase price $349941

IPRD

The following table sets forth the significant IPRD projects for the companies and assets we

acquired between January 2006 and December 31 2009 amounts in millions

Discount Rate

Used in Year of

Purchase Programs Estimating Expected

Company/Assets Acquired Price IPRD Acquired Cash Flows Launch

Bayer 2009 $1006.5 $445.3 alemtuzumab.for MSUS 16% 2012

187.6 alemtuzumab for MSex-US 16% 2013

$632.91

Bioenvision 2007 349.9 $125.52 Clolar3 17% 2010-20164

AnorMED 2006 589.2 $526.82 Mozobil stem cell transplant5 15% 2016

Capitalized as an indefinite lived intangible asset

Expensed on acquisition date

Clolar is approved for the treatment of relapsed and refractory pediatric ALL The IPRD projects for

Clolar are related to the development of the product for the treatment of other medical issues

Year of expected launch reflects both the ongoing launch of products for currently approved indications and

the anticipated launch of the products in the future for new indications
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Mozobil received marketing approval for use in stem cell transplants in the United States in December 2008

and in Europe in July 2009 Mozobil is also being developed for tumor sensitization

Pro Forma Financial Summaty Unaudited

The following pro forma financial summary is presented as if the acquisition from Bayer was

completed as of January 2009 and 2008 The pro forma combined results are not necessarily

indicative of the actual results that would have occurred had the acquisitions been consummated on

those dates or of the future operations of the combined entities Material nonrecurring charges related

to these acquisitions such as gain on acquisition of business of $24.2 million are included in the pro

forma financial summaries of the periods presented amounts in thousands except per sharc amounts

We did not complete any acquisitions in 2008 The following table provides our pro forma

summary for the years ended December 31 2009 and 2008 amounts in thousands except per share

amounts

2009 2008

Total revenues $4615674 $4869349

Net income 359489 272504

Net income loss per share

Basic 1.34 1.01

Diluted 1.31 0.98

Weighted average shares outstanding

Basic 268841 268490

Diluted 274071 285595

NOTE DERiVATiVE FINANCIAL INSTRUMENTS

We periodically enter into foreign exchange forward contracts all of which have maturity of less

than three years These contracts have not been designated as hedges and accordingly unrealized gains

or losses on these contracts are reported in current earnings The net notional settlement value of

foreign exchange forward contracts outstanding was $139.1 million at December 31 2009

$349.5 million at December 31 2008 and $347.1 million at December 31 2007

Foreign Exchange Forward Contracts

Generally we enter into foreign exchange forward contracts with maturities of not more than

15 months All foreign exchange forward contracts in effect as of December 31 2009 and December 31

2008 had maturities of to months We report these contracts on net basis Net asset derivatives

are included in other current assets and net liability derivatives are included in accrued expenses in our

consolidated balance sheets
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The following table summarizes the balance sheet classification of the fair value of these

derivatives on both gross and net basis as of December 31 2009 and December 31 2008 amounts in

thousands

Unrealized Gain/Loss on Foreign Exchange Forward Contracts

As Reported

Gross Net

Asset Liability Asset Liability

Derivatives Derivatives Derivatives Derivatives

Other Accrued Other Accrued
As of current assets expenses current assets expenses

December 31 2009 $9834 $5550 $4284
December 31 2008 $2758 $4192 $1434

Total foreign exchange gains and losses included in SGA in oqr consolidated statements of

operations includes unrealized and realized gains and losses related to both our foreign exchange

forward contracts and our foreign currency assets and liabilities The net impact of our overall

unrealized and realized foreign exchange gains and losses for 2009 and 2008 was not significant

The following table summarizes the effect of the unrealized and realized losses related to our

foreign exchange forward contracts on our consolidated statements of operations for the periods

presented amounts in thousands

Statement of
Net Gain/Loss Reported

Derivative Instrument Operations Location 2009 2008 2007

Foreign exchange forward contracts SGA $23620 9965 $34278

NOTE ACCOUNTS RECEiVABLE

Our trade receivables primarily represent amounts due from distributors healthcare service

providers and companies and institutions engaged in research development or production of

pharmaceutical anft biopharmaceutical products We perform credit evaluations of our customers on an

ongoing basis and generally do not require collateral Accounts receivable are booked net of certain

allowances for bad debts chargebacks and prompt pay discounts The allowances were $69.9 million at

December 31 2009 and $40.4 million at December 31 2008

NOTE INVENTORIES

December 31

2009 2008

Amounts in thousands

Raw materials $123434 96986

Work-in-process 288653 141094

Finished goods 195935 215357

Total $608022 $453437
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In May 2009 in connection with our acquisition of the worldwide rights to the oncology products

Campath Fludara and Leukine from Bayer we acquired total of $136.4 million of inventory

including $15.3 million of Campath inventory $22.9 million of Fludara inventory and $98.2 million of

Leukine inventory We recorded total of $43.5 million of charges to cost of products sold in our

consolidated statements of operations in 2009 for the amortization of inventory step-up for these

products

In June 2009 we interrupted production of Cerezyme and Fabrazyme and shipments of Cerezyme

at our Allston facility to sanitize the facility after identifying virus Vesivirus 2117 in bioreactor

used for Cerezyme production We recorded charges totaling $45.5 million in 2009 to cost of products

sold in our consolidated statements of operations for costs related to the remediation of this facility

including the sanitization of the facility idle capacity and overhead expenses and the write off of

certain production materials

When we suspended production at our Allston facility we had significant Cerezyme

work-in-process material We decided not to process this work-in-process material because the material

either had expired or we were not sufficiently assured that the material was not contaminated with

Vesivirus 2117 and incurred write off of approximately $11 million in 2009

NOTE PROPERT PLANT AND EQUIPMENT

December 31

2009 2008

Amounts in thousands

Plant and equipment $1403719 879933

Land and buildings 1239721 1006140

Leasehold improvements 270003 246468

Furniture and fixtures 74023 63241

Construction in progress 899687 1015497

3887153 3211279

Less accumulated depreciation 1077804 904712

Property plant and equipment net 2809349 $2306567

Our total depreciation expense was $190.1 million in 2009 $148.4 million in 2008 and

$137.1 million in 2007

Our property plant and equipment includes the following amounts for assets subject to capital

leases amounts in thousands

December 31
2009

BuildingCorporate headquarters in Cambridge Massachusetts $131031

Less accumulated depreciation 55429

Assets subject to capital leases net 75602
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We capitalize costs we have incurred in validating manufacturing equipment and facilities for

products which have reached technological feasibility in plant and equipment Capitalized validation

costs net of accumulated depreciation were $19.4 million at December 31 2009 and $32.9 million at

December 31 2008

Net capitalized software costs which are included in plant and equipment totaled $44.1 million at

December 31 2009 and $25.8 million at December 31 2008 Capitalized software development costs

component of construction in progress were $155.2 million at December 31 2009 and $89.8 million at
December 31 2008

We have capitalized the following amounts of interest costs amounts in millions

For the Years Ended December 31

2009 2008 2007

$12.3 $19.0 $14.5

As of December 31 2009 the estimated remaining cost to complete our assets under construction

is approximately $900 million

Under certain lease agreements for our worldwide facilities we are contractually obligated to

return leased space to its original condition upon termination of the lease agreement At the inception

of lease with such conditions we record an asset retirement obligation liability and corresponding

capital asset in an amount equal to the estimated fair value of the obligation In subsequent periods

for each such lease we record interest expense to accrete the asset retirement obligation liability to full

value and depreciate each capitalized asset retirement obligation asset both over the term of the

associated lease agreement Our asset retirement obligations were not significant as of December 31
2009 or 2008

NOTE GOODWILL AND OTHER INTANGIBLE ASSETS

Goodwill

Formerly we included our MS business unit under the caption Other As result of our 2009

acquisition of certain products and development programs from Bayer our MS business unit is now
material We have aggregated our Hematologic Oncology reporting segment and MS business unit and

now report the activities of these two reporting units under the caption Hematologic Oncology As

result of this change goodwill of $318.1 million was transferred from Other to the Hematologic

Oncology reporting segment Prior
year

balances were revised to conform to our 2009 presentation
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The following table contains the change in our goodwill during the years
ended December 31 2008

and 2009 amounts in thousands

Goodwill

Accumulated impairment losses1

Balance as of December 31 2007

Net exchange differences arising during

p.LIJU

Other changes in carrying amounts during

the period
_______ _______ ________ _______ ________ ________

Balance as of December 31 2008

Net exchange differences arising during

the period

Other changes in carrying amounts during

the period _______ _______ _______ _______ _______ ________

Balance as of December 31 2009

Goodwill

Accumulated impairment losses1

Balance as of December 31 2009

Accumulated impairment losses include

$102.8 million pre-tax charge recorded in 2003 to write off the goodwill of our Biosurgery reporting

segments orthopaedics reporting unit and

$219.2 million pre-tax charge recorded in 2006 to write off the goodwill of our genetic testing reporting

unit

We are required to perform impairment tests related to our goodwill annually which we perform

in the third quarter of each year and whenever events or changes in circumstances suggest that the

carrying value of an asset may nOt be recoverable For 2009 2008 and 2007 we completed the required

annual impairment tests for our $1.4 billion of goodwill that had been recorded as of September 30

2009 and 2008 and $1.3 billion of goodwill that had been recorded as of September 30 2007 and

determined that no impairment charges were required In December 2008 we filed an IND for our

advanced phosphate binder Genz-644470 However in November 2009 we discontinued this program

because the results of phase 2/3 clinical study of the advanced phosphate binder did not demonstrate

significant improvement in phosphate lowering compared to Renvela Upon discontinuation of this

program we updated the annual goodwill impairment test that had been performed for our renal

reporting unit in the third quarter of 2009 We determined that the fair value of our renal reporting

unit continued to exceed its carrying value and therefore no impairment charge was required as

result of the termination of our advanced phosphate binder program
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Genetic Cardiometabotic Hematologic
Diseases and Renal Biosurgery Oncology Other Total

$339563 $319882 110377 $640160 315883 $1725865

102792 219245 322037

339563 319882 7585 640160 96638 1403828

71\ 71

22 23

339563 319882 7584 640138 93907 1401074

1925 1925

364 364

$339563 $319882 7584 $640138 96196 $1403363

$339563 $319882 110376 $640138 315441 $1725400

102792 219245 322037

$339563 $319882 7584 $640138 96196 $1403363
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Other Intangible Asiets

The following table contains information about our other intangible assets for the periods

presented amounts in thousands

Net Other

Accumulated Intangible

Amortization Assets

$1919074 692235 $1226839

399768 170892 228876

194560 121763 72797

98123 39824 58299

83729 34271 49458

60556 42194 18362

2039 1972 67

2757849 1103151 1654698

$2757849 $1103151 $1654698

Includes an additional $261.4 million of gross technology intangible assets resulting from our acquisition of

the worldwide rights to the oncology products Campath Fludara and Leukine from Bayer in May 2009 Of

this amount

$71.0 million is related to Campath and will be amortized over ten years

$182.1 million is related to Fludara and will be amortized over five years and

$8 million is related to Leuklne and will be amortized over twelve years

Includes an additional $41.9 million in 2009 for additional payments made or accrued in connection with the

reacquisition of the Synvisc sales and marketing rights from Wyeth in January 2005 In addition we will make

series of additional contingent royalty payments to Wyeth based on the volume of Synvisc sales in the

covered territories To date $287.5 million of the maximum amount payable under the agreement has been

paid We anticipate completing the contingent royalty payments to Wyeth during the first quarter of 2010

Includes capitalized IPRD totaling $632.9 million related to our acquisition of the worldwide rights to

alemtuzumab for MS from Bayer in May 2009 including $445.3 million related to the development of the

product for sale in the United States and $187.6 million for the development of the product for sale outside

of the United States

As of December 31 2009 As of December 31 2008

Gross

Other

Intangible

Assets

Gross

Other

Intangible

Assets

$2180232

440521

188651

98647

87423

60608

Net Other

Accumulated Intangible

Amortization Assets

Finite-lived other intangible

assets

Technology1

Distribution rights2

Patents

License fees

Customer lists

Trademarks

Other

Total finite-lived other

intangible assets

Indefmite-lived other intangible

assets

IPRD3
Total other intangible assets

877611

227726

131898

47052
43822
47623

$1302621

212795

56753

51595

43601

12985

3056082 1375732 1680350

632912

$3688994

632912

$1375732 $2313262
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All of our finite-lived other intangible assets are amortized over their estimated useful lives

As of December 31 2009 the estimated future amortization expense for our finite-lived other

intangible assets for the five succeeding fiscal years and thereafter is as follows amounts in thousands

Estimated

Amortization

Year Ended December 31 Expense12

2010 312076

2011 304138
1Af1O

2013 150452

2014 118310

Thereafter 372186

Includes estimated future amortization expense for

the Synvisc distribution rights based on the forecasted respective
future sales of Synvisc

and the resulting future contingent payments we may be required to make to Wyeth

and the Myozyme patent and technology rights pursuant to license agreement with

Synpac based on forecasted future sales of Myozyme and the milestone payments we

may be required to make to Synpac These contingent payments will be recorded as

intangible assets when the payments are accrued and

the technology intangible assets resulting from our acquisition of the worldwide rights

to the oncology products Campath Leukine and Fludara of which

the assets related to Campath and Leukine are being amortized on straight line

basis and

the asset related to Fludara is being amortized based on the forecasted future sales

of Fludara

Excludes future amortization expense related to the $240.2 million of technology recorded

effective January 2008 related to our consolidation of the results of BioMarin/

Genzyme LLC because such amortization is entirely offset by the corresponding

amortization of noncurrent liability related to the consolidation of BioMarin

Genzyme LLC
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Fair Value Measurements

The following tables set forth our assets and liabilities that were accounted for at fair value on

recurring basis as of December 31 2009 and December 31 2008 amounts in thousands

Description

Fixed income inVestrnents1

Cash equivalents

Money market funds/other

Short-term investments

U.S Treasury notes

Non U.S Governmental notes 4114
U.S Government agency notes 56810

Corporate notesglobal 54825
Commercial paper 6841

__________
Total

_________ 41040 122590 _________

Long-term investments

U.S lieasury notes

Non U.S Governmental notes

U.S Government agency notes

Corporate notesglobal

Total
_________

Total fixed income investments

Equity holdings1

Publicly-traded equity securities

Derivatives

Foreign exchange forward contracts

Contingent liabilities2

Contingent consideration obligations 1015236
________ ________ __________

Total assets liabilities at fair value 60009
________ ________ ___________

Balance as of

December 31
2009 Level Level Level

603109 $603109

41040 41040

4114

56810

54825

6841

163630

29793

4873

28015

81143

143824

910563

29793

29793

673942

4873

28015

81143

114031

236621

40380 40380

4284 4284

1015236

$714322 $240905 $1015236
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Balance as of

December 31

Description
2008 Level Level Level

Fixed income investments1

Cash equivalents

Money market funds/other $357680 $357680

Short-term investments

u.s Ireasury notes 7505 7505

U.S Government agency notes 10328 10328

Corporate notesglobal 39674 39674

Total 57507 7505 50002

Long-term investments

U.S Treasury notes 75040 75040

Non U.S Governmental notes 7322 7322

U.S Government agency notes 121707 121707

Corporate notesglobal 140009 140009

Total 344078 75040 269038

Total fixed income investments 759265 440225 319040

Equity holdings1

Publicly-traded equity securities 56596 56596

Derivatives

Foreign exchange forward contracts 1434 1434

Total assets liabilities at fair value $814427 $496821 $317606

Changes in the fair value of our fixed income investments and investments in publicly-traded

equity securities are recorded in accumulated other comprehensive income loss component of

stockholders equity in our consolidated balance sheets

In May 2009 we recorded contingent consideration obligations in connection with our acquisition

from Bayer of the worldwide rights to Campath Fludara Leukine and alemtuzumab for MS

Changes in the fair value of these contingent consideration obligations are recorded as contingent

consideration expense component of operating expenses in our consolidated statements of

operations
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Changes in the fair value of the our Level contingent consideration obligations during the year
ended December 31 2009 were as follows amounts in thousands

Contingent consideration obligations related to acquisition from Bayer

in May 2009 964100
Payments 36403

Contingent consideration expense 65584RD reimbursement received 9987
Effect of foreign currency adjustment 11968
Fair value at December 31 2009 $1015236

The carrying amounts reflected in our consolidated balance sheets for cash accounts receivable

other current assets accounts payable accrued expenses current portion of contingent consideration

obligations and current portion of long-term debt and capital lease obligations approximate fair value

due to their short-term maturities

Marketable Securities

December 31

________________________
2008

Market

_________
Value

Cash equivalents

Money market funds/other

Short-term investments

Corporate notes

U.S Government agencies

Non U.S Government notes

U.S Treasury notes

Long-term investments

Corporate notes

U.S Government agencies

Non U.S Government notes

U.S Treasury notes

Total cash
equivalents short- and

long-term investments

Investments in equity securities

2009

Market

Cost Value Cost

Amounts in thousands

$603109 $603109 $357680 $357680

62508 4145761620

54815

4037

40135

160607

80011

27292

4765

29751

55968

4114

41040

163630

81143

28015

4873

29793

10260

7281

58998

143674

117143

7277

71110

339204

$755882

57777

39674

10328

7505

57507

140009

121707

7322

75040

344078

$759265

83325

141819 143824

$905535

62221

$910563

74438
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Marketable equity securities that have readily determinable market values are stated at market

value

On January 2008 as part of our strategic alliance with Isis we acquired five million shares of

Isis common stock Due to certain trading restrictions we classify this investment which had

carrying value of $80.1 million at December 31 2009 as an other noncurrent asset Our

relationship with Isis is described in Note Strategic Transactions to these consolidated

financial statements

Equity securities without readily determinable market values and for which we do not exercise

significant influence are stated at cost and are periodically reviewed for impairment
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The following table contains information regarding the range of contractual maturities of our cash

equivalents and short- and long-term investments amounts in thousands

December 31

Within year

1-2 years

2-10 years _______ _______ _______ _______

2009 2008

Market Market

Cost Value Cost Value

$763716 $766739 $416678 $415187

134498 136334 323196 328588

7321 7490 16008 15490

$905535 $910563 $55882 $759265

Investments in Equity Securities

The following table shows the investments in equity securities of unconsolidated entities as of

December 31 2009 and 2008 amounts in thousands

December 31 2009 December 31 2008

Unrealized Unrealized

Adjusted Market Gain Adjusted Market Gain

Cost Value Loss Cost Value Loss

Publicly-held companies1

Dyax $12173 $11399 774 $17992 $18090 98

ABIOMED 11332 18737 7405 12185 37893 25708

EXACT Sciences 4470 10170 5700

Other 188 74 114 871 613 258

Total publicly-held companies 28163 40380 12217 31048 56596 25548

Private equity funds 16755 16755 18684 18 684

Privately-held eompanies3 17303 17303 8045 8045

Total $62221 $74438 $12217 $57777 $83325 $25548
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Unrealized Gains and Losses on Marketable Securities and Equity Investments

We record unrealized holding gains and losses net of tax related to our investments in marketable

securities and equity investments to the extent they are determined to be temporary in stockholders

equity The following table sets forth the
gross amounts recorded amounts in millions

December 31

2009 2008

Unrealized holding gains $18.3 $35.1

Unrealized holding losses $1.1 6.3

We also collaborate with or provide services to certain of the companies in which we hold or have

held equity investments including Dyax

NOTE EQUITY METHOD INVESTMENTS

Our equity method investments are included in other noncurrent assets in our consolidated

balance sheets and were not significant at both December 31 2009 and 2008

The following tables describe

our portion of the net income loss of each equity method investment for the periods

presented which we have recorded as income charges to equity in income loss of equity

method investments in our consolidated statements of operations amounts in millions and

total net income loss of each equity method investment for the periods presented amounts in

millions

Our Portion of the Net

Income Loss of Our Total Income Loss of

Equity Method Our Equity Method
Investments Investments

Equity Method Investment 2009 2008 2007 2609 2008 2007

BioMarin/Genzyme LLC 30.1 $60.2

Bioenvision1 21.1 9.6
Other 0.2 1.6 0.4 9.4

Totals $0.2 7.4 $0.4 $41.2

For the period from July 10 2007 through October 22 2007 we accounted for our initial

investment in Bioenvision common stock under the equity method of accounting We completed
the acquisition of Bioenvision effective October 23 2007
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Condensed financial information for our equity method investees excluding Bioenvision is

summarized below in aggregate amounts in thousands

For the Years Ended

December 31

2009 2008 2007

Revenue $124203

Gross profit 97092

Operating expenses 326 46656
Net income 370 50866

December 31

2009 2008

Current assets $1593 $1585

Noncurrent assets

Current liabilities 351 351

Noncurrent liabilities

BioMarin/Genzyme LLC

Through December 31 2007 our portion of the net income of BioMarin/Genzyme LLC was

included in equity in income of equity method investments in our consolidated statements of

operations Effective January 2008 we restructured the relationship regarding the manufacturing and

commercialization of Aldurazyme by entering into several new agreements BioMarin/Genzyme LLC no

longer engages in commercial activities related to Aldurazyme and solely

holds the intellectual property relating to Aldurazyme and other collaboration products and

engages in research and development activities that are mutually selected and funded by

BioMarin and us the costs of which are shared equally

Under the restructured relationship BioMarin/Genzyme LLC licensed all intellectual property relating

to Aldurazyme and other collaboration products on royalty-free basis to BioMarin and us BioMarin

holds the manufacturing rights and we hold the global marketing rights We pay BioMarin tiered

payment ranging from 39.5% to 50% of worldwide net product sales of Aldurazyme

As result of the restructuring of our relationship with BioMarin/Genzyme LLC effective

January 2008 we began consolidating the results of BioMarin/Genzyme LLC Upon consolidation of

BioMarin/Genzyme LLC we recorded the assets and liabilities of the joint venture in our consolidated

balance sheets at fair value The value of the intellectual property of the joint venture of approximately

$480.5 million was recorded as an intangible asset in our consolidated balance sheets The consolidation

also included corresponding noncurrent liability for the same amount which represented the

encumbered value of the intellectual property which had been out licensed to us and BioMarin for no

consideration The intangible asset and noncurrent liability are being amortized over period of

20 years We recorded BioMarins portion of the joint ventures losses the amount of which was not

significant for the years ended December 31 2009 and 2008 as minority interest in our consolidated

statements of operations
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December 31

2009 2008

Amounts in thousands

Compensation $213686 $232363

Rebates 134002 132905

Bank overdraft 45918 45022
License fees 98 65188

Royalties 63502 56501
Other 239017 233407

Total $696223 $765386

NOTE LONG-TERM DEBTANDLEASES

Long Term Debt Capital Lease Obligations and Convertible Debt

Our long-term debt capital lease obligations and convertible debt consist of the following

amounts in thousands

December 31

2009 2008

Notes payable 5847 6916

Revolving credit facility maturing in July 2011

Mortgage payable 17509 17957

Capital lease obligations 101244 107034

Long-term debt capital lease obligations and convertible debt

including current portion 124600 131907
Less current portion 8166 7566
Noncurrent portion $116434 $124341

Over the next five years and thereafter we will be required to repay the
following principal

amounts of our long term debt excluding capital leases amounts in millions

2010 2011 2012 2013 2014 After 2014

$1.6 $1.6 $1.7 $1.8 $1.8 $14.9

Notes Payable

We assumed $10.0 million note payable in July 2005 in connection with our acquisition of Equal

Diagnostics This note bears interest at 3.86% and is payable to three former shareholders of Equal

Diagnostics over eight years
in equal annual installments of $1.3 million

Revolving Credit Facility

In July 2006 we entered into our revolving credit facility The proceeds of loans under our 2006

revolving credit facility can be used to finance working capital needs and for general corporate
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purposes We may request that our 2006 revolving credit facility be increased at any time by up to an

additional $350.0 million in the aggregate subject to the agreement of the lending banks as long as no

default or event of default has occurred or is continuing and certain other customary conditions are

satisfied Borrowings under our 2006 revolving credit facility will bear interest at various rates

depending on the type of loan We are required to pay facility fee of between to 20 basis points

based on the aggregate commitments under our 2006 revolving credit facility and in certain

circumstances utilization fee of 10 basis points as follows

revolving loans denominated in U.S dollars or foreign currency other than Euros bear

interest at variable rate equal to LIBOR for loans in U.S dollars and comparable index rate

for foreign currency loans plus an applicable margin

As of December 31 2009 we had approximately $17 million of outstanding standby letters of

credit issued against this facility and no borrowings resulting in approximately $333 million of available

credit under our 2006 revolving credit facility which matures July 14 2011 The terms of this credit

facility include various covenants including finarcial cOvenants that require us to meet minimum

interest coverage ratios ançt maximum leverage ratios As of December 31 2009 we were in compliance

with these covenants

Mortgage Payable

In July 2008 we purchased land and manufacturing facility we formerly leased in Framingham

Massachusetts for an aggregate purchase price of $38 million including fees We paid $20 million

in cash and assumed the remaining $18 million in principal outstanding under the existing mortgage

for the facility which bears interest at 57% annually and is due in May 2020

Capital Leases

We have non cancelable capital lease obligations related to certain machinery and equipment

administrative offices and our corporate headquarters

Our capital lease obligation related to our corporate headquarters in Cambridge Massachusetts

requires us to make monthly payments of $1.3 million which will be adjusted to $1.6 million in August

2013 We have recorded the value of the building and related obligations of $131.0 million in our

consolidated balance sheets at the date of inception The term of the lease is fifteen years
and may be

extended at our option for two successive ten-year periods
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Over the next five years and thereafter we will be required to pay the following amounts under

our non-cancelable capital leases amounts in millions

2010 $154
2011 15.4

2012 15.5

2013 16.9

2014 18

Thereafter 67.5

Total lease payments 149.6

Less interest 48.4

Total
principal payments 101.2

Less current portion

Total 94.8

Operating Leases

We lease facilities and personal property under non-cancelable operating leases with terms in

excess of one year Our total expense under operating leases was amounts in millions

For the Years Ended December 31

2009 2008 2007

$818 $752 $743

Over the next five years and thereafter we will be required to pay the following amounts under

non-cancelable operating leases amounts in millions

2010 2011 2012 2013 2014 After 2014 Total

$79.9 $69.3 $52.6 $33.9 $27.5 $151.0 $414.2

NOTE STOCKHOLDERS EQUITY

Preferred Stock

At December31 2008 and 2009

Series Authorized Issued Outstanding

Series Junior Participating $0.01 par value 3000000

Undesignated 7000000

10000000

Oui charter permits us to issue shares of preferred stock at any time in one or more series Our
board of directors will establish the preferences voting powers qualifications and special or relative

rights or privileges of any series of preferred stock before it is issued
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Common Stock

The following table describes the number of authorized and outstanding shares of our common

stock at December 31 2009 and 2008

Outstanding at December 31

Series Authorized 2009 2008

Genzyme Stock $0.01 par value 690000000 265696834 270704169

Directors Deferred Compensation Plan

Each member of our board of directors who is not also one of our employees may defer receipt of

all or portion of the cash compensation payable to him or her as director and receive either cash or

stock in the future Under this plan the director may defer his or her compensation until his or her

services as director cease or until another date specified by the director

Under deferral agreement participant indicates the percentage of deferred compensation to

allocate to cash and stock upon which cash deferral account and stock deferral account are

established The cash account bears interest at the rate paid on 90-day Treasury bills with interest

accruing quarterly The stock account is for amounts invested in hypothetical shares of Genzyme Stock

These amounts are converted into hypothetical shares quarterly at the average closing price of

Genzyme Stock for all trading days during the quarter

Distributions are paid in lump sum or in annual installments for up to five years Payments begin

the
year following directors termination of service or subject to certain restrictions in year elected

by the participant As of December 31 2009 five of the eight eligible directors had established

accounts under this plan and three of these directors are currently deferring their compensation We

have reserved 105962 shares of Genzyme Stock to cover distributions credited to stock accounts under

the plan We had not made any stock distributions under this plan as of December 31 2009 As of

December 31 2009 we have made cash distributions totaling $69492 to one director under the terms

of his deferral agreement

Stock Repurchase Program

In May 2007 our board of directors authorized stock repurchase program to repurchase

20000000 shares of our outstanding common stock over three year period that began in June 2007

The board authorized the expenditure of up to $1.5 billion to purchase those shares The repurchases

are being made from time to time and can be effectuated through open market purchases privately

negotiated transactions transactions structured through investment banking institutions or by other

means subject to managements discretion and as permitted by securities laws and other legal

requirements The manner of the purchase the amount that we spend and the number of shares we

ultimately purchase will be based on range of factors including share price The program does not

obligate us to acquire any particular amount of common stock and thç program may be suspended at

any time at our discretion
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During the year ended December 31 2009 we repurchased 7500000 shares of our common stock

under this program at an average price of $55.16 per share for total of $413.9 million in cash

including fees Since June 2007 when we first began repurchasing shares of our common stock under

this program we have repurchased cumulative total of 13000000 shares of our common stock at an

average price of $60.63 per share for total of $788.5 million in cash including fees We recorded the

repurchases in our consolidated balance sheets as reduction to our common stock account for the par
value of the repurchased shares and as reduction to our additional paid-in capital account

Stock-Based Compensation

Equity Plans

The purpose of each of our equity plans is to attract retain and motivate our key employees

consultants and directors Awards granted under these plans can be either incentive stock options or

ISOs nonstatutory stock options or NSOs RS or RSUs as specified in the individual plans Shares

issued under all of our plans are funded through the issuance of new shares The following table

contains information about our equity plans

As of December 31 2009

Tlrpe of Awards Awards

Group Award Reserved for Awards Available

Plan Name Eligible Granted Issuance Outstanding for Grant

2004 Equity Incentive Plan1 All key employees and consultants JSO/NSO/RS/RSU 35052286 29721887 5330399
2001 Equity Incentive Plan1 All key employees and consultants ISOINSO 6773548 6749303 24245
2007 Director Equity Plan2 Non-employee board members NSO/RS/RSU 775891 661983 113908
Assumed Options3 77779 77779

42679504 37210952 5468552

The exercise price of option grants may not be less than the fair market value of Genzyme Stock at the date of grant
Option grants have maximum term of ten years and RSUs generally have cliff vesting in three years The compensation
committee of our board of directors or its delegates as applicable determines the terms and conditions of each award

including who among eligible persons will receive awards the form of payment of the exercise price of stock options the

number of shares granted the vesting schedule and the terms of exercise or release

Options and RSUs are automatically granted on the date of our annual shareholders meeting or at directors initial

appointment to the board Options have an exercise price equal to the fair market value of Genzyme Stock on the date of

grant and expire ten years after the initial grant date Options and RSUs vest on the date of the next annual shareholders

meeting following the date of grant

Consists of options we assumed through our acquisitions

In 2009 2008 and 2007 we accounted for options granted to our employees and directors using
the Black-Scholes valuation model to measure stock option expense at the date of grant All stock

option grants have an exercise price equal to the fair market value of Genzyme Stock on the date of

grant
and

generally have 10-year term and vest in increments generally over four
years from the date

of grant although we may grant options with different vesting terms from time to time Upon
termination of employment other than by death disability or change of control unvested options are

cancelled and any unexercised vested options will expire three months after the employees termination

date Excluding our directors who are not employees when an employee meets retirement eligibility

age of 60 with at least five years of service upon termination except for cause the employees options
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automatically become fully vested and will expire three years after the employees termination date or

on the original expiration date set at the time the options were granted whichever is earlier When

director leaves the board unvested options are cancelled and any unexercised vested options will expire

at the end of their term We recognize stock-based compensation expense for each grant on

straight-line basis over the employees or directors requisite service period generally the vesting period

of the award Additionally stock-based compensation expense related to stock options includes an

estimate for pre-vesting
forfeitures We recognize stock-based compensation expense immediately for

awards granted to retirement eligible employees or over the period from the grant date to the date

retirement eligibility is achieved if that is expected to occur during the nominal vesting period For

stock-based compensation expense recognition purposes only grants to retirement eligible employees

prior to January 2006 are not subject to accelerated vesting and expense is recognized over the

nominal vesting period

We award time vesting RSUs to employees that generally vest no sooner than one-third per year

over three years on the anniversary of the date of grant if the employee has reached the retirement

eligibility threshold or upon the third anniversary of the date of grant provided the employee remains

continuously employed with us Shares of Genzyme Stock will be delivered to the employee upon

vesting subject to payment of applicable withholding taxes Time vesting RSUs awarded to our

directors for service on our board of directors vest on the date of the next annual meeting of

shareholders following the date of grant provided that the director continues to serve on our board of

directors through the vesting date Shares of Genzyme Stock will be delivered to the director upon

vesting The fair value of all time vesting RSUs is based on the market value of Genzyme Stock on the

date of grant We recognize compensation expense for our RSUs including the effect of forfeitures

over the applicable service period

ESPP

Our 2009 ESPP was approved by shareholders in May 2009 and succeeds our 1999 ESPE The

ESPP allows employees to purchase our stock at discount Under this plan the purchase price per

share of Genzyme Stock is 85% of the lower of the fair market value of Genzyme Stock at the

beginning of an enrollment period or on the applicable purchase date Employees working at least

20 hours per week may elect to participate in our ESPP during specified open enrollment periods

which occur twice each year shortly before the start of each new enrollment period New enrollment

periods begin on the first trading day of January and July and each enrollment period lasts two years

Employee contributions for each enrollment period are automatically used to purchase stock on behalf

of each participating employee on eight pre-determined purchase dates during the two-year enrollment

period which occur once every three months in January April July and October We place limitations

on the total number of shares of stock that employees can purchase under the plan in given year
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Stock-Based Compensation Expense Net of Estimated Forfeitures

We recorded the following amounts of pre tax stock based compensation expense net of estimated

forfeitures and related tax benefits for the years ended December 31 2009 2008 and 2007 amounts in

thousands except per share amounts

For the Years Ended December 31

2009 2008 2007

Pre-tax stock-based compensation expense net of estimated

forfeitures $2041 15 $186973
Less tax benefit of stock options 53434 56740 58148

Stock-based compensation expense net of tax $150681 $130233 $131802

Per basic and diluted share 0.56 0.49 0.50

We capitalized $16 million in 2009 $13 million in 2008 and $13 million in 2007 of stock

based compensation expense to inventory all of which is attributable to participating employees
that support our manufacturing operations We amortize stock-based compensation expense

capitalized to inventory based on inventory turns

At December 31 2009 there was approximately $238 million of pre-tax stock-based compensation

expense net of estimated forfeitures related to unvested awards not yet recognized which is expected
to be recognized over weighted average period of two years

Valuation Assumptions for Stock Option Plans and ESPP

We use the Black Scholes option valuation model to determine the amount of employee stock

based compensation expense to recognize in our consolidated statements of operations Option
valuation models require the input of subjective assumptions and these assumptions can vary over time

The weighted average assumptions used are as follows

For the Years Ended

December 31

2009 2008 2007

Risk-free interest rate 2% 2% 4%
Dividend yield 0% 0% 0%
Expected option life in yearsdirectors

Expected option life in yearsofficers

Expected option life in yearsother senior managers

Expected option life in yearsall other employees

Volatility-stock options 32% 27% 28%
Volatility-ESPP 42% 27% 23%

The risk-free interest rate is based on the U.S Treasury yield curve in effect on the date of grant
The dividend yield percentage is zero because we do not currently pay dividends nor intend to do so

during the expected option life We used historical data from exercises of our stock options and other

factors to estimate the expected option life in years or term of the share-based payments granted
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We determined the volatility rate for our stock options based on the expected term of the equity award

granted We determine separate volatility rates for each enrollment under our ESPP based on the

period from the commencement date of each enrollment to each applicable purchase date Stock

option expense in future periods will be based upon the Black-Scholes values determined at the date of

each grant or the date of each purchase under our ESPE

Stock Option Plan Activity

The following table contains information regarding our stock option activity for the year ended

December 31 2009

Weighted

Weighted Average

Average Remaining

Shares Under Exercise Contractual Aggregate

Option Price Term in years Intrinsic Value

Outstanding at December 31 2008 31850152 $55.39

Granted 2099955 $58.61

Exercised 1368273 $33.18

Forfeited and cancelled 484246 $87.16

Outstanding at December 31 2009 32097588 $56.09 5.37 $76034685

Vested and expected to vest at December 31 2009 31977058 $56 07 36 $76034685

Exercisable at December 31 2009 25655170 $54.41 4.71 $76034685

The following table contains information regarding the pre-tax intrinsic value of our stock options

and the weighted average grant date fair value per share of stock granted under our stock option plans

for the periods presented amounts in thousands except per share amounts

For the Years Ended

December 31

2009 2008 2007

Pre-tax intrinsic value of options exercised $36421 $176048 $153772

Weighted average grant date fair value per share of stock granted

under our stock option plans $18.80 19.24 19.39
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ESPP Activity

The following table contains information regarding our ESPP activity for the years ended

December 31 2008 and 2009

Shares available and issued

Available for purchase as of December 31 2007 1445791
Shares purchased by employees 936105

Available for purchase as of December 31 2008 509686
Additional shares authorized 3000000

Adjustmentshares from our 2001 ESPP plan 9909
Shares purchased by employees 1067192

Available for purchase as of December 31 2009 2452403

NOTE COMMITMENTS AND CONTINGENCIES

Legal Proceedings

Federal Securities Litigation

In July 2009 and August 2009 two purported securities class action lawsuits were filed in the U.S
District Court for the District of Massachusetts against us and our President and Chief Executive

Officer The lawsuits were filed on behalf of those who purchased our common stock during the period
from June 26 2008 through July 21 2009 and allege violations of Section 10b and 20a of the

Securities Exchange Act of 1934 and Rule lOb-S promulgated thereunder Each of the lawsuits is

premised upon allegations that we made materially false and misleading statements and omissions by

GENZYME CORPORATION AND SUBSIDIARIES

Notes To Consolidated Financial Statements Coætinüed

NOTE STOCKHOLDERS EQUITY Continued

Time Vesting RSU Activity

The following table contains information regarding our time vesting RSUs for the year ended

December 31 2009

Outstanding at December 31 2008

Granted

Vested and issued

Forfeited and cancelled

Outstanding at December 31 2009

Vested and expected to vest at

December 31 2009

Cumulative shares issued at December 31
2009

Weighted

Average

Grant Date

Fair Value

$65.87

$58.64

$63.18

$62.56

Weighted

Average

Remaining
Contractual

Term in years

1.89

1.53

Shares Under

Award

2985925

2352820

80123
145258

5113364

4959699

90599

Aggregate

Intrinsic Value

$250605970

1.51 $243074826
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failing to disclose instances of viral contamination at two of our manufacturing facilities and our receipt

of list of inspection observations from the FDA related to one of the facilities which detailed

observations of practices that the FDA considered to be deviations from GME The plaintiffs seek

unspecified damages and reimbursement of costs including attorneys and experts fees In November

2009 the lawsuits were consolidated and lead plaintiff appointed We intend to defend this lawsuit

vigorously

Shareholder Demand Letters

Since August 2009 we have received nine letters from shareholders demanding that our board of

directors take action on our behalf of Genzyme Corporation to remedy alleged breaches of fiduciary

duty by our directors and certain executive officers The demand letters are primarily premised on

allegations regarding our disclosures to shareholders with respect to manufacturing issues and

compliance with GMP and our processes and decisions related to manufacturing at our Allston facility

Several of the letters also assert that certain of our executive officers and directors took advantage of

their knowledge of material non-public information about Genzyme to illegally sell stock they

personally held in Genzyme Our board of directors has designated special committee of three

independent directors to oversee the investigation of the allegations made in the demand letters and to

recommend to the independent directors of the board whether any action should be instituted on

behalf of Genzyme Corporation against any officer or director The committee has retained

independent legal counsel If the independent members of our board of directors were to make

determination that it was in our best interest to institute an action against any officers or directors any

monetary recovery would be to the benefit of Genzyme Corporation The special committees

investigation is ongoing

Shareholder Derivative Actions

In December 2009 two actions were filed by shareholders derivatively for Genzymes benefit in the

U.S District Court for the District of Massachusetts against our board of directors and certain of our

executive officers after ninety day period following their respective demand letters had elapsed the

District Court Actions In January 2010 derivative action was filed in Massachusetts Superior

Court by shareholder who has not issued demand letter the January State Court Action In

February 2010 derivative action was filed in Massachusetts Superior Court by shareholder after

ninety day period following the shareholders demand letter had elapsed The derivative actions in

general are based on allegations that our directors and certain executive officers breached their

fiduciary duties by causing Genzyme to make purportedly false and misleading or inadequate

disclosures of information regarding manufacturing issues compliance with GMP ability to meet

product demand expected revenue growth and approval of Lumizyme The actions also allege that

certain of our directors and executive officers took advantage of their knowledge of material non-public

information about Genzyme to illegally sell stock they personally held in Genzyme The plaintiffs

generally seek among other things judgment in favor of Genzyme for the amount of damages

sustained by Genzyme as result of the alleged breaches of fiduciary duty disgorgement to Genzyme

of proceeds that certain of our directors and executive officers received from sales of Genzyme stock

and
all proceeds derived from their service as directors or executives of Genzyme and reimbursement

of plaintiffs costs including attorneys and experts fees The plaintiffs in the District Court Actions

have agreed to joint stipulation consolidating and staying these cases until our board of directors has

had sufficient time to exercise its duties and complete an appropriate investigation which is ongoing

We have filed motion to dismiss or in the alternative stay the January State Court Action We intend

to defend these lawsuits vigorously

166



GENZYME CORPORATION AND SUBSIDIARIES

Notes To Consolidated Financial Statements Continued

NOTE COMMITMENTS AND CONTINGENCIES Continued

Fabrazyme Patent Litigation

In October 2009 Shelbyzyme LLC filed complaint against us in the District Court for the

District of Delaware allegng infringement of patent 7011831 by making using selling and

promoting method for the treatment of Fabry disease The 831 patent which is directed to

method for treating Fabry disease was issued in March 2006 and expired in March 2009 The plaintiffs

seek damages for past infringement including treble damages for alleged willful infringement and

reimbursement of costs including attorneys fes We intend to defend this lawsuit vigorously

Other Matters

We are party to legal action brought by Kayat pending before the District Court in Nicosia

Cyprus Kayat alleges that we breached 1996 distiibution agreement under which we granted Kayat
the right to distribute melatonin tablets in the Ukraine primarily by not providing products or by

providing non-conforming products Kayat further claims that due to the alleged breach it suffered lost

profits that Kayat claims it would have received under agreements it alleges it had entered into with

subdistributors Kayat also alleges common law fraud and violations of Mass Gen 93A and

RICO Kayat filed its suit on August 2002 and trial began in Cyprus in December 2009 Kayat
seeks damages for its legal claims and for expenses it claims it has incurred including legal fees and

advertising promotion and other out-of-pocket expenses We believe we acted appropriately in all

regards including properly terminating the agreement when we decided to exit the melatonin business

and we intend to defend this lawsuit vigorously

We are not able to predict the outcome of the lawsuits and matters described above or estimate

the amount or range of any possible loss we might incur if we do not prevail in final non-appealable
determination of these matters Therefore we have not accrued any amounts in connection with the

lawsuits and matters described above

In April 2005 Church Dwight Co Inc or Church Dwight filed suit in U.S District Court

for the District of New Jersey against Abbott Laboratories or Abbott claiming that certain

over-the-counter pregnancy tests distributed by Abbott between 1999 and 2003 infringed upon patents

owned by Church Dwight During part of this period portion of the test kits distributed by Abbott

were manufactured by Wyntek Diagnostics Inc or Wyntek which had agreed to indemnify Abbott for

patent infringement related costs and damages for these products In 2002 we acquired Wyntek and

assumed the obligations under this agreement In June 2008 the court issued ruling awarding
Church Dwight approximately $29 million in damages based on jury finding of willful infringement

by Abbott and in September 2009 Abbott agreed to pay Church Dwight approximately $27 million

to settle the lawsuit In November 2009 we paid $6.0 million to Abbott for full release of any
indemnification obligations we might have had under the agreement between Wyntek and Abbott
which was recorded as charge to SGA in our consolidated statements of operations for 2009

Through June 30 2003 we had three outstanding series of common stock which we referred to as

tracking stocks Genzyme General Stock which we now refer to as Genzyme Stock Biosurgery Stock
and Molecular Oncology Stock On August 2007 we reached an agreement in principle to settle for

$64.0 million the lawsuits related to our 2003 exchange of Genzyme Stock for Biosurgery Stock We
recorded liability for the settlement payment of $64.0 million as charge to SGA in our

consolidated statements of operations for the three months ended June 30 2007 We paid the

settlement in August 2007 The court approved the settlement in October 2007 We have submitted
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claims to our insurers for reimbursement of portions of the expenses incurred in connection with these

cases the insurers have denied coverage and therefore we have not recorded receivable for any

potential recovery
from our insurers In our lawsuit against our primary insurer the court granted the

insurers motion to dismiss the suit in October 2009 We have appealed this judgment

We also are subject to other legal proceedings and claims arising in connection with our business

Although we cannot predict the outcome of these proceedings and claims we do not believe the

ultimate resolution of any of these existing matters would have material adverse effect on our

consolidated financial position or results of operations

NOTE INCOME TAXES

Our income loss before income taxes and the related income tax provisions are as follows

amounts in thousands

For the Years Ended December 31

2009 2008 2007

Income loss before income taxes

Domestic 218744

Foreign 324989
________ ________

Total 543733
_________ _________

Currently payable

Federal 135699

State 14736

Foreign ________ ________ ________

Total
________ ________ ________

Deferred

Federal

State

Foreign ________ ________

Total
________ ________ ________

Provision for income taxes

655550 753987

30012 18313

625538 735674

66709

217144

111133

23005
38427

347100

26212

26345

399657

153183

13588
28429

313136

19498

28986

361620

75
10311
19897

106139

255481

95711 195200

$121433 204457
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Our provisions for income taxes were at rates other than the U.S federal statutory tax rate for the

following reasons

For the Years Ended

December 31

2009 2008 2007

Tax provision at U.S statutory rate 35.0% 35.0% 35.0%

Domestic manufacturing benefits 4.3 2.1 0.5
Legal settlements 3.0

Audit settlements 1.3 0.5

Stock compensation 2.2 1.5 1.3

Tax credits 5.5 3.9 3.5
Foreign rate differential 3.2 1.4 2.1
Other 1.9 2J 1.0

Effective tax rate 22.3% 32.7% 34.7%

Our effective tax rate for 2009 was impacted by

non deductible stock based compensation expenses totaling $33 million

the tax benefits related to tax credits of $30.0 million and

domestic manufacturing benefits of $23.5 million

Our effective tax rate for 2008 was impacted by

non-deductible stock compensation expenses of $34.0 million in 2008 and

$5.1 million of tax benefits recorded to our income tax provision reflecting the resolution of

various issues related to the settlement of IRS audits for the tax years 2004 to 2005 In

conjunction with those settlements we reduced our tax reserves by $4.9 million and recorded

current and deferred tax benefits for the remaining portion of the settlement amounts

Our effective tax rate for 2007 was impacted by

the charge for IPRD of $106.4 million recorded in October 2007 in connection with our

acquisition of Bioenvision of which $100.3 million was deductible and taxed at rates other than

the U.S statutory income tax rate and $6.1 million was non-deductible

non-deductible stock compensation expenses of $32.0 million in 2007

non-deductible charge of $64.0 million for the settlement of the Biosurgery tracking stock suit

in August 2007 and

In addition our overall tax rate has changed significantly due to fluctuations in our income before

taxes which was $543.7 million in 2009 $625.5 million in 2008 and $735.7 million in 2007

Effective January 2007 we recognize the tax benefit from an uncertain tax position only if it is

more likely than not that the tax position will be sustained upon examination by the taxing authorities

based on the technical merits of the tax position The tax benefits recognized in our consolidated
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financial statements from such position are measured based on the largest benefit that has greater

than 50% likelihood of being realized upon ultimate resolution

As of December 31 2009 we had $41.3 million of total gross unrecognized tax benefits of which

approximately $40 million represents the amount of unrecognized tax benefits that if recognized would

favorably affect our effective income tax rate in future periods reconciliation of the beginning and

ending amount of unrecognized tax benefits is as follows amounts in thousands

Balance as of December 31 2007

Additions to tax provisions related to the current year

Additions to tax provisions related to the prior years

Reduction for tax provisions of prior years

Balance as of December 31 2008

Additions to tax provisions related to the current year

Additions to tax provisions related to prior years

Reduction for tax provisions of prior years

We continue to recognize interest and penalties related to unrecognized tax benefits which are not

significant within our provision for income taxes

The components of net deferred tax assets liabilities are described in the following table

amounts in thousands

December 31

2009 2008

Deferred tax assets

Net operating loss carryforwards 1649

Tax credits 22163

Inventory 85511

Depreciable assets 8433

Stock-based compensation 183395

Intangible amortization 133172

Reserves accruals and other 120388

Total deferred tax assets 554711

Deferred tax liabilities

Realized and unrealized capital gains losses 531 2506

Net deferred tax assets $555242 $457342

Our ability to realize the benefit of the net deferred tax assets is dependent on our generating

sufficient taxable income While it is not assured we believe that it is more likely than not that we will

Balance as of December 31 2006 36515

Additions to tax provisions related to the current year 9634

Additions to tax provisions related to the prior years 829

Reduction for tax provisions of prior years 5155

41823

8445

10029

8232

52065

6501

3403

22139

Balance as of December 31 2009 39830

49587

18831

75314

3331

133847

75051

103887

459848
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be able to realize all of our net deferred tax assets The amount we can realize however could be
reduced in the near term if estimates of future taxable income during the carryforward period are

reduced

At December 31 2009 we had for U.S income tax purposes no significant net operating loss

carryforwards and tax credit carryforwards of $22.2 million primarily for state income tax purposes
The tax credits begin expiring

after 2021

We are currently under IRS audit for the tax years 2006 and 2007 and various states and foreign

jurisdictions for various years We believe that we have provided sufficiently for all audit exposures We
reasonably expect that our unrecognized tax benefits will decrease within the next twelve months by

approximately $13 million as result of the resolution of tax examinations Settlement of these audits

or the expiration of the statute of limitations on the assessment of income taxes for any tax year will

likely result in reduction of future tax provisions Any such benefit would be recorded upon final

resolution of the audit or expiration of the applicable statute of limitations

NOTE It BENEFIT PLANS

Defined Contribution Plans

We have two defined contribution plans

the Genzyme Corporation 401k Plan which we refer to as the 401k Plan and

the Biomatrix Inc Retirement Plan which we refer to as the Biomatrix Plan

The 401k Plan was established effective January 1988 to provide long-range program of

systematic savings for eligible employees Employees of Genzyme Corporation as well as our wholly-
owned subsidiaries in the United States are eligible to participate in the 401k Plan For 2009 eligible

employees could elect through silary reduction agreements to have up to 60% or maximum of

$16500 of their eligible compensation contributed on pre-tax basis to the 401k Plan We made

bi-weekly matching contributions to the 401k Plan equal to 100% of the first 6% of the 401k Plan

participants eligible earnings that are contributed as pre-tax contributions

SGA includes the following charges related to the 401k Plan representing our matching
contributions incurred in each year

$33.8 million in 2009

$33.6 million in 2008 and

$25.0 million in 2007

Effective December 31 2000 the Biomatrix Plan was frozen and the participants in this plan
became eligible to participate in the 401k Plan

Defined Benefit Plans

We have defined benefit pension plans for certain employees in countries outside the United
States and defined benefit post retirement plan for one of our subsidiaries which has been
frozen since 1995 and is not significant These plans are funded in accordance with requirements of the

appropriate regulatory bodies governing each plan
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The following table sets forth the funded status and the amounts recognized for our defined

benefit pension plans outside the United States amounts in thousands

December 31

2009 2008

Change in benefit obligation

Projected benefit obligation beginning of year 65322 97608

Service cost 4471 6313

Interest cost 4642 5468

Plan participants contributions 2024 2073

Actuarial gaintloss 24687 21372

Foreign currency exchange rate changes 8658 23150
Benefits paid

1444 1618

Projected benefit obligation end of year $108360 65322

Change in plan assets

Fair value of plan assets beginning of year
43755 72387

Return on plan assets 10145 16155

Employer contribution 4380 4486

Plan participants
contributions 2024 2073

Foreign currency exchange rate changes 6053 17640
Benefits paid

1246 1396

Fair value of plan assets end of year 65111 43755

Funded status at end of year 43249 $21567

Amounts recognized in our consolidated balance sheets consist of amounts in thousands

December31

2009 2008

Accrued expenses 1973 1234

Other nOncurrent liabilities 41276 20333

Net amount recognized $43249 $21567

The amounts recognized in accumulated other comprehensive income lQss for our U.K Pension

Plan were amounts in thousands

For the Years Ended

December 31

2009 2008 2007

Net actuarial gains $34076 $20631 $22187

Net prior service costs

The amounts recognized or not yet recognized in accumulated other comprehensive income loss by

our other pension plans were not significant for the years ended December 31 2009 2008 or 2007 The
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estimated amounts that will be amortized from accumulated other comprehensive income loss at

December 31 2009 into net pre-tax periodic pension costs in 2010 are also not significant

The weighted average assumptions used in determining related obligations of pension benefit plans

are shown below

December 31

2009 2008

Weighted average assumptions

Discount rate 5.67% 6.42%

Rate of compensation increase 4.62% 4.12%

For the year ended December 31 2009 the discount rate used to determine the benefit obligations

for our plans was based on highly rated long-term bond indices and yield curves that match the

duration of each plans benefit obligations The bond indices and yield curve analyses include only

bonds rated Aa or higher from reputable rating agencies The discount rate represents the average of

the discount rates for each plan weighted by plan liabiiities as of December 31 2009 The discount rate

reflects the rate at which the pension benefits could be effectively settled

The weighted average assumptions used to determine the net pension expense are shown below

December 31

2009 2008 2007

Weighted average assumptions

Discount rate 6.43% 5.78% 5.12%

Rate of return on assets 7.64% 7.61% 7.67%

Rate of compensation increase 4.15% 4.81% 4.44%

The components of net pension expense are as follows amounts in thousands

December 31

2009 2008 2007

Service cost 4471 6313 6436
Interest cost 4642 5468 5063
Expected return on plan assets 4034 5607 3411
Amortization and deferral of actuarial gain loss 761 827 456
Net pension expense 5840 7001 7632

The projected benefit obligation accumulated benefit obligation and fair value of plan assets for

pension plans with accumulated benefit obligations in excess of plan assets are as follows amounts in

thousands

December 31

2009 2008

Projected benefit obligation $108360 $65322
Accumulated benefit obligation 99079 56462
Fair value of plan assets 65111 43755
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In December 2009 we adopted the provisions of new guidance related to expanded disclosure

requirements for assets held in employers defined benefit pensions or other post
retirement plans

including employers investment strategies major categories of plan assets concentrations of risk within

plan assets and the valuation techniques used to measure fair value of plan assets

At December 31 2009 and 2008 plan assets for our foreign defined pension benefit plans consist

primarily of the assets of our U.K Pension Plan All of the U.K Pension Plan assets are invested in

nine mutual funds which are designated as Level investments as of December 31 2009 Defined

pension benefit plan assets for our other foreign subsidiaries as of December 31 2009 and 2008 were

not significant

The investment objective of our U.K Pension Plan is to maximize the overall return from

investment income and capital appreciation without resorting to high risk investment strategy The

plan
has no employer-related investments Our U.K Pension Plan retains professional

investment

managers that invest plan assets primarily in equity securities bonds property and cash and other

investments which is consistent with the plans liability profile

The U.K Pension Plans benchmark allocation strategy is 55% U.K equities 20% Overseas

equities 15% bonds and 10% real estate

The actual weighted average asset allocations for our U.K Pension Plan are as follows

December 31

2009 2008

U.K equity securities 56% 56%

Other overseas equity securities 21% 25%

Bonds 11%

Real estate 8% 4%

Other 6% 4%

Total

The assumption made for the expected return on assets is based on the benchmark allocation

strategy for our U.K Pension Plan Returns for individual asset categories are derived from market

yields at the effective date together with in the case of equity-type assets allowance for the additional

future return expected from such assets compared to fixed interest investments

Contributions

We expect to contribute approximately $9 million to our U.K Pension Plan in 2010
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Estimated Future Benefit Payments

We expect to pay the following benefit payments for our defined pension benefit plans outside the

United States which reflect expected future service as appropriate amounts in thousands

Estimated
Future Benefit

Payments

2010 2045
2011 1908
2012 2176
2013 2388
2014 2855
2015-2019 20987

Total $32359

NOTE SEGMENT INFORMATION

We present segment information in manner consistent with the method we use to report this

information to our management In the fourth quarter of 2008 we changed our segment reporting

structure to better reflect the way we manage and measure the performance of our businesses Under
the new reporting structure we are organized into four reporting segments as described above in

Note Summary of Significant Accounting PoliciesDescription of Business to these consolidated

financial statements In addition we now aggregate our HematologiŒ Oncology reporting segment and

MS business unit under the caption Hematologic Oncology The activities of our MS reporting unit

were formerly reported under the caption Other We have revised our 2008 and 2007 segment
disclosures to conform to our 2009 presentation
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We have provided information concerning the operations of these reportable segments in the

following tables amounts in thousands

For the Years Ended December 31

2009 2008 2007

Revenues

Genetic Diseases13 $1774544 $2226692 $1767538

Cardiometabolic and Renal 1011338 956183 833268

Biosurgery 561815 491100 426647

Hematologic Oncoiogy2 300434 139047 88528

Other 865396 790756 695923

Corporate 1998 1261 1615

Total $4515525 $4605039 $3813519

Depreciation and amortization expense

Genetic Diseases 54512 46683 40379

Cardiometabolic and Renal 84487 83309 83454

Biosurgery 87007 76327 71512

Hematologic Oncology2 78491 42708 23728

Other 63966 59347 60803

Corporate 87901 66290 58320

Total 456364 374664 338196

Equity in income loss of equity method investments

GenetiŒ Diseases 300 30110

Cardiometabolic and Renal 115 852

Biosurgery

Hematologic Oncology 21101
Other 45
Corporate

16 714

Total 201 7398

Income loss before income taxes

Genetic Diseases13 899940 $1339073 $1177477

Cardiometabolic and Renal4 435154 138923 280345

Biosurgery 149062 99553 60082

Hematologic Oncology2 214752 143717 223322

Other56 97377 86787 29766

Corporate7 823048 721507 588674

Total 543733 625538 735674

Effective January 2008 instead of sharing all costs and profits of Aldurazyme equally we began

to record all sales of Aldurazyme and began paying BioMarin tiered payment ranging from
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approximately 39.5% to 50% of worldwide net product sales of Aldurazyme Revenue for our

Genetic Diseases reporting segment includes Aldurazyme revenue of $155.1 million for 2009 and

$151.7 million for 2008

The results of operations of acquired companies are included in segment results beginning on the

date of acquisition.Significant acquisitions impacting our Hematologic Oncology segment results

above are

Acquisition Date Acquired

Acquisition frOm Bayer May 29 2009

Bioenvision October 23 2007

Includes

$65.6 million of contingent consideration expenses recorded in 2009 related to the increase in

fair value of the contingent consideration obligations recorded as result of our acquisition from

Bayer and

$125.5 million of IPRD charges recorded in 2007 related to our acquisition of Bioenvision

Includes

the impact of supply constraints for Cerezyme and Fabrazyme due to the temporary suspension
of production at our Aliston facility in June 2009

charge of $100.0 million recorded in July 2008 as nonrefundable upfront license fee payment
to PTC related to our collabor4tion agreement to develop and commercialize ataluren for the

treatment of genetic diseases caused by nonsense mutations including DMD CF and

hemophilia and

charge of $25.0 million recorded in June 2007 for an upfront payment made to Ceregene in

connection with collaboration agreement for the development and commercialization of

cERE-120 gene therapy product for the treatment of Parkinsons disease.

Includes charge of $175.0 million recorded in June 2008 and charge of $69.9 million recorded

in February 2008 as license fee payments to Isis for exclusive worldwide rights to mipomersen

Includes charges of $130.0 million recorded in October 2008 for amounts accrued or paid to Osiris

for nonrefundable upfront license fees related to our collaboration to develop and commercialize

.Prochymal and Chondrogen

Includes charge of $18.2 million recorded to research and development expense in our
consolidated statements of operations in January 2009 for intellectual property we acquired from

EXACT Sciences

Loss before income taxes for Corporate includes our corporate general and administrative and

corporate science activities all of the stock-based compensation expenses as well as net gains on
investments in equity securities interest income interest expense and other income and expense
items that we do not specifically allocate to particular reporting segment Loss before income

taxes for Corporate includes charge of $64.0 million in 2007 for the settlement of the litigation

related to the consolidation of our former tracking stocks
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Genetic Diseases2

Cardiometabolic and Renal

Biosurgery

Hematologic Oncology3

Other4

Corporate34

December 31

2009 2008 2007

$1494263

1289965

509064

1950425

900790

3916217

Total $10060724

Inventory

Deve1opd technology

IPRD

Total
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Segment Assets

We provide information concerning the assets of our reportable segments in the following table

amounts in thousands

$1520586

1366970

497813

1024674

773058

3488175

$8671276

$1147256

1523296

48L39

1052346

727727

3405511

$8314375

Assets for our four reporting segments and Other include primarily accounts receivable inventory

and certain fixed and intangible assets including goodwill

Effective January .2008 in connection with the restructuring of BioMarin/Genzyme LLC we

licensed certain rights to commercialize Aldurazyme from the Joint venture and began

consolidating the results of the joint venture at fair value As of December 31 2009 other

intangible assets net includes $240.2 million for the fair value of the joint ventures manufacturing

and commercialization rights to Aldurazyme offset by $24.O million of related amortization

Other noncurrent liabilities as of December 31 2009 includes $216.2 million of additional net

liabilities related to the fair value of these rights

In May 2009 we acquired the worldwide rights to the oncology products Campath Fiudara and

Leukine and alemtuzumab for MS from Bayer for $42.4 million of cash net of refundable

deposits and $964.1 million of contingent consideration obligations Total asSets for the acquisition

as of May 29 2009 the date of acquisition include amounts in millions

Amount Business Segment

136.4 Hematologic Oncology

261.4 Hematoiogic Oncology

632.9 Hematologic Oncology

$1030.7
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Notes To Consolidated Financial Statements Continued

NOTE SEGMENT INFORMATION Continued

In October 2007 we acquired Bioenvision for net consideration of $304.7 million Total assets for

the acquisition as of October 23 2007 the date of acquisition include amounts in millions

Amount

Cash and cash equivalents 45.2

Goodwill and other intangible assets 257.7

Other tangible assets 13.0

Total $315.9

Cash cash equivalents short- and long-term investments in

debt securities $1049700 973691

Deferred tax assets net 555242 457342

Property plant equipment net 1787054 1524442
Investments in

equity securities 74438 83325
Other 449783 449375

Total $3916217 $3488175

Geographic Information

We operate in the healthcare industry and we manufacture and market our products primarily in

the United States and Europe Our principal manufacturing facilities are located in the United States

Business Segment

Corporate

Hematologic Oncology

Hematologic Oncology

Includes the assets related to our corporate general and administrative operations and corporate

science activities that we do not allocate to particular segment including cash cash equivalents

short- and long-term investments in debt securities net property plant and equipment and

deferred tax assets

Segment assets for Corporate consist of the following amounts in thousands

December 31

2009 2008 2007

$1460394

260005

1240992

89181

P354939

$3405511
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NOTE SEGMENT INFORMATION Continued

England Republic of Ireland France and Belgium The following tables contain certain financial

information by geographic area amounts in thousands

Revenues

United States

Europe

Other

Long-lived assets

United States

Europe

Other

Total

Total revenues

Gross profit1

Net income2
Net income per

share

Basic

Diluted

1st Quarter 2nd Quarter 3rd Quarter 4th Quarter

2009 2009 2009 2009

Amounts in thousands except per share amounts

$1148871 $1228510 $1057514 $1080630

842931 870595 696715 698866

195486 187574 15995 23245

For the Years Ended December 31

2009 2008 2007

Total

$2375523

1388415

751587

4D

$2259086

1587318

758635

$1996764

1238360

578395

December 31

2009 2008

$1646588

1350139

23928

$3020655

$1374708

1099916

11429

$2486053

2007

$1067918

1044901

11644

$2124463

Our results of operations are dependent on sales of Cerezyme Sales of this product represented

18% of our total revenue in 2009 27% of our total revenue in 2008 and 30% of our total revenue in

2007 We manufacture Cerezyme at our Allston facility and perform certain fill-finish activities at our

facility in Waterford Ireland We sell this product directly to physicians hospitals
and treatment centers

as well as through unaffiliated distributors Distributor sales of Cerezyme represented 15% of

Cerezyme revenue in 2009 15% in 2008 and 17% in 2007 We believe that our credit risk associated

with trade receivables is mitigated as result of the fact that this product is sold to large number of

customers over broad geographic area

Sales of RenagellRenveia including sales of bulk sevelamer represented 16% of our total revenue

in 2009 14% of our total revenue in 2008 and 16% of total revenue in 2007 substantial portion of

the sales of Renagel/Renvela are to wholesale distributors

NOTE QUARTERLY RESULTS Unaudited

0.72

0.70

0.69 0.06 0.09

0.68 0.06 0.09
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1st Quarter 2nd Quarter 3rd Quarter 4th Quarter
2008 2008 2008 2008

Amounts in thousands except per share amounts

Total revenues $1100061 $1171134 $1160284 $1173560
Gross profit3 819819 862093 865674 866850
Net income4 145271 69564 119596 86650
Net income per share

Basic 0.54 0.26 0.44 0.32

Diluted 0.52 0.25 0.42 0.31

Includes

for the first
quarter of 2009 $9.2 million

pre-tax charge $7.2 million after tax for the write

off of Myozyme inventory costs related to incomplete production runs at our Belgium facility

for the second quarter of 2009 $24.1 million pre-tax charge $17.9 million after tax for the

initial costs related to the remediation of our Aliston facility and the write off of the Cerezyme

work-in-process material

for the third quarter of 2009 $23.7 million pre-tax charge $19.5 million after tax for costs

related to the remediation of our Allston facility and

for the fourth quarter of 2009 $20 million
pre tax charge $15 million after tax for

manufacturing-related costs including $10.1 million related to the remediation of our Allston

facility and approximately $11 million of other manufacturing-related charges

Includes

for the first quarter of 2009 an $18.2 million pre-tax charge $11.6 million after tax for the

acquisition of intellectual property from EXACT Sciences

for the second
quarter of 2009 $24.2 pre-tax gain $17.6 million after tax on acquisition of

business related to our acquisition from Bayer and

for the third
quarter of 2009 $7.0 million

pre-tax charge $5.4 million after tax for the

acquisition of intellectual property from Targeted Genetics

Includes

for the fourth quarter of 2008 an $18.1 million pre-tax charge $13.4 million after tax for the

write off of inventory associated with terminated production runs and validation costs associated

with our Belgium facility that were incorrectly capitalized from January to September 2008

Includes

for the first quarter of 2008 $69.9 million pre-tax charge $56.5 million after tax for license

fee we paid to Isis

for the second quarter of 2008 $175.0 million pre-tax charge $141.3 million after tax for an

additional license fee paid to Isis
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NOTE QUARTERLY RESULTS Unaudited Continued

for the third quarter of 2008 $100.0 million pre-tax charge $91.3 million after tax for

license fee we paid to PTC and $14.3 million of pre-tax charges $10.6 million after tax for net

losses on investments in equity securities and

for the fourth quarter of 2008 $130.0 million pre-tax charge $82.5 million after tax for

amounts accrued and paid to Osiris for license fee and $16.0 million pre-tax charge

$11.1 million after tax for the license or purchase of certain intellectual property and

technology relating to transactions with two third parties

NOTE VALUATION ANI QUALIFYING ACCOUNTS

The following table provides information about our valuation and qualifying accounts for the years

ended December 31 2009 2008 and 2007

Additions

Balance at Charged to Charged to Balance at

Beginning Costs and Other End of

Description of Period Expenses Accounts Deductions Period

Year ended December 31 2009

Accounts receivable allowances 40375000 $18705000 58152000 47338000 69894000

Rebates $132905000 $235671000 $234574000 $134002000

Year ended December 31 2008

Accounts receivable allowances 40287000 $12933000 $14071000 26916000 40375000

Rebates 90437000 $203333000 $160865000 $132905000

Year ended December 31 2007

Accounts receivable allowances 52563000 9664000 $10964000 32904000 40287000

Rebates 62166000 $149967000 $121696000 90437000
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Item Changes in and Disagreements with Accountants on Accounting and Financial Disclosure

None

Item 9A Controls and Procedures

Evaluation of Disclosure Controls and Procedures

As of December 31 2009 we evaluated with the participation of our Chief Executive Officer and
Chief Financial Officer the effectiveness of our disclosure controls and procedures as defined in

Rules 13a-15e and 15d-15e under the Securities Exchange Act of 1934 as amended the Exchange
Act Based on that evaluation our Chief Executive Officer and Chief Financial Officer concluded

that our disclosure controls and procedures were effective as of December 31 2009

Managements Annual Report on Internal Control Over Financial Reporting

Our management is responsible for establishing and maintaining adequate internal control over

our financial reporting Internal control over financial reporting is defined in Rules 13a-15f and

lSd-15f under the Exchange Act as the process designed by or under the supervision of our Chief

Executive Officer and Chief Financial Officer and effected by our board of directors management and

other personnel to provide reasonable assurance regarding the reliability of our financial reporting and

the preparation of our financial statements for external purposes in accordance with
generally accepted

accounting principles and includes those policies and procedures that

pertain to the maintenance of records that in reasonable detail accurately and fairly reflect

the transactions and dispositions of assets

provide reasonable assurance that transactions are recorded as necessary to permit

preparation of financial statements in accordance with generally accepted accounting

principles and that receipts and expenditures are being made only in accordance with the

authorizations of management and directors and

provide reasonable assurance regarding the prevention or timely detection of unauthorized

acquisition use or disposition of assets that could have material effect on our financial

statements

Under the supervision and with the participation of our management including our Chief

Executive Officer and Chief Financial Officer we conducted an evaluation of the effectiveness of our
internal control over financial reporting based on the framework provided in Internal Control

Integrated Framework issued by the Committee of Sponsoring Organizations of the Treadway
Commission Based on this evaluation our management concluded that our internal control over

financial reporting was effective as of December 31 2009

We have excluded the acquisition of the commercial and development rights we received from

Bayer from our assessment of internal controls over financial
reporting as of December 31 2009

because we acquired these rights in purchase business combination during 2009 The rights acquired
from Bayer are component of our Hematologic Oncology reporting segment Total inventories and

total revenues related to these rights represent 8% and 3% respectively of our consolidated

inventories and our consolidated revenues as of December 31 2009

The effectiveness of our internal controls over financial
reporting as of December 31 2009 has

been audited by PricewaterhouseCoopers LLF an independent registered public accounting firm as

stated in their report set forth under the heading Report of Independent Registered Public

Accounting Firmwhich is included in Part II Item of this Form 10-K
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Changes in Internal Control Over Financial Reporting

There were no changes in our internal control over financial reporting that occurred during the

quarter ended December 31 2009 that have materially affected or are reasonably likely to materially

affect our internal control over financial reporting

Item 9B Other Information

None
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PART III

Item 10 Directors Executive Officers and Corporate Governance

We have adopted Corporate Code of Conduct which applies to our directors and all of our

employees including our principal executive officer principal financial officer principal accounting
officer and controller copy of our Code of Conduct is posted on our website www.genzyme.com
under the Corporate GovernanceOur Commitment section of the site We intend to make all

required disclosures concerning amendments to or waivers from this code in the Corporate
Governance section of our website Information contained on our website is not part of this document

or the documents incorporated by reference into this document

Certain information regarding our executive officers is set forth at the end of Part of this

Form 10-K under the heading Executive Officers of the Registrant The other information required

by this item is incorporated by reference from our Proxy Statement for our 2010 Annual Meeting of

Shareholders

Item 11 Executive Compensation

The information required by this item is incorporated by reference from our Proxy Statement for

our 2010 Annual Meeting of Shareholders

Item 12 Security Ownership of Certain Beneficial Owners and Management and Related Stockholder

Matters

The information required by this item is incorporated by reference from our Proxy Statement for

our 2010 Annual Meeting of Shareholders

Item 13 Certain Relationships and Related Transactions and Director Independence

The information required by this item is incorporated by reference from our Proxy Statement for

our 2010 Annual Meeting of Shareholders

Item 14 Principal Accounting Fees and Services

The information required by this item is incorporated by reference from our Proxy Statement for

our 2010 Annual Meeting of Shareholders
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PART 1V

Item 15 Exhibits Financial Statement Schedules

Financial Statements

We are incorporating the following financial statements and related notes of Genzyme

Corporation and Subsidiaries into this section by reference from Part II Item Financial Statements

and Supplementary Data of this Form 10-K

Page

Report of Independent Registered Public Accounting Firm 115

Consolidated Statements of Operations and Comprehensive Income for the Years Ended

December 31 2009 2008 and 2007 117

Consolidated Balance Sheets as of December 31 2009 and 2008 118

Consolidated Statements of Cash Flows for the Years Ended December 31 2009 2008 and

2007
119

Consolidated Statements of Stockholders Equity for the Years Ended December 31 2009 2008

and 2007
121

Notes to Consolidated Financial Statements 122

Financial Statement Schedules

Schedules are omitted because they are not applicable or not required or because the information

is included in our consolidated financial statements or notes thereto

Exhibits

EXHIBIT NO DESCRIPTION

3.1 Restated Articles of Organization of Genzyme as amended Filed as Exhibit 3.1 to

Genzymes Form 10-Q for the quarter ended June 30 2006

3.2 By-laws of Genzyme as amended Filed as Exhibit 3.1 to Genzymes Form 8-K filed

May 25 2007

10.1 Lease dated April 30 1990 for 64 Sidney Street Cambridge Massachusetts between

BioSurface Technology Inc and Forest City 64 Sidney Street Inc Filed as Exhibit 10.22

to BioSurfaces Registration Statement on Form 5-1 File No 33-55874

10.1.1 Amendment to Lease dated September 11 1995 to the Lease Agreement dated

April 30 1990 by and between Forest City 64 Sidney Street Inc and Genzyme Filed as

Exhibit 10.1.1 to Genzymes Form 10-K for 2003

10.1.2 Second Amendment to Lease dated March 1996 to the Lease Agreement dated

April 30 1990 by and between Forest City 64 Sidney Street Inc and Genzyme Filed as

Exhibit 10.1.2 to Genzymes Form 10-K for 2003

10.1.3 Letter Amendment dated December 30 1999 to the Lease Agreement dated April 30

1990 by and between Forest City 64 Sidney Street Inc and Genzyme Filed as

Exhibit 10.1.3 to Genzymes Form 10-K for 2003
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EXHIBIT NO DESCRIPTION

10.1.4 Fourth Amendment to Lease dated March 23 2001 to the Lease Agreement dated

April 30 1990 by and between Forest City 64 Sidney Street Inc and Genzyme Filed as

Exhibit 10.1.4to Genzymes Form 10-K for 2003

10.1.5 Lease Agreement dated November 30 2005 by and between Forest City 64 Sidney
Street Inc and Genzyme Filed as Exhibit 10.1.5 to Genzymes Form 10-K for 2006

10 Lease dated June 1992 for land at Allston Landing Allston Massachusetts between

Allston Landing Limited Partnership and the Massachusetts Turnpike Authority Filed as

Exhibit 10.9 to Genzymes Form 10-K for 1993

10.2.1 First Amendment to Lease dated July 26 1995 to Lease dated June 1992 between

Ailston Landing Limited Partnership and the Massachusetts Turnpike Authority Filed as

Exhibit 10.1 to Genzymes Form 10-0 for the quarter ended June 30 2005

10.2.2 Second Amendment to Lease dated December 22 1997 to Lease dated June 1992
between Allston Landing Limited Partnership and the Massachusetts Turnpike Authority
Filed as Exhibit 10.2 to Genzymes Form 10-Q for the quarter ended June 30 2005

10.3 Commercial Lease dated December 24 1998 by and between Aventis Pasteur SA and

Imtix-SangStat S.A.S for Building CS located at Marcy LEtoile Lyon France Filed as

Exhibit 10.4 to Genzymes Form 10-K for 2003

10.3.1 Amendment to Commercial Lease dated September 30 2000 to the Lease dated

December 24 1998 by and between Aventis Pasteur SA and Imtix-SângStat S.A.S Filed

as Exhibit 10.4.1 to Genzymes Form 10-K for 2003

10.4 Lease dated August 28 2000 for Building Cambridge Research Park Cambridge
Massachusetts between Genzyme and Kendall Square LLC Filed as Exhibit 10.4 to

Genzymes Form 10-K for 2005

10.4.1 First Amendment to Lease dated August 2003 to the Lease dated August 28 2000 by
and between Genzyme and Kendall Square LLC Filed as Exhibit 10.5.1 to Genzymes
Form 10-K for 2004

105 Underlease of 50 Gibson Drive Kings Hill Business Park West Mailing Kent
dated January 19 2001 by and among Genzyme Limited Liberty Property Limited

Partnership and Kings Hill Estate Management Company Limited Filed as Exhibit 10.1

to Genzymes Form 10-Q for the quarter ended September 30 2005

10.5.1 Deed of Variation of Underlease dated January 19 2001 and Agreement for Lease each

dated August 22 2005 by and between Genzyme Limited and Kent City Council

successors to Liberty Property Limited Partnership Filed as Exhibit 10.2 to Genzymes
Form 10-Q for the quarter ended September 30 2005

10.6 Lease dated September 1990 for the land located at the Industrial Development

Authority Industrial Park County Waterford Ireland comprised in folio 4917 3241F

County Waterford by and between the Industrial Development Authority and Bausch
Lomb Ireland Filed as Exhibit 10.2 to Genzymes Form 10-0 for the quarter ended

September 30 2001

10.7 Contract for Sale dated June 25 2001 for the premises located at the Industrial

Development Authority Industrial Park County Waterford Ireland comprised in folio

4141L County Waterford by and between Luxottica Ireland Limited and Genzyme
Ireland Limited f/k/a Gosfend Limited Filed as Exhibit 10.1 to Genzymes Form 10-0
for the quarter ended September 30 2001
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EXHIBIT NO DESCRIPTION

10.8 Deed of Transfer dated July 2001 between Luxottica Ireland Limited and Genzyme

Ireland Limited related to the Lease dated September 1990 for the premises located

at the Industrial Development Authority Industrial Park County Waterford Ireland

comprised in folio 4141L County Waterford Filed as Exhibit 10.3 to Genzymes

Form 10-Q for the quarter
ended September 30 2001

10.9 Contract for Sale dated August 2001 for the land located at the Industrial

Development Authority Industrial Park County Waterford Ireland comprised in folio

4917 County Waterford by and between the Industrial Development Authority and

Genzyme Ireland Limited Filed as Exhibit 10.4 to Geniymes Form 10-Q for the quarter

ended September 30 2001

10.10 Lease dated August 24 2001 for the land located at the Industrial Development

Authority Industrial Park County Waterford Ireland comprised in folio 4917 County

Waterford by the Tndustrial Development Authority and Genzyme Ireland Limited Filed

as Exhibit 10.5 to Genzymes Form 10-0 for the quarter ended September 30 2001

10.11 1997 Equity Incentive Plan as amended Filed as Exhibit 10.12 to Genzymes Form 10-K

for 2006

10.12 1998 Director Stock Option Plan as amended Filed as Exhibit 10.2 to Genzymes

Form 10-0 for the quarter ended June 30 2006

10.12.1 Form of Non-Statutory Stock Option for grants under Genzymes 1998 Director Stock

Option Plan Filed as Exhibit 10.5 to Genzymes Form 10-0 for the quarter ended

June 30 2005

10.12.2 2007 Director Equity Plan as amended Filed as Exhibit 10.1 to Genzymes Form 10-0

for the quarter
ended September 30 2009

10.12.3 Form of Non-Statutory Stock Option Agreement for grants under Genzymes 2007

Director Equity Plan Filed as Exhibit 10.3 to Genzymes Form 10-0 for the quarter

ended June 30 2008

10.12.4 Form of Restricted Stock Unit Award Agreement for grants under Genzymes 2007

Director Equity Plan Filed as Exhibit 10 to Genzyme Form 10 for the quarter

ended June 30 2008

10.13 2001 Equity Incentive Plan as amended Filed as Exhibit 10.14 to Genzymes 10-K for

2006

10.13.1 Forms of Non-Statutory Stock Option Agreement for grants to executive officers under

Genzymes 2001 Equity Incentive Plan Filed as Exhibit 10.5 to Genzymes Form 10-0

for the quarter
ended June 30 2008

10.13.2 Forms of Incentive Stock Option Agreement for grants to executive officers under

Genzymes 2001 Equity Incentive Plan Filed as Exhibit 10.6 to Genzymes Form 10-0

for the quarter ended June 30 2008

10.14 2004 Equity Incentive Plan as amended Filed as Appendix to Genzymes Proxy

Statement on Schedule 14A filed April 13 2009 for the 2009 Annual Meeting of

Shareholders

10.14.1 Forms of Incentive Stock Option Agreement for grants to executive officers under

Genzymes 2004 Equity Incentive Plan Filed as Exhibit 10.14.1 to Genzymes Form 10-K

for 2008
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10.14.2 Forms of Nonstatutory Stock Option Agreement for grants to executive officers under

Genzymes 2004 Equity Incentive Plan Filed as Exhibit 10.14.2 to Genzymes Form 10-K

for 2008

10.14.3 Forms of Restricted Stock Unit Award Agreement for grants to executive officers under

Genzymes 2004 Equity Incentive Plan Filed as Exhibit 10.3 to Genzymes Form 10-Q
for the quarter ended March 31 2008

10.15 Genzyme 2010 Senior Executive Long-Term Incentive Program Described in Genzymes
Form 8-K filed January 28 2010

10 16 1996 Directors Deferred Compensation Plan as amended Filed as Exhibit 10 16 to

Genzymes Form 10-K for 2008

10.17 Amended and Restated Executive Employment Agreement effective as of December 31
2008 between Genzyme Corporation and Henri Termeer Filed as Exhibit 10 to

Genzymes Form 8-K filed December 2008

10.18 Amended and Restated Executive Employment Agreement effective as of December 31
2008 between Genzyme Corporation and Peter Wirth Filed as Exhibit 10 to Genzyme
Form 8-K filed December 2008

10.19 Form of Indemnification Agreement between Genzyme and its executive officers Filed as

Exhibit 10 to Genzymes Form 10 for the quarter ended September 30 2004

10.20 Form of Severance Agreement between Genzyme and its executive officers Filed as

Exhibit 10.2 to Genzymes Form 10-0 for the quarter ended September 30 2007

10.21 Genzyme Senior Executive Annual Cash Incentive Program Filed as Exhibit 10.1 to

Genzymes Form 8-K filed December 2008

10.21.1 Genzyme 2010 Senior Executive Annual Cash Incentive Program Described in

Genzymes Form 8-K filed January 28 2010

10.22 Amended and Restated Collaboration Agreement effective as of January 2008 among
Genzyme BioMarin and BioMarin/Genzyme LLC Filed as Exhibit 10.1 to Genzymes
Form 10-0 for the quarter ended March 31 2008

10.22.1 Manufacturing Marketing and Sales Agreement among Genzyme BioMarin and

BioMarin/Genzyme LLC effective as of January 2008 Filed as Exhibit 10.2 to

Genzymes Form 10-0 for the quarter ended March 31 2008

10.23 Supply Agreement dated January 24 2006 by and between Cambrex Charles City Inc

and Genzyme Filed as Exhibit 10.1 to Genzymes Form 10-0 for the quarter ended

September 30 2006

10.24 Contract Manufacturing Agreement dated September 14 2001 as amended between

GelTex and The Dow Chemical Company Filed as Exhibit 10.35 to Genzymes
Form 10-K for 2002

10.24.1 Second Amendment dated October 2002 to Contract Manufacturing Agreement
dated September 14 2001 between GelTex and The Dow Chemical Company Filed as

Exhibit 10.34.1 to Genzymes Form 10-K for 2003

10.24.2 Third Amendment dated December 2003 to Contract Manufacturing Agreement
dated September 14 2001 between GelTex and The Dow Chemical Company Filed as

Exhibit 10.34.2 to Genzymes Form 10-K for 2003
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10.24.3 Fourth Amendment dated July 2004 to Contract Manufacturing Agreement dated

September 14 2001 between GelTex and The Dow Chemical Company Filed as

Exhibit 10.29.3 to Genzymes Form 10-K for 2004

10.24.4 Amended and Restated Contract Manufacturing Agreement signed as of December 15

2006 between Genzyme as successor to GelTex and The Dow Chemical Company

Filed with Genzymes Form 8-K filed on December 21 2006

10.25 Credit Agreement dated July 14 2006 among Genzyme and those of its subsidiaries

party thereto the lenders listed therein JPMorgan Chase Bank N.A as administrative

agent Bank of America N.A as syndication agent ABN AMRO Bank N.V Citizens

Bank of Massachusetts and Wachovia Bank National Association as co-documentation

agents Filed with Genzymes Form 8-K filed on July 19 2006

10 26 North American Termination and Transition Agreement dated November 2004 by and

between Genzyme and Wyeth Filed as Exhibit 10.31 to Genzymes Form 10-K for

2004

10.27 Purchase and Supply Agreement effective as of January 2005 by and between

Genzyme and Invitrogeæ Corporation Filed as Exhibit 10.3 to Genzymes Form 10-Q for

the quarter
ended June 30 2005

10 27 Amendment No effective as of January 2007 to Purchase and Supply Agreement

effective as of January 2005 by and between Genzyme and Invitrogen Corporation

Filed as Exhibit 10.1 to Genzymes Form 10-0 for the quarter
ended June 30 2007

10.27.2 Amended and Restated Contract Purchase and Supply Agreement between Invitrogen

Corporation and Genzyme effective December 31 2007 Filed as Exhibit 10.1 to

Genzymes Form 10-0 for the quarter ended September 30 2007

10.28 License and Co-Development Agreement between Genzyme and Isis

Pharmaceuticals Inc dated June 24 2008 Filed as Exhibit 10.7 to Genzymes Form 10-Q

for the quarter ended June 30 2008

10.29 Technology Transfer and Supply Agreement between Genzyme and Hospira

Worldwide Inc effective December 31 2009 Filed herewith

10.30 Agreement dated January 2010between Genzyrne Relational Investors LLCRalph

Whitworth and the other parties
identified therein Filed as Exhibit 99.1to Genzymes

Form 8-K filed on January 2010

21 Subsidiaries of Genzyme Filed herewith

23 Consent of PricewaterhouseCoopers LLE Filed herewith

31.1 Certification of the Chief Executive Officer pursuant to section 302 of the Sarbanes

Oxley Act of 2002 Filed herewith

31.2 Certification of the Chief Financial Officer pursuant to section 302 of the Sarbanes-Oxley

Act of 2002 Filed herewith

32.1 Certification of the Chief Executive Officer pursuant to section 906 of the Sarbanes

Oxley Act of 2002 Furnished herewith

32.2 Certification of the Chief Financial Officer pursuant to section 906 of the Sarbanes-Oxley

Act of 2002 Furnished herewith
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EXHIBIT NO DESCRIPTION

99 Financial statements and notes thereto of BioMarin/Genzyme LLC for the year ended
December 31 2007 Filed herewith

101.INS XBRL Instance Document Furnished herewith

101.SCH XBRL Taxonomy Extension Schema Furnished herewith

101.CAL XBRL Extension Calculation Linkbase Furnished herewith

101.DEF XBRL Taxonomy Extension Definition Linkbase Document Furnished herewith

101.LAB XBRL Taxonomy Extension Label Linkbase Furnished herewith

1O1.PRE XBRL Taxonomy Extension Presentation Linkbase Furnished herewith

Indicates exhibit
previously filed with the SEC and incorporated herein by reference Exhibits filed

with Forms 10-K 10-0 8-K 8-A or Schedule 14A of Genzyme Corporation were filed under
Commission File No 0-14680

Confidential treatment has been requested or granted for the deleted portions of Exhibits 10.22

through 10.24.4 and 10.26 through 10.29

EXECUTIVE COMPENSATION PLANS AND ARRANGEMENTS

Exhibits 10.11 through 10.21.1 above are management contracts or compensatory arrangements in
which our executive officers or directors participate
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SIGNATURES

Pursuant to the requirements of Section 13 or 15d of the Securities Exchange Act of 1934 the

Registrant
has duly caused this report to be signed on its behalf by the undersigned thereunto duly

authorized

GENZYME CORPORATION

Dated February 26 2010 By Is MICHAEL WYzGA

Michael Wyzga
Executive Vice President Finance And Chief

Financial Officer

Pursuant to the requirements of the Securities Exchange Act of 1934 this report has been signed

below- by the following persons on behalf of the Registrant
and in the capacities and on the date

indicated

Name Title Date

Is HENRI TERMEER DIrector and Principal Executive
February 26 2010

Henri Termeer Officer

Is MIcHAEL WYzGA
Principal Financial Officer February 26 2010

Michael Wyzga

Is JASON AMELLO Corporate Controller and Principal
February 26 2010

Jason Amello Accounting Officer

Is DOUGLAS BERTHIAUME
Director February 26 2010

Douglas Berthiaume

Is GAIL B0uDREAUX
Director February 26 2010

Gail Boudreaux

Is RoBERT CARPENTER
Director February 26 2010

Robert Carpenter

Is CHARLES C0ONEY
Director February 26 2010

Charles Cooney
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Name Title Date

Is VICTOR DzAu
Director

Victor Dzau February 26 2010

Is CONNIE MACK III

Director
Connie Mack February 26 2010

Is RICHARD SYR0N
Director

Richard Syron
February 26 2010

/s RoBERT BERTOLINI

Director
Robert Bertolini

February 26 2010
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GENL ML 2009

Beyond Mozobil we continued to execute our strategy for

expanding our presence in oncology where we see large

opportunity to contribute given the need for new medicines

the well-defined disease areas and the increasingly

personalized approaches to treatment that combine

therapeutics and diagnostics Our revenue growth in 2009

reflects the integration of Fludara and Leukine two oncology

products acquired from Bayer as well as Campath revenue

which we now record

Renvela was launched in the EU for patients with chronic

kidney disease in June helping to bolster stable profitable

sevelamer franchise

This productivity demonstrates the impact of our long-term

strategy to build the company both through acquisitions and

internal research and development Our acquisition of U.S

marketing rights to Synvisc from Wyeth 2005 and our

subsequent investment in the products cfnical development

led to the launch of Synvisc-One Our acquisition of AnorMed

in 2006 brought us Mozobil and we are building our oncology

franchise on products acquired from hex Oncology such as

Clolar These newer products are strengthening and diversifying

portfolio based on internally developed treaLments ncluding

Cerezyme Fabrazyme and Myozyme

Building Trust with Patients and Physicians

We are making investments across all areas of our Genetic

Diseases business to maintain our leadership in this field

These investments include expanding our sales force to provide

greater support to our customers building our product pipeline

so that we can continue to advance innovative treatment

alternatives and adding manufacturing capacity to ensure

reliable product supply

We were deeply encouraged that more than 85 percent of

Gaucher patients restarted Cerezyme treatment immediately

after we reintroduced the product at the beginning of this year

We are resupplying Cerezyme to patients in more than 100

countries and taking steps to make this
process as smooth and

predictable as possible for both patients and physicians

We are seeking to increase the productivity of the Fabrazyme

manufacturing process through new working cell bank so

that we can have sufficient supply to enable full dosing for

patients on Fabrazyme this year

Late last year we reached agreement with the FDA on

regulatory pathway for Lumizyme produced at the 4000L

bioreactor scale and our action date is June 17 This product

is made in our Geel Belgium manufacturing plant which was

approved by European and other regulatory authorities last year
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The majority of markets have transitioned to the 4000L

product which is known as Myozyme outside the United States

All Myozyme bulk production now occurs at the Geel plant and

we are currently expanding capacrty at the facility to support

the products long-term growth

Transforming Manufacturing Operations

To strengthen our global manufacturing operations and

bring them up to world-class standards we are

implementing plan to reduce risk increase capacity

and renew the organization

To mitigate risk we are implementing comprehensive effort

designed to enhance our quality systems while we continue

to improve our operational performance at our Allston

Landing plant To increase capacity we are pushing forward

with expansion projects that will result in quadrupling

of our biologics manufacturing capacity from 2004 levels

by 2012 To renew the organization we have hired new senior

leaders and made significant management changes

Pursuing Excellence

We have taken actions that strengthen our board of

directors improve our corporate governance and prepare

for future growth

We added fresh perspective to our board wdh the election

of Robert Bertolini former Executwe Vice President and

Chief Financial Officer of Schering-Plough Corp We further

strengthened the role of the boards independent directors

including expanding the role of our lead independent drector

Robert Carpenter

Our board took significant action to address corporate

performance by implementing new annual and long-term

incentive plans for senior executives These innovative plans

align incentive compensation with broader set of measures

of company performance We believe that these measures

appropriately reflect the factors most important to the creation

of shareholder value revenue growth capital efficiency/

profitability and key business objectives The plans provide

greater transparency to our shareholders regarding executive

compensation decisions

In early 2009 we initiated the Business Excellence Initiative

comprehensive effort to enhance decision-making and

mprove operational processes to
prepare

for expected future

growth Our goal is to build alignment and introduce new

performance metrics across all functions of the business

including manufacturing sales and RD to create the capacity

for growth

Products for our Future

We achieved number of important milestones across our late-

stage clinical development programs that confirm the potential

of the products in our pipeline

Oh

iC
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We completed enrollment ahead of schedule in two phase

studies of alemtuzumab in multiple sclerosis which based on

four-year data from the phase study holds the potential to

fundamentally change the standard-of-care for this disease

This program
is our largest development effort and phase

results are expected next year

We saw encouraging two-year follow-up data from the

phase study of our investigationa oral therapy for patients

with Gaucher disease eliglustat tartrate formerly called

Genz-112638 This oral option has the potential to transform

the Gaucher treatment experience by offering patients

and physicians more flexibility to individualize therapy for

optimal management of the disease We are currently

enrolling patients in two global multi-center phase trials

of eliglustat tartrate

With Isis Pharmaceuticals we reported posit ye results

from two phase studies of mipomersen for patients with

homozygous and heterozygous familial hypercholesterolemia

We expect data from two additional phase studies in

mid-2010

mode in 2010 The Allston staff worked with great energy and

commitment to remediate and resume production of Cerezyme

and Fabrazyme Genzyme field representatives are connecting

with patients and physicians to both listen and inform them

of options

To ensure that the most vulnerable patients were treated first

we established set of guiding principles that articulated

cHar patient-focused priorities These ncuded distributing

our limited supplies in all countries with equal consideration to

commercial patients and free drug programs

Genzyme is made up of group of people who have learned

from our experience and are focused on de ivering value to

patients and our shareholders We are aligned around our

commitment to patients and motivated to ensure they have

access to the medicine they need am confident that we

will emerge from 2000 stronger company and resume our

tremendous track record of performance for nvestors In 2010

we will continue to execute our plan for growth Our future is

bright and we appreciate your support

Sincerely

Henri Termeer

MarcC 42010

Our Commitment to Patients and Performance

am proud of Genzymes accomplishments during 2009

especially the way we managed significant set of challenges

Across the organization our employees performed well under

pressure taking constructive action that moved us into recovery

/4
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Financial highlights 2009

Revenue Growth

In 2009 Genzyme achieved

revenue of $4.5 billion which

was impacted byasupply

interruption for Cerezyme and

Fabrazyme Excluding the

Genetic Diseases segment

revenues from the other

businesses grew 150/c from

2008 levels

Product Launches

We had successful launches

of three products across our

businesses Mozobil globally

for stem cell mobilization

Synvisc-One in the U.S for

osteoarthritic knee pain and

Renvela in Europe for patients

with chronic kidney disease

Efficient Cash Utilization

Cash flow from operating

activities was approximately

$1.2 billion in 2009 We

purchased $414 million in

Genzyme stock and invested

$662 million in capital

expenditures to further build

capacity for our key products

We ended the
year with

$1.0 billion in cash

Pipeline Progress

Wecompletedaphase3

mipomersen trial for hoFH

In addition we completed

enrollment in the phase

alemtuzumab program

for multiple sclerosis and

launched phase program

with eliglustattartrate for

Gaucher disease type

inthousands except pershare data 2009 2008 2007 2006 2005

SUMMARY OF OPERATIONS

Revenues 4515525 4605039 3813519 3187013 2734842
Product and service gross margin 3109107 3414436 2856774 2433856 2082030

Operating income loss 503707 581479 653865 190509 600862
Net income loss 422300 421081 480193 16797 441489

Earnings pershare diluted 1.54 1.50 $1.74 0.06 1.65

FINANCIAL POSITION

Cashandinvestments 1049700 973691 1460394 1285604 1089102

Working capital 1722673 1601852 1137904 1338062 1114976
Total assets 10060724 8671276 8314375 7191188 6878865

Long-term obligations 1296942 451000 217511 879038 1178975

Stockholdersequity 7683652 7305993 6612937 5660711 5149867

GAAP net income loss

Acquisition-related expense

5tock compensation expense

Non-GAAP net income

Adjustment for diluted effect of convertible debt

Adjusted Non-GAAP net income for purposes of

calculating Non-GAAP earnings perohare

Weighted average shares outstanding diluted

Non-GAAP earnings per
share dilateW

$621.5

$62t.5 $558.3

274.1 285.6

$2.27 $1.95

GAAP TO NON-GAAP RECONCILIATION

in mllians except pershare data.All amaunts nnceptwerubted average shares are ret of tant

2009 2008

$422.3 $421.1

48.5 0.0

150.7 130.2

$551.3

7.0

2007

$480.2

108.7

131.8

$721.7

7.5

2006

$06.8

404.3

142.2

$529.7

75

2004

$86.5

254.5

0.0

2005

$441.5

222

0.0

$463.7

7.50.0
0.0

$341.0

Non-GAAF
earnings pershare may not calculate due to rounding

$729.2 $537.2 $471.2 $341.0

280.8 268.0 272.2 234.3

$2.60 $2.00 $1.74 $1.47
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strong core

Diverse portfolio Market leaders

Genzyme oneered the treatment of rare genetic diseases

with Ceredase in 1991 which was quickly followed by

second-generation product Cerezyme in 1994 Since 2002

Genzyme has steadily built highly diversified portfolio

of products to reduce risk and reliance on one therapy

Genzyme products range from few mature well-established

therapies to new treatments sti in launch phasewith the

vast majority early in their growth

Genzyme has 12 number one products across its broad

portfolio each of which represents the standard of care in its

respective medical area This is direct result of Genzymes

strategic focus on developing and marketing first-in-class

life-changing therapiesour answer to some of medicines

most difficult problems in genetic diseases hematologic

cancers rena disease organ transplantation osteoarthritis

of the knee and other areas

Twelve number one products

Cerezymei
imiglucerase for injection

Myozyme
alg/ucosidaso a/ia

Fabrazymei
aga/sidase beta

Aldurazyme
/aronidase

Renvela

save/amer carbonate

Synvisc-0ne
by/an G-F20

Thymoglobulin
anti-thymocyte globulin rabbit

Thyrogen
thyro/ropin a/ia for injection

Clolarn

c/oiarabine injection

Carticel

auto/ogous cultured chondrocytes

Seprafilme

adhesion barrier

Epiceh
cultured epidermal autogra its

Percent of revenue by business group

Genetic Diseases

Cardiometabolic and Renal

Biosurgery

Genetics and Diagnostics

Hematologic Oncology

All other

1%
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Global presence Growth potential

Genzyme considers the world our discovery engine and our

market It is our responsibility to provide access to patients

around the world regardless of
ability

to pay Product

manufacturing RD sales and regulatory affairs take place

around the world Our international presence fosters strong

understanding of the diverse healthcare systems and patient

needs unique to each region

We have operations in over

100 countries

20 Genzyme products

are available to the international market

Well-balanced global sales

....5Q% ex-U.S

Genzyme has leveraged unique and powerful scientific

expertise to build robust late-stage pipeline of novel

therapies that could redefine patient care in their disease

areas From multiple sclerosis to severe hypercholesterolemia

our late-stage pipeline holds significant long-term promise

for the company and patients

Balanced product life cycle will drive future growth

LATE-STAGE

DEVELOPMENT

Strategic global expansion

LAUNCH GROWTH MATURE

Alemtuzumab in MS

Mipomersen

Lumizyme

Eliglustat tartrate

Ataluren

clolar-aduItAML

Prochyma

Synvisc-One

Mozobil

Rerrvela

Jonexa Cerezyme

Renagel

Fludara

Myozyme

Fabrazynie

Aldurazyme

Thyrogen

Thymoglobulin

Seprafilm

Synvisc

campath

Leukine

Clolar
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Building capacity

To strengthen our global manufacturing operations and to attain worldclass standards we are implementing

comprehensive plan to reduce risk increase capacity and renew the organizatior

To increase capacity we moved forward with several expansion projects including the addition of third 4000L scale

bioreactor at our Geef Belgium facility for the production of Myozyme new facility
in Framingham Mass providing

redundant capacity for Cerezyme and Fabrazyme production and additional li/finish capacity in Waterford Ireland

Increasing Manufacturing Capacity

fro 2004 o201

Allston facility

Framingham facility

Geel facility

8000L

2009

Fabrazyme

32000L

2011/12

20000L

Myozyme

Fabrazyme

Cerezyme
Cerezyme

2004

10
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The new 4000L reactor Geel is expected to

be online in 2011 and we anticipate approval

for commercial production at the Framingharr

facility next year

We are also active evaluating additional

sources of capacity to support longer-term

Myozyme/Lum zyme growth and have engaged

ir contracting relationships to provide addit ona

fill/f nish capacity

To mitigate risk the company is moving rapidly

to ncorporate manufactur ng innovations and

systems Lhat reduce risks to products Programs

have been designed to evaluate and implement

risk reduction strategies such as irradiation of

serum as well as the potential elimination of

serum from therapeutic protein processes

To renew the organizatior we have recruited

new manufacturing and quality leaders

and relocated the senior manager who oversaw

the development of our Geel plant to run the

Aliston facility

Bioreactoru in Gee Belgium

Paula Gonna Orector Bulk Manufacturing Alluton Fill/Finiuh operat/onu in Waterford Ireland

11
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Committed to patients and

performance

12



Genetic Diseases

L///Q rcur0Hr irr H/ rcLc

rim iU HcmHcr npcrczcrxc cEn /HE Urcr

im JcU pin cH/ nr nP

Hematologic Oncology

inn nn rca cmr ryar

rc dr

Cardiometabolic and Renal

tar cnn nlu Hiii Cr

Irt HCH IH cp CCJYH

H-r

Biosurgery

Hr ri Uric

cri dIrCH3C rrcc H1 nnn ur

n1 lULl

Genetics and Diagnostics

brHinuHH PrrHI HH/ nnr rH

Hid kr cr rI
Per crz

Prr HHHH/H/ ul IC

13



Xanadu Caban
Fabrazyme patient Sutton Mass USA

Xanadu is passionate about Fabry diagnosis and the education of physicians
on the unique signs and symptoms that help patients through early
diagnosis She enjoys an active lifestyle and balances the thrill raising
two-year old daughter with

maintaining small farm with two horses



Genetic Diseases

Genzyrre ha lorg beer leader the deve oprrert of

taigc.ted ft crap es for gonet dsease We are makir

subs at tia ir vestw ents to ensure that our wed cir as provide

ftc best possible outcomes for the greatest number of

peop wot Idwide

Cerezywo tF go o-star dard ft crapy for Gauct er scaso

postodsodfirs Falfsaes r2009andisseengstrorq

derrard folowirg rosuwcd stiprrerts During thc
year we

begar pivotal tna for the oral drug eluglustat tartrate Based ot

postitve ptase2 data thUs therapy could becorrc sign can

trea went temat ye for Gauct er disease It comb

conver icrce ti the efficacy seer erzyme rep acerre

therapy across endpoirts ir c.luding bore sease

abrazyw Gerzyn es ri arket- ead treatw ent for Fab

disease was showirg steady growtt before the ipply

riterrupt or We began sh pping agair ir January 2010 and

have made ctarges to improve productor

Wc expcc bot C.erezyn and Fsbrazyrr to porforw we

thcfa co ircreasedcarrpettior antcpted 2010

Fabrazyr ie as ready demorstratea ts abii grow

competit ye marke place while Cerezymes chnica

and safety benef ts are wel -estab ished ftc pation and

phy iclan commur ito

Myozyme aiglucos dase al the orlyapproved treatment for

Porrpe sease grow 10 percent arourd thc word 2009

supported by the approva outs de of the United States to

produce this key thcrapy ir fte alger 4000L bioreactors at

our Gee Belgiurr taci Ity Gerzyme also resubm tted BLA

for alglucos dase alfa produced at tte 4000L sca the

Un ted States and rece vod Jure 172010 PDUFA date

frow the FDA To provide th ifesav ng therapy U.S patients

prior to approval Genzyrr has expar ded the Ag ucos dase

Alfa Tempoiary Access Prograw ATAP

We aiso contirue tc irnovate or beFall of Porrpe patents and

are ir early-stage dave oprrent of eo-GAA potenfa rext

generator enzyme rep acerr ert therapy for Pompe sease

Alduracyrre the orlv approved therapy for patient with

iucopo ysacct at doss postcc stroi year ovei year grow

as we irrprove our abi ty to dentify ents with sease

ard meet thei reeds

We have sc advanced ger therapy ir Parkirsors di ease

andhavob gur.aptasel ra ragcrelaledmacuiar

aeger eratior AMD In add Von ataluren ruly nove

approacF to therapy ft potential many genetic diseases

in devo opment for cyst brosis and hemophi caused

by ronsensc mutat oi

15



Hematologic Oncology

Cl

Genzymes Herr atologc Orco ogy segmer del vered strorg

growth 2009 as expanded ts
leadership positions both ir

blood cancers and so id orgar trarsplar In the treatment of

herratolog cat rralignancies we have assembled portfo of

innoafve products and services that address continuurr of

care orr diagros Ferapy ano fo low-up

Mozobi our first class product for err cell mobilizatior

was launcnea ir the U.S and EU 2009 and Fas expenercea

rap adoptior and exceeded sa es gu darce ir 2009 We
expect Mozobil to contiruo to axpard ir front-lire rrobil zatior

for sian- ccl transplantatior driven by clinica ard ecoromuc

benefts patients physicians ard transplant centers We are

so rrak
rg progress on potertial new and laiger ndicat on

mu tiple thas in turrorsenstizatoru for certair blood

cancers advar cirg ir 2009

We cont nued
aggresc.ve ratc.g tc de ecp oa

whicF ha become the standard of care pediatr acute

ympFob astic leukerria ALL Genzymes phase dun ca tr

evaluatirg Clolar
relap and refractory adult acute n-yeloid

leuken-ia AML was fully enrolled af cad of scFedule Wc arc

Iookrga additioralirdcato is ta ncludcar ora formuatior

myelodysplast syrdromo condit
onirg ager for blood

stcrr cell transplant procedure

Ir 2009 we acquired the ful rrarket
rg ar deve oprrert rights

to Canpath the irs FDA
approved rumantzed moroclona

antibooy for f-c tre.atrr ert of B-cd chror lyirphocyt

leukem CLL Ii September Genzyne announced that

corrbnaton reg rrer of Carrpatl pus Fudara met its prmary

endpo nt phase at for relap ed or refractory B-CLL
If approved could prey de pFysiciaris tF ar .mportant rew

approach to treat ng tts ircurable sease

We so added Fludaia or Leuk rue our ng 2009 wP icF

doubled oui portfo io of ood cancer th.rapues It
acqu sit or

of these products sign ficarty expanded our obal reach

orcology ard acce crated owth of our irfrastructure to

support the adoption of our key dr vers Mo7obi ard Clolat

If-yrrog obu Gertzyrres therapy for the treatrront of acute

kidrey transp ant rejection and tematologic disordous achieved

btrung saes growth 2009 We are also continuing to build

awarenes of Thyrroglobu in for ap astic anem ir markets

outside the Un ted State

We f-ave ar acfve pc nc of ew onco 09 agen r.cladirg

ovol
topoisonepaso hibitor wh ci cntered phase

clirical tr als Our product differs st uctural and should provide

broader therapeutic index over the two topoisomerase-1

irhibitors currenty rrarketed which
gererate over $1 bi ion in

annual sales We are so encouraged pha..n ft ai data for

Leukire ir melaroma
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Cardiometabolic and Renal

We Card orretabo uc ard Reral segmont ad eyed grif cant

success in 2009 ed by further expars on of its sevelarrer

franchise grow ng demand for hyroger and tie steady

din ca tna advancement of mupomerser potential ife

cta gingtlerapylorpatentswt certantypesotsevere

hypercho esterolem

In d-Jure 2009 Genzyrre reccived Europear Corrrriss or

approva
of Rervela for patents with chron kidney disease

CKD irclud ng those rot or diays s.s grificanty uncreasirg

te number of pat onts who could benef from th therapy

Renve is tte rst phosphate ndcr approved ir Europe

for pat ents no on dia ysis and tie approva covered bott

the tablet and powder forru atons We are expand ng the

avai abil ty of Rervela country countrs with 2009 laurctes

ir Germany Greece te Nether ards and Portuga ar ars

forte U.K France Spain and
Italy

in 2010

Gerzyire receved U.S app ova for Renvea in the powder

iorrruatoiirte atter haf of 2009 We be eve powderi

rrportant temative for patents who have dif culty swallow rg

tabetsardseesgi ifcartpotcntalgoballyfo thsproduc

ihyroger Gerzyrres adjunc ye therapeutc for thyroid

cancer approvod for tyroid car cer rerrrant ablat or ar

follow ip test ng Thyioger cortinued to grow at doub

digit rate in 2009 wtF as mlaroutlook frr 2010 driver

creased use ir ablat on procedures new ormulat on of

our recombir art TSH tFyro st rrulat ng Iornone cont ies

to show potent al in mult nodu goiter Geriyme presented

proof of-corcept data suggestirg mproved rad oiodine uptake

ir 2009 and ann ng phase study ir 2010

Ci estage Gerzyn es rst rrarketed
lipid- ower product

met its pr mary endpo nt in post-marketirg study ir 2009

Marketirg Ctolestagel Europe provides ar opportun ty to

develop re at onships wit cardiovascu ttought leaders

patents and provderas ociatorstatwl supportife aurch

of mipomerser an rvest gal onal ttcrapy or patents who

have Mgi do esterol ard do rot respond adequately to

star dard treatmerts

Together wtt partrerlss Gencyrre has made great progress

in the deve oprrent of miporrcrsen We pieserted pos ive

mipomersen ptase data in pat ents ft honozyjous

famiiia hypercto esterolemia hoFH at the Arrer can Heart

Association nua meeting ir 2009 and saw sir ar results

phase tr al ir heterozygous fam hypercholestero em

eFH We par to fi or approva of pon er-er for hoFH

potent al severe Fyperdolestero emia during thc first

Faif of 2011 Two phase stud es are ongong tigt-isk

pat ents those th severe hypercho estoio en ia we

expect data in d-2010

13
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Biosurgery

ir

Wa

Tie Bosurgery busiress ach eyed solid growth 2009 led

by Synv sc-Ore the only sirgb- njection viscosupplement

available for osteoarthritis OA knee pain in the United States

Following FDA approval in February 2009 successful

U.S launch drove rap adoption and growth that exceeded

expectations Less thar year after ts introduction Synvisc

One represents more than half of Synvisc producti total US
sales and leads the category market share

Ir addit on to strengthening the comparys competitive position

Synv sc-One has the potent alto expand tEe viscosupplement

market for treatmert of OA knee pan As single-injector

product Synvisc-One provides patient convenience and wit

fewcr njectons cou lead to ircreased comp iance and

reduction of irjection-re ated adverse events

Wc contirued our efforts to iild suppor for viscosupplemer Ls

and the Genzyme franchise outs de of the United States

Synvlsc-One perfornfng well France and the United

Kingdom where reimbursement is available as we as

Canada Mexco ard Geimarywhch are self-pay mancets

Syrvsc-Onosasoofftoastrorgst-rt rlrdaafter

launch hcre in 2009

Expans on plars nclude potential roe for Syrvisc-One as an

eloment of disease managerrent modes ir chronic conditions

such as abotes cardiovascular seases and obes ty We are

asontatingaclinica studytotestthepotenta of Synvsc

products to modify tho rate of carh age loss

Jorexa hy as an ar effec We gh-qua ity product that

addresses patient need in market segments where patents

forfrarcia reasons.maynottehadaccesstoasnge

nject on scosupplement Launched ir tEe rst ha of 2010

outs de the United States Jorexa provide quality

alternative for patents ir Ray Turkeç Poland and Hong Kong

dening access worldwide to viscosupplemert treatment for

osteoarthr tis knee pan

Tie Sepra line of anti adhes or products for abdominal and

pelvic surgery cortiruod grow at oouble-digt rate 2009

Expansion opportunities include Seprafi gynecolog

procedures and development of Sepraspray for
aparoscop

procedures

Car ice ar MAC are coIl-based treatments forth repa of

art cu ar carti age injuries in the knee In 2009 we enrol ad

patientsinaclnicaltraiforMACimistra ntendedtomeet

new Europoar regu ations and the data geneiated could form

the bass for global registrat on

90



Ken Harmon Synvisc-One patient Bryn Mawr Penn USA

fifty something tennis pro Ken has no time for knee pain This

Synvisc One patient spends his days teaching tennis lessons and his

spare time competes in tennis tournaments He is ranked number one in

his age group in the USTA mid Atlantic conference



Velda Pomales Sr Quafty CoMroF AnAyst FramAgham Mass USA

Velda part of the Quatty Contro team at Genzyme that performs anaJyses

on our CIJncal ChemJstry pJatforms for multJpJe test methods JncJudJng

HDL/LDL choJesteroF reagents Genzyme gJobaJ Eeader in HDL/LDL

diagnostic testing with approximately 68 percent ol the market



Genetics and Diagnostics

Gerzyre Ger et Cs focused on the deve opment aro

rarket
rg

of ghly Complex ard specia ad tests tat low

patierts and ptys cuans to rake irrportant ealt care dec sions

WtF ts ghyvauod and growirg reproductive ard orcology

test enus more thar 600 managed carc cortracts ard tI

argest geret course or network the U.S. Genet Cs saw

rcreasirg sales 2009

Ii its reproductive bus ness Geret Cs aur chcd postnata

array coirparative genorric Fybridizat or aCGH test ir 2009

pioviding more prec se techro ogy for idertifyrg abnorma it es

in nfants Plarnng underway to offer prerata array

CGH test With the acqu Ion of nte lectual property fror

EXACT Sc encos early 2009 Goncyrre cuirently workirg

on development of the ncxt generator of non nvas ye

prenataitestWealso aunctedar award-wnrirgWebste

cal mytestir gopt ons.corr tF at ir udes video presentation

froir course ors to support patent eddcat or

Ir oncoogywe ntroducedadgtal ecFioogyoferrgcaled

iScope wF cF create ad gita de of patent Issue sample

or agroi carcers anywtere the world Gcrotics

also received CAP16189 ISO accreditaton or ialty ii

Ptoenix Ant. abora ory

Gercyr cs Diagr ost cs busires if unique and growing

portlol of products irrportant disease areas so Fad

sirong sales perforrrarce Th growtt was dr yen by product

demand and expar ded re at onships if clinica aborator es

and diagr ost manufacturers wor dw de for port-of-care rap

tests forrrulated reagents ard raw matena

We so expanded ir corr par or agrost /persor zed

red crc program Util zirg our core researcF strergtFs

Diagnost cs Fas begun to deve op po it or ir persoralized

nediC 10 by advarc rg coir par ior agi ostics tor Genzyrre

specific ror-coirpany therapeut cs

Diagi ost cs supporting growtF ir if coir panys

businesses if rough product dove oprrent tat ored to their

spec
Ic djsease areas We are makirg progress if novel

biorrariers and coir pan on agrost ir MS trarsplant

ctrorickdneydseaseac itekdrey rjury Fabrydsease and

Genzyrr Geret cs
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C1eZYNSc uur9

treatment
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Geocher disease could become apndicant

treatment alternahve

Promising multiple sclerosis

treatment moving forward

We compHeted phase enrollment ahead at

schedule end puhlshed tbur-year date that

continue to show durable treaLment benetlt

Potential oral Gaucher
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Advancing promising therapy

for severe hypercholesterolemia
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truly novel treatment for multiple sclerosis

Gerzyme rraae exce ent progress ir advarcirg aetrtuzurrab

rutplescerosiswtE enroilmentof tstwopvota phase

tnaiscorrp eted ahead of sctedu and data oxpected

rextyear

Lorg-tcrm fo ow-up data fron our phase study cord nue to

chow ci irable treatmeni her efit errtuztirrat. this no at
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treatment Ex st ng if crapies require up to daily nject 01
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Potential next-generation Gaucher therapy
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Addressing unmet need in severe hypercholesterolemia

pomerscr be nq deve oped ccl aborat on with Isis

Pharisaceutica potertial firsl- n-class inh tor of te

bodys ability
to yntt csizc apoB the carr er of bad cholesterol

LDL pois erser the on drug cand date current
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peicent erage reduct or LDL loves was oh erved wh ct

could represer profound irs pact tf fhcu t-to-trea

paticnt popu atior

The second pt ase tr al is exam nr hoterozygous tars al

ypercho terolem heFH argei pat ert populat or We
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severe hypercto esfero ers in the first taf of 2011

First-in-class potential in genetic diseases

In 2009 Genzyme advanced Is co aborat on tt FTC

Therapeutics to develop ata urer nove approach focused

on the treatment of gcnetic seases associated with so-

called norsense mutation Atauren al ows for norma protein

deve opment by reading over spec errors genetic code

We launched votal tr al ir nonsense mutatior cyst brosis

2009 wtf data expected ir the second tat of 2012

pt ase 2a study ri
ters ephilia is currer tly underway Norsense

mutatior cause disease in to 15 percen of pat ents in many

genet seases

Other ate-stage programs

There are many prom ng progranrs ir Genzymes ate-stage

research pipel ne Amer LI new indicat ons of successfu
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for adu acute myeloid leukemia and Leukine br me aroma
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Genzymepipeline

Genzyme is committed to the discovery and development of therapies with sftong patient value including many in early-

and mid-stage development that could drive growth decade or more from now For instance early clinical data from

phase 1/2 trial suggest that Mozobil in combination with chemotherapy may have therapeut impact on leukernic

cells protected in the bone marrow

Even as Myozyme is in early commerciahzation we are develop ng neo-GAA potentially the next-generation enzyme

replacement tterapy for Fompe disease In the gene therapy area phase clinical trial is now underway for neovascular

age-related macular degeneration Unhke current treatments which require monthly inject ons to inhibit VEG-F protein

associated with blood vessel production the Genzyme gene therapy approach would inhibit produchon of VEG-F in the

eye over extended periods fo lowing single injection
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We are rapidly advancing our phase trial of oral Clolar for myelodysplastic syndromes Genzyme researchers also began

phase
trial of Topo-l novel topoisomerase inhibitor for treatment of solid tumors

GC1008 is fully
humanized monoclonal antibody that suppresses TGF-beta an enzyme implicated in number of

serious diseases To date we have completed three phase trials kidney sclerosis idiopathic fibrosis and malignant

melanoma We initiated phase trial in kidney sclerosis in 2009

RESEARCH PR CLINICAL PFIASE PHAS USA POSTMARKETING STUDIES
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STOCK MARKET IN FORMATION SHAREHOLDER INFORMATION

Our common stock which we refer to as Genzyme Stock is traded on

The Nasdaq Stock Market Inc NASDAQ system under the symbol

GENZ As of February 17 2010 there were 3169 stockholders of

record of Genzyme Stock The following table sets forth for the periods

indicated the high and low sale price of Genzyme Stock as reported

by NASDAQ

Corporate Headquarters

Genzyme Corporation

500 Kendall Street

Cambridge Massachusetts 02142

Registrar and Transfer Agent

American Stock Transfer and

Trust Company Inc

59 Maiden Lane

New York New York 10038

212 936-5100

2009 2008
HIGH LOW HIGH LOW

GENZYME STOCK

First Quarter $73.75 $50.05 $82.08 $67.38

Second Quarter 63.47 50.83 76.76 65.21

Third Quarter 58.43 47.09 83.97 67.00

Fourth Quarter 57.27 47.55 81.16 57.61

We have never paid any cash dividends on any series of our common

stock and we do not anticipate paying cash dividends in the

foreseeable future

GENZYME STOCK PERFORMANCE

The Transfer Agent is responsible Independent Accountants

for handling shareholder PricewaterhouseCoopers LLP

questions regarding lost stock Boston Massachusetts

certificates address changes

and changes of ownership or

name in which shares are held

SEC Form 10-K

copy of Genzyme Corporations Corporate Communications

Annual Report on Form 10-K filed Genzyme Corporation

with the Securities and Exchange 500 Kendall Street Cambridge

Commission is available free of Massachusetts 02142

charge upon request to

The graph below compares the five-year cumulative total shareholder

returns for our common stock to that of the SP 500 Composite Index

and the NASDAQ5 Pharmaceutical Index The cumulative returns are

based on $100 investment on January 12004 with all dividends being

reinvested The comparisons shown in the graph are based upon historical

data and we caution that the stock price performance shown in the

graph is not indicative of nor intended to forecast the potential future

performance of our stock Information used in the graph was obtained

from Standard and Poors and the Nasdaq Global Select Stock Markettm

sources we believe to be reliable but we are not responsible for errors

or omissions in such information

FOR MORE INFORMATION

Genzymes Investor

Information Line

1-800-905-4369 North America

703 797-1866 elsewhere

The information line provides

recorded messages and fax-on-

demand feature for news releases

Genzyme on the Internet

http//www.genzyme.com

Genzyme Corporation 2010

Geozyme Stock

SP500

Nasdaq

Pharmaceutical

Index

Mixed Sources
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This report is printed on paper certified

by Green and manufactured with

non-polluting wind energy Mohawk 50/10

contains 15/u Post Consumer Waste and

is FSC-certified

This
report contains forward-looking statements regarding oar business plans and strategies including without limitation our plans and estimated timetables to increase balk and fill/finish manufactaring

capacity for our enzyme replacement therapies plans reducing potential manafacturing rinks expectations for performance of Fabrazyme and Cerezyme and Fabrazyme supply plans and estimated timetables

for receipt of regulatory decisions and launching of esisting products for use in sew indications territories or formulations inclading Mozobil Renvela SynvinmOne and the Sepra line of products and

aasessment of the market potential of each therapies and plans and estimated timetables for new and nest-generation clinical trials filings regulatory decisions and launches inclading alemtuzumab for

MS eliglautat tartrate mipomernen and ataluren and usoesument of the market potential for such therapies These statements are sabject to risks and uncertainties that could cause actual results to differ

materially from those forecasted These rinks and oncertainties include among others that production of Fabrazyme and Cerezyme does not continue as planned due to any reason including bacterial or viral

contamination mechanical failures cell growth at lower than espected levels fill/finish issues or regulatory issues we are unable to obtain and maintain regalatory approvals for our products and manufacturing

facilities we or oar collaboration partners are not able to successfully complete clinical development and obtain regulatory approvals of our product candidates within the anticipated timeframen and for

anticipated indications we are anabie to eapand the une of current prodacts or auccensfully develop nest generation once we are uxable to manufacture products and product candidates in timely and cost

effective manner and in sufficient quantities to meet demand we are unable to effectively compete agaivot alternative treatments and maintain or grow market share for nor products reimbursement for our

prodocts is unavailnble or available at lower levels than anticipated we are unable to maintain and enforce our intellectual property rights or secure necessary intellectaal property rights from third parties

and the rinks and uncertainties described in our reports filed with the SEC ander the Securities Eschange Act of 1934 including the factory discussed under the caption Risk Factors in our Annual Report

on Form 10-K for the period ended December 31 2009 We cuation investors not to place substantial reliance on the forward-looking statements contained in this report Thene statements speak only as of

March 22 2010 and we undertake no obligation to update or revise the statements Reconciliation of any non-GAAP number can be found under the Investors section of our webaite at www.genzyme.com

Genzyme Cerezyme Fabrazyme Thyrogene Myozyme Renagel Renvela Cumpath MubCampatha Clolsra Evoltra Mozobile Thymoglvbalin Cholestagele Syvvioc Synvisc-One Sepra

Seprsfilm9 Seprasprayn Csrticeln Epicein MACIn and Hectorole are registered tsdemarks and Lumizyme and Joneeu are trademarkn of Genzymn or its subsidiaries Aldorszymn9 is regislered

trademark of BioMurin/Geezyme LLC Prochymule and Chondrogene are registered trademarks of Oniris Therapeutics Inc Fludara and Leakinee are registered trademarks licensed to Genzyme
All other trsdemarko referred to in this annual report are the

property
of their respective owners All rights reserved
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