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PART I

We may from time to time make written or oral “fangd-looking statements”, including statements cargd in our filings with the
Securities and Exchange Commission (includingAhisual Report on Form 10-K and the Exhibits hegatd thereto), in our reports to
stockholders and in other communications. Suctestants give our current expectations or forecastature events; they do not relate
strictly to historical or current facts. One careiatify these forward-looking statements by usearfisr'such as “may,” “could,” “should,”
“would,” “believe,” “anticipate,” “estimate,” “expe ct,” “intend,” “plan,” “projects,” “outlook” or sim ilar expressions. In particular, these
include statements relating to our beliefs, plasigectives, goals, future actions, prospective piads or product approvals, future performa
or results of current and anticipated products, thecome of contingencies, such as legal procesdangl financial results. These statements
are based upon the current beliefs and expectatidmsanagement and are subject to significant réakd uncertainties. Our actual results
may differ materially from those set forth in theWard-looking statements. Forwatdeking statements involve certain risks and uraiaties
that are subject to change based on various fadimeny of which are beyond our control). Factdrattcould cause or contribute to
differences in our actual results include thoseedssed in Item 1A under the section entitled “Faktors,” as well as those discussed in Item
7 under the section entitled “Management’s Discossind Analysis of Financial Condition and Resaft©perations” and elsewhere
throughout this Annual Report on Form 10-K and iy @ther documents incorporated by reference. Wéeriake no obligation to publicly
update forward-looking statements, whether as alted new information, future events or otherwigeu are advised, however, to consult any
further disclosures we make on related subjectsun1(-Q and 8-K reports to the Securities and Exchangm@ission.
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ITEM 1. BUSINESS
BUSINESS OVERVIEW

We are a development stage company with expertisecombinant protein drug development. Our cateooffice is located in
Richmond, Virginia.

On February 12, 2009 we announced that we hadeshieto a definitive agreement with Merck & Co.¢lif‘Merck”) whereby
Merck, through an affiliate, would purchase allesgelated to our follow-on biologics platformn ®arch 31, 2009, we completed the sale of
these assets for an aggregate purchase price 0ffillBn. After fees, taxes and other costs eab the transaction, we expect net proceeds
of approximately $123 million as a result of thartsaction.

As part of this transaction, Merck assumed theded®ur Boulder, Colorado-based manufacturindifg@nd acquired ownership of
all the equipment in the building. In additionompclosing of the transaction, Merck offered posisi to employees of the Boulder facility. We
retain our Richmond, VA corporate office, which kes our Clinical, Regulatory, Finance, and Admiaiste functions, in support of the
continuing IPLEX™ program. The transfer of the Bier facility to Merck takes away our internal IPLEXproduction capability. We believ
however, that we have sufficient inventory of IPLEXo0 support our ongoing Amyotrophic Lateral ScisdExpanded Access Programl(S
EAP”) in Italy through 2010 together with the IPLEXrequirement for the clinical trial currently bgiplanned with the FDA for ALS patients
in the US. Any requirements for IPLEX™ beyond 2@t@ny significant increase in demand beyond ouarecti commitments either in the
Myotonic Muscular Dystrophy (“MMD”) or ALS fields W require that we identify a Contract ManufachgiOrganization (“CMQO”) to
produce the necessary IPLEX™ to meet the demandedtimate that the tech transfer of our IPLEX™ piaitbn process could take 12 to 18
months once a CMO has been identified.

Until the sale of our follow-on biologics platformwe pursued a dual path strategy involving entty the follow-on biologics arena
(also known as biosimilars, biogenerics and biaspand advancing our proprietary protein platfémto niche markets with unmet
needs. Following the sale of our follow-on biokgyassets, we plan to continue to support our @iy protein platform and our product, the
FDA-approved IPLEX™, which is in various stageslefrelopment for a number of serious medical comaiitincluding MMD,ALS, also
known as Lou Gehrig's disease, and Retinopathyrefm@turity (“ROP”).

We have also engaged the services of RBC to dotatcial advisor in evaluating other options fise of these proceeds which could
include acquisitions of complimentary businessetohnnologies, product licensing, mergers, shgparshase and the distribution of a portion
of the proceeds to shareholders.

PRODUCT PLATFORMS
PROPRIETARY PROTEIN PLATFORM
IPLEX™

Our proprietary protein product, IPLEX™ (mecaserminfabate, recombinant DNA origin, injection), whiis a complex of
recombinant human IGF-1 and its binding protein BBF3 (rhIGF-1/rhiIGFBP-3), is being studied as atmeent for several serious medical
conditions.

IPLEX™ is typically administered as a once-dailpsutaneous injection, which can restore and main@i-1 at physiologically

relevant levels. The binding protein, rhIGFBP-3eexis the residence time of IGF-1 in the bloodthnbound state, we believe IGF-1 is
inactive and remains so until delivered to targestutes in the body where it is released and becbinegically active.



Following an external review of the markets for lagious indications which could be served by IPIEXve have prioritized our
targets and have selected MMD as our initial pryimadication for IPLEX™ and results from our Phdkelinical trial in this indication are
expected during the second quarter of 2009. Walageevaluating IPLEX™ as a treatment for ALS adyitand Europe as part of our
Expanded Access Program (EAP) and are in the psaifesorking with the FDA to design and initiat®hase I clinical trial for ALS patients
in the US. In the Retinopathy of Prematurity (“RQRidication we are working with Premacure AB in&len and are supplying IPLEX™ to
Premacure who intend to initiate a Phase Il muiltieetrial for IPLEX™ in the ROP indication duritige second quarter of 2009.

Development of IPLEX™ in Myotonic Muscular Dystropt

MMD is the most common type of adult muscular dyshry and affects approximately 1 in 8,000 individuaMMD causes
progressive muscle wasting and weakness in theshém@arms, legs, neck and face. It often involmasiy other systemic effects, including
endocrine abnormalities, neurological changesraats, gastrointestinal problems, and cardiac rhyabnormalities. In extreme cases, these
patients can eventually become totally disableéhglysually from respiratory or cardiac failuret gkesent, there is no treatment to reverse
most of these symptoms. Previous preclinical dimical studies have demonstrated that IGF-1 therapy be an effective treatment for
MMD.

Based on information published by the Muscular Bystly Association (the “MDA”), we believe that tleesire approximately 30,000
patients that suffer from MMD in the United Statest. present, there is no approved treatmentHisrdisease.

Ongoing Clinical Study

An advanced Phase Il clinical trial investigatiftl. EX™ as a treatment for MMD has been completedthadesults from the trial a
expected during the second quarter of 2009. Thiss®H| enabling trial was initiated, with the helpa $2.1 million grant from the MDA and
was a 24 week, 69 patients, and 13 site placebiwddlen trial in the US using a dose of 1.0 mg/lay@f IPLEX™. This study is evaluating
the effects of IPLEX™ on endurance, using the FIpAraved six-minute walk test, as well as cognifiwection, Gl function, muscle function,
lean body mass and insulin sensitivity.

Expanded Access Program for Patients in Italy wigh. S

ALS is a progressive neurodegenerative diseasaffets nerve cells in the brain and the spinadlcdMotor neurons reach from the
brain to the spinal cord and from the spinal corthe muscles throughout the body. The progresi#generation of the motor neurons in ALS
eventually leads to their death. When the motorows die, the ability of the brain to initiate azwhtrol muscle movement is lost. With
voluntary muscle action progressively affectedigds in the later stages of the disease may betotaiéy paralyzed. IGH- has been shown
be highly neurotrophic and normally circulatestie body bound with its natural chaperone, BP3 ltdlieved that IPLEX™ which is a
complex of IGF-1 and BP3 increases the half liféGF-1 in the bloodstream, allowing it to circulatethe body longer and affording a greater
opportunity for IGF-1 to cross the blood-brain erand utilize its neurotrophic qualities in threawhere it could prove most effective.

At the request of the Italian Ministry of Healthewstablished an Expanded Access Program in tgyavide IPLEX™ to physicians
for use in their patients with ALS. The requesheaas a result of several Italian Court rulingsearty the Italian National Health System to
provide IPLEX™ to specific ALS patients who havéifiened the Court. Through an agreement with Gdégin, which holds patent rights in
the European Union to IGF-1 as it relates to thattnent of ALS, we are able to provide IPLEX™ tgsibians in Italy and receive payment
for the drug, on a cost recovery basis, from thidh Health Authorities. In November 2008, throwghagreement with Genentech Inc. and
Ipsen Inc., we were allowed to develop IPLEX™ awyalty free basis for the rest of the world. Wedaince entered into an agreement with
IDIS to manage our IPLEX™ EAP for all countries side of Italy and the US. IDIS is the world leadethe development and implementation
of Named Patient Programs, also known as EAP’s.will€ontinue to manage the IPLEX™ EAP in Italyeénmally and we are presently in
discussions with the FDA to design and initiatehad® 1l clinical trial for ALS patients in the US.

IPLEX™ and Shori-Stature Market

In the past, we were focused on development amihv@rcialization of IPLEX™ for the treatment of grilwfailure in children with
severe primary IGF-1 deficiency. IPLEX™ was apmaby the FDA for treatment of severe primary |Géeficiency in December 2005 and
was commercially launched in the second quart@0066. As a result of our settlement agreement Wtttica, Inc. and Genentech, Inc.,
discussed below, we have withdrawn IPLEX™ from thirket.

In December 2004, Tercica (now Ipsen) and Generflechpatent infringement suits against us inth8. District Court for the
Northern District of California and in the Unitedngdom at the High Court of Justice, Chancery Daris Patents Court. In these cas
Tercica and Genentech alleged that production aetIPLEX™ infringed claims in certain U.S. aadropean patents, owned by Genen
and licensed to Tercica, directed to methods afguelGF-1/rhIGFBP-3 and methods of producing rtiG&nd IGFBP-3. In June 2006,
Tercica also filed an unfair competition suit agaias in the U.S. District Court of the Easterntiiis of Virginia, claiming that we
disseminated misleading statements to the marlannection with our marketing of IPLEX™.

On December 6, 2006, a jury in the U.S. Districu@dor the Northern District of California fountdt we infringed patents held by
Tercica and Genentech and awarded damages of $ifidhras an upfront payment and a royalty of 15ftpast sales of IPLEX™ below $100
million and 20% for past sales of IPLEX™ above $hfidion.

On March 5, 2007, we reached a settlement agreeznelintg all litigation with Tercica and Genentedtursuant to the agreement, we
agreed to cease sales and marketing of IPLEX ™erUthited States and agreed to withdraw our Europeiketing Authorization Applicatio
IPLEX™. We continue to provide IPLEX™ to namedipats with ALS in Italy and the rest of Europe undar Expanded Access Program



agreement also gives us the right, through a wadewevelopment partnership with Tercica and Gexamtto market IPLEX™ for
conditions not related to short-stature. These&aitbns include severe insulin resistance, MMD R@P, among others. The development
partnership includes provisions that give us a 50%re of profits and reimbursement for 50% of dewedent costs if either Tercica or Gene
exercises opin rights for marketing of IPLEX™ in any of thesew indications that we develop. In addition, ag pathe settlement agreen
Tercica and Genentech waived the damages awardizt fpyry in the patent infringement suit from theS. District Court for the Northern D
of California.

Oncology Programs- INSM-18 and rhIGFBP-3

INSM-18 and rhIGFBR3 are in early clinical development and are pritgdseing investigated for the treatment of candafe believe
both INSM-18 and rhiIGFBP-3 are promising potentiavel treatments for a variety of cancer typeschrical models demonstrate that both
treatments interact with the IGF system to reduceor growth.

INSM-18

INSM-18 is an orally available small molecule tyireskinase inhibitor that has demonstrated seledétifaibition of IGF-1 and human
epidermal growth factor receptor (Her2/Neu). 1§ ldemonstrated anti-tumor activity in preclinicialdes of breast, lung, pancreatic and
prostate tumors. Two single dose Phase | clittadies in healthy volunteers have been previotsiypleted with INSM-18. In both studies,
INSM-18 was safe and well tolerated.

The American Cancer Society estimated that 232r@00 cases of prostate cancer occurred in the USitatks in 2005. It also
estimated that 30,000 deaths occurred as a rdguibstate cancer, making it the second leadingeatf cancer death in men.

Completed Clinical Study

The University of California, San Francisco, hampteted a dose-escalating Phase I/l clinical stelsigned to define the maximum
tolerated dose of INSM-18 in patients with relappeaktate cancer. The study consisted of a 28rdayment period at each dose level to
investigate the effect of INSM-18 on prostate-sfieeintigen levels. An analysis of the data cdbelcfrom the study is currently being
conducted. The results from this study will becusedesign a potential Phase 1l clinical studyakhive plan to progress in collaboration wi
suitable partner.

rhiIGFBP-3

Although IGF-1 is critical for normal growth and tabolism, aberrant signaling through this pathvgaglosely linked to the abnormal
and unregulated growth of a variety of tumors. dRlng tumor-associated IGF signaling has prevehtatr growth in a variety of preclinical
models. rhiIGFBP-3 has demonstrated preclinicaady in numerous cancer indications, includingalsteprostate, liver, ovarian and
colon. Additionally, several lines of recent evide, from various cell systems, have suggestedhh@FBP-3 may play a more active, IGF-1-
independent role in growth regulation of cancels¢dlinding specifically with high affinity to th&urface of various cell types and directly
inhibiting monolayer growth of these cells in arFG&-independent manner. Recent independent sthdiesdemonstrated that when IGFBP-3
is used in combination with other cancer therajtiean accentuate and even synergize the effichstaadard cancer therapies. Paclitaxel-
induced apoptosis is accentuated by rhiIGFBP-3, lwhéas been shown to sensitize cells to apopta@itats such as irradiation and ceramides.
Due to the high cost of trials in the oncology aneaplan to identify a partner to co-develop rhiGFB.

FOLLOW -ON BIOLOGICS

We completed the sale of our followw biologics assets on to Merck on March 31, 20B8llowing this sale we do not have a pres:
in the FOB arena.

Follow-on biologics (FOB), also known as “biogemstior “biosimilars,” are versions of drugs prodddbrough biological processes.
The biologics on which they are based differ fraaditional “small molecule” drugs such as Aspirireixd Lipitor®, and all other medicines
typically taken in pill form — in several importawgys. First, biologics are made up of complex rales, such as proteins, that must be
administered via direct injection because if theyrevadministered orally, they would be broken diwtine digestive tract and never reach t
intended targets. Second, these drugs are prochatdry merely combining chemicals but by the ndtpracesses of living cells. In the
manufacture of biologics, the DNA of cells is eregned such that the cells themselves produce sieedeoroteins. Third, the production of
biologics is much more exacting than that of smadlecule drugs. Growing one type of geneticallyiragred cell while excluding all other
organisms from the mix is inherently more diffictiin simply achieving sterile conditions (no ligiarganisms at all) under which traditional
drugs are manufactured.

In November 2007 we announced completion of dewetp of two key follow-on biologics at the faciéis in Boulder, Colorado,
INS-19 (Granulocyte Colony Stimulating Factor oiGS#) and INS-20 (Peg G-CSF). In July 2008 we ancedthat we demonstrated the
bioequivalence of INS-19 compared to Neupogen®iar@ctober 2008 we announced that we had receipprbaal from the United
Kingdom's Medicines and Healthcare products Regnjadgency (MHRA) to initiate a Phase | clinicaludy for our second folloven biologic
product candidate, INS-20.

RESEARCH AND DEVELOPMENT

Since we began operations in late 1999, we havetdésubstantially all of our resources to theaesdeand development of a num
of product candidates for metabolic and endocriseases. Until the sale of our FOB assets on Mat¢l2009, our research and developn



efforts were principally focused on pursuing a ceath strategy involving entry into the follow-omlogics arena (also known as
biosimilars, biogenerics and biologics) and adviag@ur proprietary protein platform into niche metkwith unmet needs. Our research and
development efforts will now focus on our proprigtarotein platform. Our lead proprietary proteioguct, the FDA-approved IPLEX™  is
being studied as a treatment for several seriouBaaleconditions with our primary focus being on NIMand ALS. We conduct very little of
our own preclinical laboratory research. We hawtsaurced several Phase Il clinical studies wittHR™ and our other anti-cancer product
candidates, INSM-18 and rhIGFBP-3, and plan on ootidg additional clinical studies in the future.

Research and development expenses primarily inaudenses incurred in preparing and obtaining secgspprovals from
regulatory bodies, certain expenses involving tneetbpment of manufacturing processes and cligicalies. Our research and development
expenses were approximately $21.1 million for iked year ended December 31, 2006, $19.2 milliwrte fiscal year ended December 31,
2007 (“fiscal 2007") and $21.0 million for the yeamded December 31, 2008 (“fiscal 2008”).

MANUFACTURING

We have previously manufactured our own supplyPafEX™ and rhiIGFBP-3 at the Boulder, Colorado, FBgproved manufacturil
facility. The manufacturing process requires coapte with current good manufacturing practiceg@WP, and other similar
regulations. IPLEX™, a complex of two proteind@GR-1 and its binding protein rhIGFBP-3, are maitifeed using recombinant DNA
technology. This manufacturing process is compidand involves expression of the proteins byds@dtfermentation followed by
purification and combination. We currently outsmruto third-party contract manufacturers soménefanalytical testing and the final fill,
finish and labeling of IPLEX™. The transfer of tBeulder facility to Merck will take away our inteshIPLEX™ production capability. We
believe, however, that we will have sufficient intery of IPLEX™ at the time of the sale to suppmut ongoing ALS EAP in Italy through
2010 together with the IPLEX™ requirement for thieical trial currently being planned with the FO8r ALS patients in the US. Any
requirements for IPLEX™ beyond 2010 or any sigamificincrease in demand beyond our current commisrether in the MMD or ALS
fields will require that we identify a Contract M#facturing Organization (“CMO™o produce the necessary IPLEX™ to meet the denaix
estimated that the tech transfer of our IPLEX™ puaithn process could take 12 to 18 months once ®Q@kls been identified

PATENTS AND PROPRIETARY RIGHTS
Patent Portfolio

Proprietary protection is important to our businesgl our policy is to protect our technology Hin§ patent applications for
technology that we consider important. We direbtjd several U.S. patents relating to the comjsiproduction, antibodies and methods of
use for IPLEX™ and rhIGFBP-3. In addition, foreigounterparts to the above-referenced U.S. patevs issued or are pending issue in the
major pharmaceutical markets, such as the Europe@m, Canada and Japan. The various issuedtpatdate to IPLEX™ and rhIGFBP-3
compositions, methods of production and methodseatment, and expire at various times during #ery 2010 through 2019.

As part of the ongoing development of IPLEX™, INSM-and rhIGFBP-3 we have filed or intend to filégrd applications related to
new production methods, improved formulations, megdical uses and new dosing regimens in the U§itates and in many of the major
international pharmaceutical markets. As with papding patent application, there can be no asserdmat any of these applications will ist
in the United States, European Union, Canada, apdnJor in any other country where we decide &ftil protection. There also can be no
assurance that a subsequent U.S. or foreign patittater be held valid and enforceable.

As part of our business strategy, we plan to lieengellectual property that we feel may be importa the development and
commercialization of our products. The agreem#rdswe have entered into are subject to terminatfwon material breach by us. Our ability
to maintain licensure under these agreements isrmlgmt on our ability to meet the obligations defiin these agreements and although we
take steps to ensure compliance with the provisidBese agreements, we cannot assure that #resécs will not take dispute with our
actions and will seek to terminate the agreemeWits.currently have the following licensing arrangans for IPLEX™ and rhIGFBP-3
development in place:

« In November 2008 we gained Royi-Free Worldwide Rights for IPLEX™ from Tercica (ndpsen) and Genentech in connec
with potential expanded access ALS progra

« In March 2007, we were granted a license or suliiieeas applicable to patents held by Tercica amé@ech to develop IPLEX™
certain medical indications in the United Stated fomeign territories, as discussed earlier in gaistion;

« In April 2005, we were granted a r-exclusive license to certain proprietary manufdaotutechnology from Avecia Limitec

« In January 2004, we were granted a non-excluscan$ie to patent rights pertaining to the use of1Gkerapy for the treatment
extreme or severe insulin resistant diabetes frajis&wa Pharmaceutical Co., Ltd.; €

« In November 1998, we were granted a mxctusive license to certain proprietary manufantutechnology from Brookhaven Sciel
Associates, LLC

Reflecting our commitment to safeguarding proprietaformation, we require our employees and caasii$ to sign confidentiality
agreements. Furthermore, we enter into researg®eagents in which we exchange proprietary mateaiadsinformation with collaborators
including material transfer agreements, researcbesgents, development agreements and clinicalagisdements. These agreements prohibit
unauthorized disclosure of our proprietary inforimat Despite our efforts to protect our proprigtenformation, unauthorized parties may
attempt to obtain and use our proprietary inforovati Policing unauthorized use of our proprietafpimation is difficult and the steps we h



taken might not prevent misappropriation, partidylan foreign countries where the laws may nottpod our proprietary rights as
fully as do the laws of the United States.

We note that there has been increasing litigatiathé biopharmaceutical industry with respect sorttanufacture and sale of new
therapeutic compounds. The validity and breadttl@ms in biotechnology patents may involve comgbetual and legal issues, for which no
consistent policy exists. In particular, the pagnotection available for protein-based drugshsage IPLEX™ and rhIGFBP-3, is highly
uncertain and involves issues relating to the sofeotection of claims to gene sequences angitha@uction of their corresponding proteins.

In some cases, litigation or other proceedings beagecessary to enforce our patents or protedtrmw-how or other intellectual
property rights. Any additional potential litigati is likely to result in a substantial cost toamsl a diversion of our resources. We cannot be
sure that any of our patents will ultimately bechelid. An adverse outcome in any litigation cogeeding could subject us to significant
liability.

Third Party Patents

Third parties hold U.S. and foreign patents pogdililected to the composition, production and usénisF-1, rhiIGFBP-3, IPLEX™
and recombinant proteins generally. We are not@whany patents that would prevent us from pmguiur plans to commercialize IPLEX™
and rhIGFBP-3. We can provide no assurance, hawthed a third party will not assert a contrangition in the future, for instance in the
context of an infringement action. Likewise, wacat predict with certainty the outcome of suchr@cpeding. In the event of a successful
claim against us for infringement or misappropaatof a third party’s proprietary rights, we mayrequired to:

« pay damages, including up to treble damages andttiee part’s attorney’ fees, which may be substanti
« cease the development, manufacture, marketingaad§products that infringe the proprietary rigbf others;
« expend significant resources to redesign our priosiithat it does not infringe the proprietary tigbf others;

« develop or acquire neinfringing proprietary rights, which may not be pide and would require additional clinical trialad regulator
approvals

« redesign our product to avoid infringing on thirarfy proprietary rights, which may result in sigcéint regulatory delays associated
conducting additional clinical trials or other s$efp obtain regulatory approval; a

« obtain one or more licenses from third partiestifierinfringed proprietary rights, which may notdailable to us on acceptable terms
all.

Furthermore, litigation with any third party, eviéthe allegations are without merit, would likddg expensive and time-consuming
and divert management'’s attention.

Any conclusions regarding non-infringement and lidity are based in part on a review of publiclyadable databases and other
information. There may be information not avaitat us or otherwise not reviewed by us that méfpainge our conclusions. Moreover, the
scope and validity of patent claims are determiveesked on many facts and circumstances, and iigatiitn, a court may reach a different
conclusion on any given patent claim than the agiohs that we have reached.

In 2007 we settled patent infringement litigatiooulght against us by Tercica and Genentech. Asp#ne settlement agreement, we
entered into a Consent Judgment and Permanenttigarin the United States District Court for therthern District of California. If our
settlement agreement with Tercica and Genentetghrignated, the Consent Judgment and Permanemictign against us will survive
termination, which would have a material adverseatfon our business, financial condition and ressof operations.

COMPETITION

We are engaged in an industry that is intenselypegitive and characterized by rapid technologicabpess. For our product
candidates, we face significant competition fromtéchnology, large pharmaceutical and other congsaniniversities and research
institutions. Most of these companies and insting have substantially greater capital resoumesgarch and development staffs, facilities
experience in conducting clinical studies and atitgj regulatory approvals. In addition, many afgh companies have greater experience anc
expertise than we do in manufacturing and markgtimgrmaceutical products.

We cannot predict the relative competitive positibour product candidates if they are approvedif®. However, we expect that
following factors will determine our ability to cqrate effectively: safety, efficacy, product priease of administration and marketing and
capability.

In the proprietary protein area, we are aware eéis® pharmaceutical companies that are develaghings in various forms of
muscular dystrophy including PTC Therapeutics, Aplds Biopharmaceutical Inc., Wyeth and Scherirggth/Key Pharmaceutical, AVI
Biopharma, Cephalon and Transgene, however, weugethat IPLEX™ is the only drug that is in devetemnt for the treatment of MMD. We
are also aware that rhIGF-1 has been shown in H slinécal study to have positive effects in patie with MMD and that Nifendipine,
Coenzyme Q10, DHEA and low dose Metformin have all been investigé&tedhe treatment of MMD, however we are unawédrany forma
development programs to pursue this indicatiortfese drugs.



Many companies are pursuing the development ofymisdor the treatment of cancer. Our competiteckide multinational
pharmaceutical companies, specialized biotechndiogys, universities and other research institwiodlthough we are unaware of any
companies developing rhiIGFBP-3 for cancer, we a@a of companies who are developing productsateintended to target the same IGF-
pathway targeted by INSM-18 and rhiIGFBP-3. Thesaganies include ImClone, Amgen, OSI Pharmaceusti&istol Meyers Squibb and
Genentech.

It is possible that there are other companies piitiducts currently in development or that existlemmarket that may compete
directly with IPLEX™, INSM-18 and rhIGFBP-3.

GOVERNMENT REGULATION

Government authorities in the United States andratbuntries extensively regulate the researcheldpment, testing, manufacture,
promotion, marketing and distribution of drug prottu Drugs are subject to rigorous regulationi®yEDA and similar regulatory bodies in
other countries. If we do not comply with applitkequirements, we may be fined, the government refase to approve our marketing
applications or allow us to manufacture or marketmoducts, and we may be criminally prosecuted.

We and our manufacturers may also be subject watgns under other federal, state, and local Jameduding the Occupational
Safety and Health Act, the Environmental Protecfat, the Clean Air Act and import, export and @umss regulations.

PROPRIETARY PROTEIN PLATFORM
FDA Approval Process

The steps ordinarily required before a new drug aynarketed in the United States are similarépsstequired in many other
countries. The process required by the FDA bedanew drug may be marketed in the United Statesrgéy involves the following:
completion of preclinical laboratory testing, subgidn of an Investigational New Drug Application,IdD, which must become effective
before human clinical studies may begin, perforneasfcadequate and well-controlled human clinicatliss to establish the safety and efficacy
of the proposed drug for its intended use and ssdion and approval of a New Drug Application, orA Dy the FDA.

Preclinical tests include laboratory evaluatioprdduct chemistry and stability, as well as anistatlies to evaluate toxicity before a
drug is administered to human subjects. The resdilpreclinical testing are submitted to the FB#part of an IND. The FDA requires a 30-
day waiting period after the submission of each Ib#ore beginning clinical tests in humans. At &me during this 30-day period or at any
time thereafter, the FDA may order the partial, genary or permanent discontinuation of a clinicelltor impose other sanctions if the FDA
believes that the clinical trial is not being coothd in accordance with FDA requirements or presantunacceptable risk to the clinical trial
patients. Clinical studies must be conducted goetance with the FDA’s good clinical practicesuiegments. The IND process may become
extremely costly and substantially delay developneémur products. Moreover, positive results céglinical tests are not necessarily
indicative of similar results in clinical trials.

Clinical studies to support NDA approval are tyfiicaonducted in three sequential phases, but lizs@s may overlap. In Phase |
clinical studies, the product is tested in a smathber of patients or healthy volunteers, primdolysafety at one or more doses and to assess
pharmacokinetics. In Phase Il clinical studiesadidition to safety, the sponsor evaluates theafji of the product on targeted indications,
identifies possible adverse effects and safetysiiisla patient population, and assesses dosenoteend optimal dose range. If a compound is
found to be potentially effective and to have aceptable safety profile in Phase Il studies, Phidstudies, also referred to as “pivotal
studies,” are undertaken. Phase llI clinical stadipically involve testing for safety and clirliedficacy in an expanded patient population at
geographically-dispersed study sites.

After completion of the required clinical testiray) NDA is submitted. An NDA contains the resultshe preclinical and clinical
studies, together with, among other things, deddiéormation on the manufacture and compositiothefproduct and proposed labeling,
including payment of a user fee. The FDA may ratjaeditional information before accepting an N@A filing, in which case the applicatic
must be resubmitted with the additional informati@uring its review of an NDA, the FDA may reféetapplication to an appropriate
advisory committee for review, evaluation and reomndation as to whether the application shouldgpeaved. The FDA is not bound by the
recommendation of an advisory committee.

Under the policies agreed to by the FDA under ttesétiption Drug User Fee Act, or the PDUFA, thefHias ten months in which
complete its initial review of a standard NDA ardpond to the applicant, and six months to injtie#view and respond to a priority
NDA. Standard NDA status or priority NDA statug &rased on several factors identified by the FDAuding for example, whether the dr
product, if approved, would be a significant impgaent compared to marketed products in the tredtrdexgnosis, or prevention of a
disease. The review process and the PDUFA goalrday be extended by three months if the FDA regquesthe NDA sponsor otherwise
submits, a major amendment containing additiorfakimation or clarification regarding informatiorrehdy provided in the submission within
the last three months of the PDUFA goal date.

If the FDA's evaluations of the NDA and the clinlieend manufacturing procedures and facilities av@fable, the FDA may issue
either an approval letter or an approvable lettdich contains the conditions that must be metrdeoto secure final approval of the NDA. If
and when those conditions have been met to the §Batisfaction, the FDA will issue an approvaldetauthorizing commercial marketing of
the drug for certain approved indications. In &ddi an approval letter may contain various posiketing commitments or agreements, w
are often referred to as Phase IV studies. IFHDA’s evaluation of the NDA submission and the icith and manufacturing procedures and
facilities is not favorable, the FDA may refuseafgprove the NDA and issue a not approvable letter.



The manufacturers of approved products and theinufaaturing facilities are subject to continualieav and periodic
inspections. Because we intend to contract wittd tharties for manufacturing of these products,@ntrol of compliance with FDA
requirements may be incomplete. In addition, ifieation of certain side effects or the occurrenfenanufacturing problems after any of our
drugs are on the market could cause subsequeniqiraetall, discontinuance, or withdrawal of ap@ipveformulation of the drug, additional
preclinical testing or clinical studies and labglithanges.

The FDA's policies may change, and additional governmanilatgions may be enacted that could prevent orydelgulatory approv
for our products. We cannot predict the likelihpodture or extent of adverse governmental regulatiat might arise from future legislative
or administrative action, either in the United 8sabr abroad.

The Hatch-Waxman Act

The Drug Price Competition and Patent Term Restoratct of 1984, or Hatch-Waxman Act, amended thddfal Food, Drug, and
Cosmetic Act (the “FDCA”). Under the Hatch-Waxmact, newly-approved drugs and indications may bieffiefm a statutory period of non-
patent marketing exclusivity. The Hatg¥laxman Act provides five year marketing exclusivitythe first applicant to gain approval of an N
for a new chemical entity, meaning that the FDA haispreviously approved any other new drug coingithe same active moiety. However,
in the case of a combination drug containing a obamical entity and a non-new chemical entity, frear exclusivity does not attach to the
new chemical entity. The Hatch-Waxman Act prolsiltite submission of an Abbreviated NDA, or ANDA, éogeneric drug, or a Section 505
(b)(2) NDA for another version of such drug durthg five year exclusive period. However, the sigsioin of an ANDA or Section 505(b)(2)
NDA containing a paragraph IV certification clairgithat a patent listed in the FI's Approved Drug Products with Therapeutic Equinake
Evaluations, or Orange Book, for the drug is indalr will not be infringed by the manufacture, wsesale of the new product is permitted after
four years. The submission of a paragraph IV fieation may trigger a 30-month stay of approvathe ANDA or Section 505(b)(2)

NDA. Protection under Hat-Waxman will not prevent the submission or apprafanother full NDA; however, the applicant wolde
required to conduct its own preclinical and adeeuwatd well-controlled clinical studies to demonstisafety and effectiveness. The Hatch-
Waxman Act also provides three years of marketidusivity for the approval of new and supplememalAs, for, among other things, new
indications, dosage forms, or strengths of an ijsirug, if new clinical investigations that werenducted or sponsored by the applicant are
essential to the approval of the application.

IPLEX™ is currently protected by a seven year pknborphan drug exclusivity for the treatment e¥are primary IGF-1 deficiency,
which prevents the FDA from approving another mtankeapplication for the same drug for the saméciatibn, except in the limited
circumstances described below. In addition, th&BIDrange Book publication lists two patents cawgiPLEX™ to which a generic
applicant must certify.

Orphan Drug Designation and Exclusivity

Some jurisdictions, including the European Uniod #re United States, may designate drugs for velgtsmall patient populations
orphan drugs. The FDA grants orphan drug designati drugs intended to treat a rare disease dlittom that affects fewer than 200,000
individuals in the United States or more than 200,hdividuals in the United States and for whilhre is no reasonable expectation that the
cost of developing and making available in the etiBtates a drug for this type of disease or ciomditill be recovered from sales in the
United States for that drug. In the United Stateghan drug designation must be requested befdmaitting an application for marketing
approval. Orphan drug designation does not coamgyadvantage in, or shorten the duration of, dgeilatory review and approval process. |If
a product that has orphan drug designation subsélgueceives the first FDA approval for the indioa for which it has such designation, the
product is entitled to orphan drug exclusivity, athineans the FDA may not approve any other appita market the same drug for the
same indication for a period of seven years, exicelihited circumstances, such as a showing @ficél superiority (superior efficacy, safety,
or a major contribution to patient care) to thedarct with orphan drug exclusivity. Also, competitanay receive approval of different drug:
biologics for the indications for which the orphdnug has exclusivity.

We have received orphan designation for IPLEX™tligrtreatment of MMD. We also intend to file fapban drug designation
IPLEX™ for other indications that meet the critefiaa orphan drug designation and for which IPLEXPpears to be a promising treatment. If
the FDA designates the drug and approves our magkapplication, or approves marketing applicationder current designations, we will be
granted seven years of orphan drug exclusivityterdrug for the designated indication. Obtairffi3A approval to market a product with
orphan drug exclusivity may not provide us with atemial commercial advantage.

Under European Union medicine laws, the criterradiesignation as an “orphan medicine” are similardmmewhat different from
those in the United States. A drug is designaseanaorphan drug if the sponsor can establishttieadrug is intended for a life-threatening or
chronically debilitating condition affecting no neothan five in 10,000 persons in the European Unrathat is unlikely to be profitable, and if
there is no approved satisfactory treatment drafdrug would be a significant benefit to thosespas with the condition. Orphan medicines
are entitled to ten years of market exclusivityGept under certain limited circumstances comparablénited States law. During this perioc
market exclusivity, no “similar” product, whether mot supported by full safety and efficacy datdl e approved unless a second applicant
can establish that its product is safer, more @ffeor otherwise clinically superior. This periothy be reduced to six years if the conditions
that originally justified orphan drug designatidmaage or the sponsor makes excessive profits. Ve dbtained orphan medicine designation
in the European Union for IPLEX™ for the treatmehextreme insulin resistance.

Other Regulatory Requirements
We may also be subject to a number of post-appmegallatory requirements. If we seek to make @ethanges to an approved

product, such as promoting or labeling a productafoew indication, making certain manufacturingradies or product enhancements or ac
labeling claims, we will need FDA review and appblefore the change can be implemented. Whilsiplans may use products 1



indications that have not been approved by the RB&\may not label or promote the product for andation that has not been
approved. Securing FDA approval for new indicationproduct enhancements and, in some cases, faufauring and labeling claims, is
generally a time-consuming and expensive procegaitay require us to conduct clinical studies uder=DA’s IND regulations. Even if
such studies are conducted, the FDA may not apmoyehange in a timely fashion, or at all. Initidd, adverse experiences associated with
use of the products must be reported to the FDA DA rules govern how we can label, advertisetbexwise commercialize our products.

Outside the United States, our ability to marketneducts will also depend on receiving marketnghorizations from the
appropriate regulatory authorities. The requiretsigoverning the conduct of clinical studies anakating authorization vary widely from
country to country. The foreign regulatory appiguacess includes risks similar to those assodiaiéh FDA approval described above.

EMPLOYEES

At December 31, 2008, we had 97 employees, inctuihin research and development, 31 in regulatdinical and quality
assurance, 29 in manufacturing, and 18 in financeaaministration. After giving effect to the salfleour FOB assets on March 31, 2009, we
had 18 employees as of that date, including 3 g@kexg) 10 in regulatory and clinical and 5 in fiserand administration.

Our continued success will depend in large measur@ur ability to attract and retain highly skillechployees who are in great
demand. None of our employees are representeddioaunion and we believe that our relations weitin employees are generally good.

Available Information

We file electronically with the U.S. Securities afxchange Commission, or SEC, our annual reportS8oom 10-K, quarterly reports on
Form 10-Q, current reports on Form 8-K, and amemdsn® those reports filed or furnished pursuar@ection 13(a) or 15(d) of the Securities
Exchange Act of 1934. We make available on our itelasg http://www.insmed.com, free of charge, ceéthese reports as soon as
reasonably practicable after filing these repoiith vor furnishing them to, the SEC.

ITEM 1A. RISK FACTORS

Our operating results and financial condition haxagied in the past and may in the future vary digantly depending on a number
factors. Except for the historical informationtimis report, the matters contained in this reportlude forwarclooking statements that involve
risks and uncertainties. The following factors,am others, could cause actual results to diffeterially from those contained in forward-
looking statements made in this report and preskaeteewhere by management from time to time. Biotbrs, among others, may have a
material adverse effect upon our business, resiiltperations and financial condition.

You should consider carefully the following risktfas, together with all of the other informatiarciuded in this annual report on
Form 1(-K. Each of these risk factors could adverselgafbur business, operating results and financtaldition, as well as adversely affect
the value of an investment in our common stock.

We have a history of operating losses and an exatoh that we will generate operating losses foetforeseeable future, we may not
achieve profitability for some time, if at all.

We are a development stage company with expertipeotein recombinant drug development. We hageried losses each year of
operation and we expect to continue incurring djiggdosses for the foreseeable future. The poésleveloping and commercializing our
products requires significant pre-clinical testargl clinical trials as well as regulatory approvalscommercialization and marketing before
we are allowed to begin product sales. In addittmmmercialization of our drug candidates requig$o establish a sales and marketing
organization and contractual relationships to emabbduct manufacturing and other related actwiti®/e expect that these activities, together
with our general and administrative expenses,nedllt in substantial operating losses for thedeeable future. As of December 31, 2008,
accumulated deficit was $346 million and for tharyended December 31, 2008 our consolidated newas $15.7 million.

The Italian Health Authority may refuse to pay fdPLEX™ used by patients in Italy under our Expande&ccess Program, which could
have a material adverse effect on our businessafinial condition and results of operations.

At present the Italian Health Authority approvelsdalig payments for IPLEX™ used by Italian patiewtth ALS in Italy as part of ot
Expanded Access Program. Should the Italian Hefalthority decide to stop approving IPLEX™ for ALS#ould significantly affect our ca:
position and could require us to raise funds sotimear anticipated, which may only be availabledmn less than favorable terms.

We have not completed the research and developragge of any of our product candidates. If we aneable to successfully commerciali
our products, it will materially adversely affectio business, financial condition and results of oions.

Our long-term viability and growth depend on thesassful commercialization of products which leadevenue and
profits. Pharmaceutical product development igxgensive, high risk, lengthy, complicated, reseuntensive process. In order to succeed,
among other things, we must be able to:
« identify potential drug product candidat

« design and conduct appropriate laboratory, preirand other research;

« submit for and receive regulatory approval to perfalinical studies



« design and conduct appropriate preclinical andadirstudies according to good laboratory and gdutical practices;

« select and recruit clinical investigato

« select and recruit subjects for our studies;

« collect, analyze and correctly interpret the datanfour studies

« submit for and receive regulatory approvals forketing; and

« manufacture the drug product candidates accordingMP.

The development program with respect to any givedyrct will take many years and thus delay ouritghtib generate profits. In

addition, potential products that appear promisingarly stages of development may fail for a nunatheeasons, including the possibility that
the products may require significant additionatitesor turn out to be unsafe, ineffective, todidiilt or expensive to develop or manufacture,

too difficult to administer, or unstable.

In order to conduct the development programs forpoaducts we must, among other things, be abéeiecessfully:

« raise sufficient money and pay for the developnoéihe product:
« attract and retain appropriate personnel; and
« develop relationships with other companies to perfearious development activities that we are uaablperform

Even if we are successful in developing and obtaimipproval for our product candidates, there arearous circumstances that co
prevent the successful commercialization of thelpets such as:

- the regulatory approvals of our products are delayrewe are required to conduct further researchdmvelopment of our products prio
receiving regulatory approve

- we are unable to build a sales and marketing gtogpccessfully launch and sell our products;

« We are unable to raise the additional funds neéalsdccessfully develop and commercialize our petslar acquire additional products
growth;

» we are required to allocate available funds tgdition matters

« we are unable to manufacture the quantity of prodeeded in accordance with current good manufactysractices to meet mar
demand, or at al

« our product is determined to be ineffective or dadallowing approval and is removed from the mar&e we are required to perfo
additional research and development to further @the safety and effectiveness of the product bek-entry into the marke

« competition from other products or technologies/prgs or reduces market acceptance of our proc

- we do not have and cannot obtain the intellectuapgrty rights needed to manufacture or marketproducts without infringing ¢
another compar's patents

« we are unsuccessful in defending against patenhggment claims being brought against us our petedor technologies; or
- We are unable to obtain reimbursement for our ptbdusuch reimbursement may be less than is negessproduce a reasonable prc

Our growth strategy includes the commercializatibmore than one product. We may not be abledatifl and acquire
complementary products, businesses or technolagiesf acquired or licensed, they might not improwe business, financial condition or
results of operations. The failure to successfadlgjuire, develop and commercialize products willeaisely affect our business, financial
condition and results of operations.

Our common stock may be delisted from the NASDAQ@a Market which may cause the value of an investnt in our common stock to
substantially decreast¢

We may be unable to meet the continued listingireqents of the NASDAQ Capital Market in the futuro maintain the listing of
our common stock on the NASDAQ Capital Market, we r@quired, among other things, to maintain aydddsing bid price per share of $1
(the“Minimum Bid Price Requireme”). By letter dated June 18, 2007, we were notifiedhgyNASDAQ Listing Qualification Staff (th



“Staff”) that the bid price for our common stockthelosed below $1.00 per share for the previousd@ecutive business days and
that in accordance with NASDAQ marketplace rules,had been granted a 180-calendar day periodrargh December 17, 2007, to regain
compliance with the Minimum Bid Price RequiremeBly letter dated December 20, 2007, the Staff igatifis that we had failed to regain
compliance with the Minimum Bid Price Requirementl ahat our common stock would be delisted fromNIRSDAQ Stock Market on
December 31, 2007, if we did not transfer therigtio the NASDAQ Capital Market or appeal the Stiftision to a NASDAQ Hearings Panel
(a “Panel”). By letter dated, December 26, 200& requested a hearing before a Panel and on JaPia?908, we attended a Panel hearing in
connection with our failure to meet the Minimum Bidce Requirement. By decision dated Februan2@@8, the Panel transferred our
common stock to the NASDAQ Capital Market and gednis the balance of the second 180-calendar dadper until June 12, 2008, in
accordance with NASDAQ marketplace rules, to regaimpliance with the Minimum Bid Price Requiremelite did not regain compliance
with the Minimum Bid Price Requirement and accogiimon June 17, 2008, were notified by the Stadft our common stock would be
delisted from the NASDAQ Capital Market if we didtrrequest a hearing before a Panel. By lettexddatine 24, 2008, we requested a he:i
before a Panel with respect to the continued tstihour common stock on the NASDAQ Capital Markémn July 31, 2008, we had a hearing
in front of the Panel. On August 29, 2008, we nexe a letter from the Panel stating that the Paadlgranted our request to remain listed on
the NASDAQ Capital Market, provided that, we eviderrompliance with the Minimum Bid Price Rule orbefore December 15,

2008. Subsequent to the Panel decision, due theheonditions, on October 16, 2008, NASDAQ annadhihat it was suspending
compliance with the Minimum Bid Price Requirememt &ll listed companies until January 16, 2009cdnnection with the suspension of the
Minimum Bid Price Requirement, we were notifiedtttiee period by which we must be in compliance wfith Minimum Bid Price
Requirement had been extended until July 17, 2008e fail to regain compliance with the MinimumdPrice Requirement on or before July
17, 2009, the Staff will provide us with writtentifization that our Common Stock will be delistedrh the NASDAQ Capital Market. If a
delisting from the NASDAQ Capital Market were tacac, our Common Stock would be eligible, upon tppligation of a market maker, to
trade on the OTC Bulletin Board or in the “pink st&” These alternative markets are generally demed to be less efficient than, and not as
broad as, the NASDAQ Capital Market or the NASDA®I6al Market. Therefore, delisting of our commaock from the NASDAQ Capital
Market could adversely affect the trading priceof common stock and could limit the liquidity afrccommon stock and therefore could
cause the value of an investment in our commorkdtwdecrease.

In order to regain compliance with the Minimum Bi@rice Requirement of the NASDAQ Stock Market we niagy/required to implement
reverse stock split, which could have a materiavadse affect on our stock price.

We may be required to implement a reverse stodgkiegrder for our shares of common stock to remaited on the NASDAQ
Capital Market. While such reverse stock splitlddaring us back into compliance, there can bessumnce that any increase in the market
price for our common stock resulting from a revestek split, if approved and implemented, wouldsbstainable since there are numerous
factors and contingencies that would effect suatepincluding the market conditions for our comnsbock at the time, our reported results of
operations in future periods and general econogaiopolitical, stock market and industry conditioAscordingly, the total market
capitalization of our common stock after a revesteek split may be lower than the total market tdiziation before such reverse stock split
and, in the future, the market price of our comratotk may not exceed or remain higher than the etgmlce prior to such reverse stock split.
While a higher share price may help generate ivésterest in our common stock, there can be sarasice that a reverse stock split would
result in a per share market price that attradstintional investors or investment funds, or thath price would satisfy the investing guidelines
of institutional investors or investment funds.

As a result, the trading liquidity of our commonck may not improve as a result of a reverse ssptik Furthermore, the liquidity of
our common stock could be adversely affected byedeced number of shares of our common stockwtbatd be outstanding after the reve
stock split.

If our products fail in pre-clinical or clinical trials or if we cannot enrollenough patients to complete our clinical trialsych failure may
adversely affect our business, financial conditi@md results of operations.

In order to sell our products, we must receive l&guy approval. Before obtaining regulatory ap@ais for the commercial sale of
any of our products under development, we must detnate through pre-clinical studies and clinicil$ that the product is safe and effective
for use in each target indication. In additiorg thsults from pre-clinical testing and early dalitrials may not be predictive of results
obtained in later clinical trials. There can beassurance that our clinical trials will demongrstifficient safety and effectiveness to obtain
regulatory approvals for our products still in deygnent. A number of companies in the biotechnplagd pharmaceutical industries have
suffered significant setbacks in late stage clinigals even after promising results in early staigvelopment. If our developmental products
fail in pre-clinical or clinical trials, it will hae an adverse effect on our business, financialition and results of operations.

The completion rate of clinical studies of our prots is dependent on, among other factors, thematnroliment rate. Patient
enroliment is a function of many factors, including

« investigator identification and recruitme
« regulatory approvals to initiate study sites;
« patient population siz¢

« the nature of the protocol to be used in the trial,



« patient proximity to clinical sites;
- eligibility criteria for the study; and
» competition from other compan’ clinical studies for the same patient populat

We believe our planned procedures for enrollingepés are appropriate; however, delays in patiertlenent would increase costs
and delay ultimate commercialization and saleanif, of our products. Such delays could materidlyersely affect our business, financial
condition and results of operations.

We may be required to conduct broad, long-term @il trials to address concerns that the long-tetrse of one of our leading products,
IPLEX™ in broader chronic indications might increse the risk of diabetic retinopathy. This may maddly adversely affect our busines
financial condition and results of operation:

In previously published clinical trials of rhiIGF-dgncerns were raised that long-term use of rhiGhight lead to an increased

incidence and/or severity of retinopathy, a disedseew blood vessel growth in the eye which resimtloss of vision. Because IPLEX™
contains rhiIGF-I, the FDA may require us to condwoad, long-term clinical trials to address thesecerns prior to receiving FDA approval
for broad chronic indications such as diabeteses€ltlinical trials would be expensive and couldyleur commercialization of IPLEX™ for

these broader chronic indications. Adverse resultsese trials could prevent our commercializatdd IPLEX™ for broad chronic indicatior
or could jeopardize existing development in otimgligations.

We cannot be certain that we will obtain regulatoapprovals in the United States, European Unionather countries. The failure to obtai
such approvals may materially adversely affect daursiness, financial condition and results of opei@ts.

We are required to obtain various regulatory apal®prior to studying our products in humans armshthgain before we market and
distribute our products. The regulatory review apgroval process required to perform a clinicatlgtin both the United States and European
Union includes evaluation of preclinical studies &tinical studies, as well as the evaluation af manufacturing process. This process is
complex, lengthy, expensive, resource intensivelarartain. Securing regulatory approval to madketproducts also requires the submis
of extensive preclinical and clinical data, mantfisiog information regarding the process and fagikcientific data characterizing our product
and other supporting data to the regulatory autiesrin order to establish its safety and effectass. This process is also complex, lengthy,
expensive, resource intensive and uncertain. We lited experience in filing and pursuing apptions necessary to gain these regulatory
approvals.

Data submitted to the regulators is subject to mgrinterpretations that could delay, limit or pe@t regulatory agency approval. We
may also encounter delays or rejections based angels in regulatory agency policies during theqgakim which we develop a product and the
period required for review of any application fegulatory agency approval of a particular produ@elays in obtaining regulatory agency
approvals could adversely affect the developmedtraarketing of any drugs that we or our collabespartners develop. Such delays could
impose costly procedures on our collaborative gastror our activities, diminish any competitivevadtages that our collaborative partners or
we may attain and adversely affect our abilityeoaive royalties, any of which could materially abely affect our business, financial
condition and results of operations.

In order to market our products outside of the &bhiBtates and European Union, our corporate parémet we must comply with
numerous and varying regulatory requirements oérotiountries. The approval procedures vary amongtcies and can involve additional
product testing and administrative review periodiie time required to obtain approval in these iotbeitories might differ from that required
to obtain FDA or European Agency for the EvaluatidMedicinal Products, or EMEA, approval. Theukgory approval process in these
other territories includes at least all of the sisissociated with obtaining FDA and EMEA approwhded above. Approval by the FDA or the
EMEA does not ensure approval by the regulatorp@rities of other countries. The failure to obtairch approvals may materially adversely
affect our business, financial condition and resaftoperations.

We may not have or be able to obtain sufficient gtiies of our products to meet our supply and dtial studies obligations and our
business, financial condition and results of opei@t may be adversely affected.

The transfer of the Boulder facility to Merck takasay our internal IPLEX™ production capability. edelieve, however, that we
have sufficient inventory of IPLEX™ to support aurgoing ALS EAP in Europe through 2010 togethehwlite IPLEX™ requirement for the
clinical trial currently being planned with the FO®&r ALS patients in the US. Any requirements lBLEX™ beyond 2010 or any significant
increase in demand beyond our current commitmettitsrén the MMD or ALS fields will require that widentify a Contract Manufacturing
Organization or CMO to produce the necessary IPLEXMeet the demand. We estimate that the teokfeaof our IPLEX™ production
process could take 12 to 18 months once a CMO & inlentified.

We also intend to manufacture rhIGFBP-3 clinicalglsubstance and INSM-18 with contract manufacsurér addition, we intend to
utilize contract manufacturers for sterile filtegirfilling, finishing, labeling and analytical tasg.

The number of contract manufacturers with the eigeeand facilities to manufacture our productinisted and it would take a
significant amount of time and resources to arrdongalternative manufacturers. Even if we weréitd alternative manufacturers, the prices
they charge may not be commercially reasonableayr anly be able to provide our products in a qupniiat is less than our
needs. Furthermore, if we need to change to atbrtract manufacturers, we would also need to feans these new manufacturers and
validate the processes and analytical methods sagefor the production and testing of our produ@sy of these factors could lead to (1) the
delay or suspension of our clinical studies, refgmasubmissions and regulatory approvals, or {@hér costs of production, or (3) our failt



to effectively commercialize our products.

The facilities of contract manufacturers must ugddénspections by the FDA and the EMEA for compti@mvith cGMP
regulations. In the event these facilities docwitinue to receive satisfactory cGMP inspectiamgtie manufacture and testing of our
products, we may need to fund additional modifmasito our manufacturing or testing processes, weiratlditional validation studies, or find
alternative manufacturing and testing facilitiesy af which would result in significant cost to as well as a significant delay of up to several
years in the development of our products. In éaldithe facilities of any contract manufacturer may utilize, will be subject to ongoir
periodic inspection by the FDA, the EMEA and otf@eign agencies for compliance with cGMP reguladiand similar foreign standards.
have limited control over contract manufacturesshpliance with these regulations and standardsiwtoald limit our production of final drt
product.

If our products fail to achieve market acceptanaarfany reason, such failure may materially advengeffect our business, financie
condition and results of operations.

There can be no assurance that any of our productidates if approved for marketing, will achievarket acceptance. If our product
candidates, once approved, do not receive markepsance for any reason, it will adversely affeat lousiness, financial condition and results
of operations. The degree of market acceptanemyfirugs we develop will depend on a number dbfagincluding:

« the establishment and demonstration in the medaaimunity of the clinical efficacy and safety ofrguoducts:
« our product’ potential advantages over existing and future tneat methods

« the price of our products; and

« reimbursement policies of government and t-party payers, including hospitals and insurancepzones

For example, even after we obtain regulatory apgrtivsell our products, physicians and healthpaseers could conclude that our
products are not safe and effective and physiaiantd choose not to use them to treat patients. cOmpetitors may also develop new
technologies or products which are more effectiviess costly, or that seem more cost-effective thar products.

In addition, legislation and regulations affectihg pricing of pharmaceuticals may change in walygese to us. While we cannot
predict the likelihood of any legislative or reguley proposals, if the government or an agency tedsgpch proposals, they could materially
adversely affect our business, financial condiiod results of operations.

We are dependent upon retaining and attracting ksgrsonnel and others, the loss of which could maadly adversely affect our business,
financial condition and results of operation:

We depend highly on the principal members of oigrgdic and management staff, the loss of whoseises might significantly dele
or prevent the achievement of research, developoramisiness objectives and would materially acelgraffect our business, financial
condition and results of operations. Our succegends, in large part, on our ability to attrad estain qualified management, scientific and
medical personnel, and on our ability to develog araintain important relationships with commergiaftners, leading research institutions
key distributors. We face intense competitiondach personnel and relationships. We cannot afisareve will attract and retain such
persons or maintain such relationships.

We expect that our potential expansion into areasagtivities requiring additional expertise, sashfurther clinical trials,
governmental approvals, manufacturing, sales, miackeand distribution will place additional requinents on our management, operational
and financial resources. We expect these demaitideguire an increase in management and sciemggrsonnel and the development of
additional expertise by existing management persbnfihe failure to attract and retain such persbonto develop such expertise could
materially adversely affect our business, financ@idition and results of operations.

We rely on collaborative relationships for our suess. If we are unable to form these relationshipsould materially adversely impact our
business, financial condition and results of opei@ts.

We currently rely and may in the future rely onuemioer of significant collaborative relationships iiatellectual property rights,
research funding, manufacturing, analytical sesjipeeclinical development, clinical developmend aales and marketing. For example,
almost all of our clinical trial work is done inl@boration with academic institutions and we hlgensed intellectual property to permit the
development, manufacture and commercializationuofpsoducts. Reliance on collaborative relatiopsiposes a number of risks, including
following:

« we may not be able to effectively control whether corporate partners will devote sufficient res@srto our programs or products;

« disputes may arise in the future with respect eoatvnership of rights to technology developed wlittensed to or licensed from corpol
partners

» disagreements with corporate partners could rasutiss of intellectual property rights, delay errhinate the research, developmer
commercialization of product candidates or resulitigation or arbitration

« contracts with our corporate partners may failnovple sufficient protection of our intellectualgperty;



« we may have difficulty enforcing the contracts ifecof these partners fails to perform;

« corporate partners have considerable discretialdating whether to pursue the development of afditianal products and may pur:
technologies or products either on their own azattlaboration with our competitors; a

« corporate partners with marketing rights may chdosgevote fewer resources to the marketing ofpsaducts than they do to product:
their own developmen

Given these risks, a great deal of uncertaintytexegarding the success of our current and fudolteborative efforts. Failure of the
efforts could delay, impair or prevent the develeptrand commercialization of our products and ablgraffect our business, financial
condition and results of operations.

Our growth strategy includes acquiring complemenyarusinesses or technologies that may not be awdar, if available and purchased
or licensed, might not improve our business, finaakcondition or results of operations.

As part of our business strategy, we expect toysuasquisitions and in-license new products anthntelogies. Nonetheless, we
cannot assure you that we will identify suitablgusitions or products or that we can make suchiiaigpns or enter into such license
agreements on acceptable terms. If we acquireésses, those businesses may require substamiial.cand we cannot provide assurance
that such capital will be available in sufficiemhaunts or that financing will be available in amtsuand on terms that we deem
acceptable. Furthermore, the integration of aeglitusinesses may result in unforeseen difficuliesrequire a disproportionate amount of
managemeng attention and our other resources. Finally, arnot provide assurance that we will achieve progeisynergies and efficienc
from these acquisitions.

We intend to conduct proprietary development progravith collaborators, and any conflicts with theould harm our business,
financial condition and results of operations. Wend to enter into collaborative relationshipsakhwill involve our collaborators conducting
proprietary development programs. Any conflictwaiur collaborators could reduce our ability toadbtfuture collaboration agreements and

negatively influence our relationship with existiogllaborators, which could reduce our revenuestewe an adverse effect on our business,
financial condition and results of operations. Bmrer, disagreements with our collaborators coalktbp over rights to our intellectual

property.

Certain of our collaborators could also be or bee@mompetitors. Our collaborators could harm oodpct development efforts by:

« developing competing products;

« precluding us from entering into collaborationshattheir competitors;

« failing to obtain regulatory approva

« terminating their agreements with us prematurely; o

« failing to devote sufficient resources to the depehent and commercialization of produ

We may need additional funds in the future to camtie our operations, but we face uncertainties witspect to our access to capital that
could materially adversely impact our business,dircial condition and results of operations.

We may require additional future capital in ordeatquire complementary businesses or technologgminue our research and
development activities. As of December 31, 2008 had $2.4 million of cash and investments on had.March 31, 2009, we completed
sale of our FOB assets for an aggregate purcha=egr$130 million. After fees, taxes and othests related to the transaction, we expect net

proceeds of approximately $123 million as a restthis transaction. However, our future capiguirements will depend on many factors,
including factors associated with:

« research and development, including, among otherst preclinical testing and clinical studi
» process developmer

« oObtaining marketing, sales and distribution caitids

« Obtaining regulatory approval

« retaining employees and consultants;

« filing and prosecuting patent applications and gsifgy patent claims

« establishing strategic alliances;



- manufacturing; and
« potential future litigation.

We may also need to spend more money than currexplgcted because we may further change or aligrdivelopment plans,
acquire additional drugs or drug candidates or \ag misjudge our costs. We have no committed sswteapital and do not know whether
additional financing will be available when needed,if available, that the terms will be favorablEhere can be no assurance that our cash
reserves together with any subsequent fundingsatisfy our capital requirements. The failureatsfy our capital requirements will advers
affect our business, financial condition and ressaftoperations.

We may seek additional funding through stratediarates, private or public sales of our securitiecensing all or a portion of our
technology. Such funding may significantly dilaeisting shareholders or may limit our rights to ourrently developing technology. There
can be no assurance, however, that we can obtditiced| funding on reasonable terms, or at dilwé cannot obtain adequate funds, we may
need to significantly curtail our product developmprograms and relinquish rights to our technaegir drug candidates. This may adversely
affect our business, financial condition and ressaftoperations.

We may not accurately predict the protection affediby our patents and proprietary technology anaifr predictions are wrong, this may
materially adversely affect our business, financ@dndition and results of operations.

Our success will depend in part on our ability bdain patent protection for our products, preveirttparties from infringing on our
patents, and refrain from infringing on the pataftsthers, both domestically and internationally.

Our patent positions are highly uncertain, andfatyre patents we receive for our potential progdwatl be subject to this uncertain
which may adversely affect our business, finanmieldition and results of operations. We intenddtively pursue patent protection for
products resulting from our research and developmetivities that have significant potential comgial value. Nevertheless, it is possible
that, in the patent application process, certaaimt$ may be rejected or achieve such limited altmeahat the value of the patents would be
diminished. Further, there can be no assuranctetiyapatents obtained will afford us adequatequtiin. In addition, any patents we procure
may require cooperation with companies holdingteelgpatents. We may have difficulty forming a sassful relationship with these other
companies.

Third parties may claim that we are infringing upmrhave misappropriated their proprietary right&rious third parties have
obtained, and are attempting to obtain, patenteptimn relating to the production and use of oyraped product and product candidates. We
can give no assurances as to whether any issuedtpabr patents that may later issue to thirdgmnivould affect our contemplated
commercialization of IPLEX™ or any other produdt/e can give no assurances that such patents cavoled, invalidated or licensed. W
respect to any infringement claim asserted byra therty, we can give no assurances that we wilumeessful in the litigation or that such
litigation would not have a material adverse effatiour business, financial condition and resuitsperation. In the event of a successful
claim against us for infringement or misappropaatof a third party’s proprietary rights, we mayrbeguired to:

« pay damages, including up to treble damages, andttter party’s attorneys’ fees, which may be sfisl;
« cease the development, manufacture, marketingaad§&products or use of processes that infrihgeproprietary rights of other

- expend significant resources to redesign our prisdoc our processes so that they do not infringepttoprietary rights of others, wh
may not be possible

« redesign our products or processes to avoid thandypproprietary rights, we may suffer significanegulatory delays associated v
conducting additional clinical trials or other s$efp obtain regulatory approval; a

« obtain one or more licenses arising out of a sat of litigation or otherwise from third partifs the infringed proprietary rights, whi
may not be available to us on acceptable termsalt.

Furthermore, litigation with any third party, eviétthe allegations are without merit, would likddg expensive and time-consuming
and divert management'’s attention.

Any conclusions we may have reached regarding nsmgement and invalidity are based in part oenxdaw of publicly available
databases and other information. There may benr#tion not available to us or otherwise not rexddvy us that might change our
conclusions. Moreover, as described above, theesand validity of patent claims are determinedeas many facts and circumstances, and
in a litigation, a court may reach a different dostn on any given patent claim than the conchisithat we have reached.

In addition, we may have to undertake costly lifiggato enforce any patents issued or licensedtoruo determine the scope and
validity of another party’s proprietary rights. Wan give no assurances that a court of compatgatljction would validate our issued or
licensed patents. An adverse outcome in litigatioan interference or other proceeding in a coupatent office could materially adversely
affect our business, financial condition and resaftoperations.

We operate in a highly competitive environment aifidve are unable to adapt to our environment, we yriae unable to compete successfL
which will materially adversely affect our busingdinancial condition and results of operations.

Biotechnology and related pharmaceutical technoloaye undergone and should continue to experieapid and significar



change. We expect that the technologies assoaidtediotechnology research and development wailittue to develop
rapidly. Our future success will depend in largeton our ability to maintain a competitive pasitiwith respect to these technologies. Any
compounds, products or processes that we develgmheawmme obsolete before we recover any expenseséa in connection with their
development. Rapid technological change could noakeroducts obsolete, which could materially adely affect our business, financial
condition and results of operations.

We expect that successful competition will depemdong other things, on product efficacy, safetjabdity, availability, timing and
scope of regulatory approval and price. Specificale expect crucial factors will include the ndla speed with which we can develop
products, complete the clinical testing and reguiaapproval processes and supply commercial qigstf the product to the market. We
expect competition to increase as technologicahades are made and commercial applications broddesach of our potential product areas,
we face substantial competition from large pharmatical, biotechnology and other companies, univiesiand research institutions. Relative
to us, most of these entities have substantiabpigr capital resources, research and developitadfst, $acilities and experience in conducting
clinical studies and obtaining regulatory approyatswell as in manufacturing and marketing phasugcal products. Many of our
competitors may achieve product commercializatiopatent protection earlier than us. Furthermaeebelieve that our competitors have
used, and may continue to use, litigation to gaiorapetitive advantage. Finally, our competitomyrase different technologies or approaches
to the development of products similar to the patslwve are seeking to develop.

Competitors could develop and gain FDA approvalpsbducts containing rhiIGF-1, which could adversedffect our competitive position in
all indications where we are currently developinBILEX™.

rhIGF-1 manufactured by other parties may be apgtdor use in other indications in the United Statethe future, including MMD
and HARS. In the event there are other rhiIGF-Hpets approved by the FDA to treat indications othan those covered by IPLEX™,
physicians may elect to prescribe a competitorglpct containing rhiIGF-1 to treat the indicatioosWhich IPLEX™ has received and may
receive approval. This is commonly referred tofidabel use. While under FDA regulations a cotitpeis not allowed to promote off-label
use of its product, the FDA does not regulate tiaetice of medicine and as a result cannot dirkgsigians as to what product containing
rhiGF-1 to prescribe to their patients. As a resué would have limited ability to prevent off-kelluse of a competitor’'s product containing
rhiIGF-1 to treat any diseases for which we haveived FDA approval, even if it violates our patesutsl we have orphan drug exclusivity for
the use of rhIGF-1 to treat such diseases.

If another party obtains orphan drug exclusivity f@a product that is essentially the same as a prodwe are developing in a particule
indication, we may be precluded or delayed from c¢oercializing the product in that indication. This ay materially adversely affect our
business, financial condition and results of opei@s.

Under the Orphan Drug Act, the FDA may grant orpdarg designation to drugs intended to treat adaease or condition, which is
generally a disease or condition that affects fetwan 200,000 individuals in the United Statese Thmpany that obtains the first marketing
approval from the FDA for a designated orphan douga rare disease receives marketing exclusiatyse of that drug for the designated
condition for a period of seven years. Similardaexist in EU. If a competitor obtains approvatie same drug for the same indication or
disease before us, we would be blocked from obtgiapproval for our product for seven or more yeamgess our product can be shown to be
clinically superior. In addition, more than oneigimay be approved by the FDA for the same orphdication or disease as long as the drugs
are different drugs. As a result, even if our pretds approved and receives orphan drug exclysiag in the case of our drug IPLEX™, the
FDA can still approve different drugs for use ieating the same indication or disease covered bpmduct, which could create a more
competitive market for us.

Confidentiality agreements with employees and otheray not adequately prevent disclosure of traderees and other proprietary
information. Disclosure of this information may narially adversely affect our business, financiabrdition and results of operations.

In order to protect our proprietary technology @ndcesses, we rely in part on confidentiality agreets with our corporate partners,
employees, consultants, outside scientific collabms and sponsored researchers and other advi$mse agreements may not effectively
prevent disclosure of confidential information andy not provide an adequate remedy in the evembhafithorized disclosure of confidential
information. In addition, others may independenlilycover trade secrets and proprietary informat@ostly and time-consuming litigation
could be necessary to enforce and determine thgesufoour proprietary rights, and failure to obtairmaintain trade secret protection could
adversely affect our competitive business, findramadition and results of operations.

Our research, development and manufacturing actieg at our former Boulder Facility involved the use# hazardous materials, which cou
expose us to damages that could materially adverséfect our results of operations and financial ondition.

Our research, development and manufacturing aesvitt our former Boulder Facility involved the tmtied use of hazardous
materials, including hazardous chemicals and ratiwamaterials. Under the terms and conditionswfagreement with Merck for the sale of
our FOB assets, we retained our obligations aruilities under any environmental law relating taidtes conducted before March 31, 2009
but which arise at any time during the two-yeaiiguebeginning on March 31, 2009. If any such aodtiign or liability arises, we could be
subject to an obligation to indemnify Merck for dogses incurred by Merck which could materiallyedely affect our results of operations
and financial condition.

We may be subject to product liability claims if oproducts harm people, and we have only limitedg@uct liability insurance.
The manufacture and sale of human therapeutic ptediavolve an inherent risk of product liabilitlagns and associated adverse

publicity. We currently have only limited proddiability insurance for our products. We do nopknif we will be able to maintain existing
obtain additional product liability insurance orceptable terms or with adequate coverage agaitshgal liabilities. This type of insurance



expensive and may not be available on acceptabitestdf we are unable to obtain or maintain sufitiinsurance coverage on
reasonable terms or to otherwise protect againsngial product liability claims, we may be unabdecommercialize our products. A
successful product liability claim brought agaiastin excess of our insurance coverage, if any, mayire us to pay substantial amounts. -
could have a material adverse effect our busiriggs)cial condition and results of operations.

If our settlement agreement with Tercica and Genedl was terminated, the Consent order from the downould be reinstated, which wou
have a material adverse effect on our businessafinial condition and results of operations.

As part of our settlement agreement with GenenéechTercica, we entered into a Consent JudgmenPardanent Injunction in the
United States District Court for the Northern Digttiof California. If our settlement agreementtwitercica and Genentech is terminated, the
Consent Judgment and Permanent Injunction agasnstlusurvive termination, which would have a mé&kadverse effect on our business,
financial condition and results of operations asweelld no longer have a license to manufacture FPTEUSiIng the present process without
incurring significant penalties and royalties.

Conversion of our outstanding notes and exerciseagfrrants and options issued by us will significdyntilute the ownership interest of
existing shareholders.

As of February 28, 2009, the convertible notesdddoy us in March 2005 and the warrants issuedshyg May 2007, March 2005,
November 2004 and July 2003 were convertible imith @xercisable for up to approximately 13 millidrages of our common stoc
representing approximately 11% of our then outstapndommon stock.

As of February 28, 2009, our outstanding restrictedk, restricted stock units and stock optionsuoemployees, officers, directors
and consultants were exercisable for up to 9 milbares of our common stock, representing appieimnan additional eight percent of our
then outstanding common stock.

The conversion or exercise of some or all of ourvestible notes, warrants, restricted stock, retgtd stock units and options will
significantly dilute the ownership interests ofsiig shareholders. Any sales in the public maokéhe common stock issuable upon such
conversion or exercise could adversely affect ghegamarket prices of our common stock.

The market price of our stock has been and may @oné to be highly volatile and historically, we hawnever paid dividends on our comm
stock.

Our common stock is listed on the Nasdaqg Capitakitaunder the ticker symbol “INSM.” The marketqer of our stock has been
and may continue to be highly volatile, and annemments by us or by third parties may have a sicanifi impact on our stock price. These
announcements may include:

« our listing status on the Nasdaq Capital Market;

« results of our clinical studies and preclinicaldiés, or those of our corporate partners or ourpEiitors;

« Our operating result:

« developments in our relationships with corporatengas;

» developments affecting our corporate partn

« negative regulatory action or regulatory approvighwespect to our announcement or our competimmaouncements of new products,
« government regulation, reimbursement changes anergmental investigation or audits related to usayur products

- developments related to our patents or other petawi rights or those of our competitors;

» changes in the position of securities analysts végipect to our stock; al

« operating results below the expectations of publicket analysts and investors.

In addition, the stock market has from time to tiexperienced extreme price and volume fluctuatiamgch have particularly affects
the market prices for emerging biotechnology amgpbarmaceutical companies, and which have often beeelated to their operating
performance. These broad market fluctuations ndagsely affect the market price of our commonlstoc

In the past, when the market price of a stock e lvolatile, holders of that stock have oftenitatgtd securities class action litigat
against the company that issued the stock. Ifodmyr shareholders brought a lawsuit against @sceuld incur substantial costs defending
lawsuit. The lawsuit could also divert the timelattention of our management.

Future sales by existing shareholders may loweptioe of our common stock, which could resultaedes to our

shareholders. Future sales of substantial amadiismmon stock in the public market, or the pasigitof such sales occurring, could
adversely affect prevailing market prices for oomenon stock or our future ability to raise capitabugh an offering of equity securitie



Substantially all of our common stock is freelydimble in the public market without restriction untlee Securities Act, unless these
shares are held by “affiliates” of our companyttes term is defined in Rule 144 under the Se@srifict.

Historically we have never paid dividends on oumeaaon stock and we currently intend to retain oture earnings, if any, to fund t
development and growth of our businesses and,ftirereve do not anticipate paying any cash divideindm earnings in the foreseeable
future. We are currently reviewing options for thee of the proceeds from the sale of our FOB sdgd¥lerck. One of these options may
include a special dividend to common shareholders.

Certain provisions of Virginia law, our articles ahcorporation and our amended and restated bylaasd our Rights Plan make a hostile
takeover by a third party difficult.

Certain provisions of Virginia law and our articlesincorporation and amended and restated bylaukldamper a third party’s
acquisition of, or discourage a third party frorteatpting to acquire control of us. The conditionsld also limit the price that certain invest
might be willing to pay in the future for sharesonfr common stock. These provisions include:

« a provision allowing us to issue preferred stockhwights senior to those of the common stock withany further vote or action by 1
holders of the common stock. The issuance of medestock could decrease the amount of earningassets available for distributior
the holders of common stock or could adverselycafige rights and powers, including voting rigtisthe holders of the common stock
certain circumstances, such issuance could haveffiset of decreasing the market price of the comstock;

« the existence of a staggered board of directorshith there are three classes of directors serstaggered thregear terms, tht
expanding the time required to change the compositf a majority of directors and perhaps discoumggomeone from making
acquisition proposal for u.

» the amended and restated byl’ requirement that shareholders provide advanceauatien nominating our directol

« the inability of shareholders to convene a shaddrsl meeting without the chairman of the board, theidesd or a majority of the boe
of directors first calling the meeting; a

« the application of Virginia law prohibiting us froentering into a business combination with the Eeia¢ owner of 10% or more of o
outstanding voting stock for a period of three geafter the 10% or greater owner first reached lhal of stock ownership, unless
meet certain criterie

In addition, in May 2001, our board of directorpegpred the adoption of a Rights Plan under whidreiholders received rights to
purchase new shares of preferred stock if a pessgnoup acquires 15% or more of our common stdblese provisions are intended to
discourage acquisitions of 15% or more of our commstock without negotiations with the board. Thghts trade with our common stock,
unless and until they are separated upon the cameerof certain future events. Our board of dinectoay redeem the rights at a price of $0.01
per right prior to the time a person acquires 15%more of our common stock.

ITEM 2. PROPERTIES

Our headquarters are located in Richmond, Virgiwizere we occupy approximately 18,000 square fegpace for corporate and
development activities under a lease expiring ito®er 2016. Our lease contains annuaht escalations of 3%. Our annual cash cost fo
Virginia space including utilities and servicedistal 2008 were approximately $0.4 million.

On March 31, 2009 in connection with the sale ofle@B assets, we assigned the lease for our proesssopment and
manufacturing facility located in Boulder, Colorad¢here we occupied approximately 25,000 squarediegicated to cGMP production of
commercial and clinical drug and quality controti&®,000 square feet of space in two adjacenttiasifor additional laboratory and research
and development operations, administrative funstiamd cGMP warehouse and dispensing operationsai@ual cash cost for this facility
including utilities and services in fiscal 2008 veproximately $1.2 million under two operatingdes that contained annual escalation of 3-
5%.

We believe that our existing facilities are adegufat our current needs and that suitable additionalternate space will be available
on commercially reasonable terms when our leasgiseear when we need additional space.

ITEM 3. LEGAL PROCEEDINGS

On December 6, 2006, a jury in the U.S. Districu@dor the Northern District of California fountdt we infringed patents held by
Tercica and Genentech and awarded damages of $iidhras an upfront payment and a royalty of 15f6sales of IPLEX™ below $100
million and 20% for sales of IPLEX™ above $100 roill.

On March 5, 2007, we reached a settlement agreeznelintg all litigation with Tercica and Genentedtursuant to the agreement, we
agreed to cease sales and marketing of IPLEX™hfotreatment of short stature disorders in theddn8tates and agreed to withdraw our [
Marketing Authorization Application for IPLEX™ fdreatment of short stature disorders. We conttoygovide IPLEX™ to named patient
ALS in Italy under our Expanded Access Program.Nomember 8, 2008, Genentech and Ipsen/Tercicadigrietter of intent whereby they
consented to amend the agreement between Genehgrclta, Inc. and Insmed Incorporated to permiousupply IPLEX™ in connection w
named-patient ALS programs worldwide on a roy#lge basis effective October 1, 2008. We previppslid a 4% royalty under our agreet
all cos-recovery that we receive under the Expanded Adessgram. The agreement also gives us the rigtaugh a worldwide developme



partnership with Tercica and Genentech, to mafReEX™ for conditions not related to short statufidhese indications include sev
insulin resistance, MMD and HARS, among otherse d@ivelopment partnership includes provisionsghet us a 50% share of profits and
reimbursement for 50% of development costs if eiffercica or Genentech exercises mptights for marketing of IPLEX™ in any of thesev
indications that we develop. In addition, as jpéthe settlement agreement, Tercica and Genemtadled the damages awarded by the jur
patent infringement suit from the U.S. District Coieor the Northern District of California.

ITEM 4. SUBMISSION OF MATTERS TO A VOTE OF SECURITY HOLDERS

None.




PART Il

ITEM5. MARKET FOR REGISTRANT 'S COMMON EQUITY, RELATED STOCKHOLDER MATTERS AND IS SUER
REPURCHASES OF EQUITY SECURITIES

Our common stock began trading on The Nasdaq SegalMarket on June 1, 2000 and moved to the NasttsmpiGMarket (formerly
the Nasdaqg National Market) on August 8, 2000. F@hruary 29, 2008 our common stock was transfdroed the Nasdaq Global Market to
the Nasdag Capital Market as a result of a decigjotihe Panel in response to our appeal of thd Betermination.

Our trading symbol is “INSM.” The following tablests, for the periods indicated, the high and kale prices per share for our
common stock as reported on the Nasdaq Capital &&ok both fiscal 2008 and fiscal 2007:

Fiscal Year 200¢ High Low

Fourth Quarte $ 0.7¢ $ 0.32
Third Quartel 0.97 0.3¢
Second Quarte 0.77 0.3¢
First Quartel 0.9z 0.57
Fiscal Year 2007 High Low

Fourth Quarte $ 1.07 $ 0.6€
Third Quartel 0.8z 0.5¢
Second Quarte 1.2z 0.6¢
First Quartel 1.6t 0.6¢

On February 27, 2009, the last reported sale foiceur common stock on the Nasdaq Capital Marlet $0.92 per share. As of
February 27, 2009, there were approximately 56€drslof record of our common stock.

We have never declared or paid dividends on oumeomstock. We anticipate that we will retain atings, if any, to support
operations and to finance the growth and developwieour business. Therefore, we do not expepaipcash dividends from earnings in the
foreseeable future. Any future determination athéopayment of dividends will be at the sole dition of our board of directors and will
depend on our financial condition, results of ofiers, capital requirements and other factors a@ard of directors deems relevant. We are
currently reviewing options for the use of the meds from the sale of our FOB assets to Merck. @tigese options may include a special
dividend to common shareholders.

Information about our equity incentive plans carfdaend in Note 3 of our consolidated financial stagnts contained within this Fo
10-K and in the section “Equity Compensation Plafioimation” of our definitive Proxy Statement fanrr;2009 annual meeting of stockholders
as filed with the Securities and Exchange Commisaitd is herein incorporated by reference.

PERFORMANCE GRAPH

®

ITEM 6. SELECTED FINANCIAL DATA

In the table below, we present historical finandiala for the past five years of our operationse Mave prepared this information
using consolidated financial statements for eadh®five years ended December 31, 2008. The diahstatements for each of the five fiscal
years ended December 31, 2008, have been auditechby & Young LLP, our independent registered jiuaatcounting firm. Ernst & Youn
LLP’s report on the consolidated financial statetadar the year ended December 31, 2008 appeawletse herein.

When you read this selected historical financiahda is important that you also read the hist@rfinancial statements and related
notes in our annual and quarterly reports filechulite Securities and Exchange Commission, as weéNManagement’s Discussion and
Analysis of Financial Condition and Results of Cgiiems.”




Year Ended December 31

2004 2005 2006 2007 2008
Historical Statement of
Operations Data:
Revenue! $ 137 $ 131 $ 1,028 $ 7581 $ 11,69¢
Operating expense
Cost of goods sol - - 1,49( 57€ -
Asset Impairmen - - 7,10 - -
Research and developme 23,26( 21,83t 21,12 19,19¢ 21,047
General and administratiy 4,24 5,73( 25,68: 8,24¢ 5,06¢
Total operating expens 27,50: 27,56¢ 55,39¢ 28,02( 26,11(
Operating los: (27,365 (27,439 (54,379 (20,439 (14,41
Loss on investmen - - - - (500)
Interest incomu 222 752 1,93 1,15¢ 50C
Interest expens (60) (14,24°) (3,707 (682) (1,25€)
Loss before income tax (27,209) (40,929 (56,139 (19,962) (15,667)
Income tax expense - - - - -
Net loss (27,209 (40,929 (56,139 (19,96) (15,667
Basic and diluted net loss per
share (0.69) (0.89 (0.59) (0.17) (0.1%)
Weighted average shar 39,16( 48,74 95,32: 114,68: 122,13:
Historical Balance Shee
Data:
Cash, cash equivalents and
shor-term investment $ 9,22; $ 18,83t $ 24,11: % 16,47¢ $ 2,39
Total asset 13,01: 22,87( 28,34¢ 19,50( 4,75¢
Long-term debt, ne - 6,431 3,161 2,11: 487
Stockholders' equity (defici 7,23¢ 10,52¢ 13,88( 11,48¢ (2,827)

ITEM 7. MANAGEMENT 'S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AN D RESULTS OF
OPERATIONS

The following discussion also should be read injwoction with the Consolidated Financial Statemearsd notes thereto.
Overview

We are a development stage company with expertipeotein drug development. Our corporate offgccated in Richmond,
Virginia.

On February 12, 2009, we announced that we hadeghiieto a definitive agreement with Merck & Cag¢l (“Merck”) whereby
Merck, through an affiliate, would purchase alleisselated to our follow-on biologics platformn ®larch 31, 2009, we completed the sale of
these assets for an aggregate purchase price offiillBn. After fees, taxes and other costs edab the transaction, we expect net proceeds
of approximately $123 million as a result of thigrtsaction.

As part of this transaction, Merck assumed theded®ur Boulder, Colorado-based manufacturindifg@nd acquired ownership of
all the equipment in the building. In addition,ompclosing of the transaction, Merck offered posi§i to employees of the Boulder facility. We
retain our Richmond, VA corporate office, which Bea our Clinical, Regulatory, Finance, and Admiatste functions, in support of the
continuing IPLEX™ program.

Until the sale of our follow-on biologics platformwe pursued a dual path strategy involving entty the follow-on biologics arena
(also known as biosimilars, biogenerics and biaspand advancing our proprietary protein platfanto niche markets with unmet needs. As
a result of the sale of our follow-on biologics etss we will primarily focus on our proprietary pem platform and our product, the FDA-
approved IPLEX™, which is in various stages of depment for a number of serious medical conditi®®ssed on a comprehensive market
analysis, our current resource allocation strafegyPLEX™ is focused primarily on Myotonic MusculBystrophy (“MMD”) followed by
Amyotrophic Lateral Sclerosis (“ALS"), also knows hou Gehrig's disease. Other areas where IPLEX®als0 shown potential include
Retinopathy of Prematurity (“ROP”).



We plan to use the net proceeds from the salemfotlow-on biologics platform to continue to suppthe development of IPLEX™
and our proprietary protein platform and we ardwating other options for use of these proceedsidticg product licensing, acquisitions of
complimentary businesses or technologies, mergbkese repurchase and the distribution of a podfche proceeds to shareholders.

We have not been profitable and have accumulatédtdeof approximately $346 million through Deceent81, 2008. While we
expect that, following the sale of our FOB assetsierck, for the balance of 2009 we will operateaotash neutral basis as a result of
anticipated revenues on our Expanded Access Prognannterest on the net proceeds of the saleroFOB assets offsetting our ongoing b
costs, we expect to incur significant additionaisies for at least the next several years until 8owhas sufficient commercial revenues are
generated to offset expenses. Moving forward oyonsource of income is expected to be the costveny charges for our Expanded Access
Program and our major expenses will be relatedsearch and development. In general, our experditnay increase as development of our
product candidates progresses. However, theréwifluctuations from period to period caused Hfedences in project costs incurred at each
stage of development.

Research and Development Activities

Since we began operations in late 1999, we havetdésubstantially all of our resources to theasseand development of a num
of product candidates for metabolic and endocrigeases. Until the sale of our FOB assets on Mat¢t2009, our research and development
efforts were principally focused on pursuing a caeth strategy involving entry into the follow-omlogics arena (also known as biosimilars,
biogenerics and biologics) and advancing our petary protein platform into niche markets with unmeeds. Our focus is now principally
our proprietary protein platform. Our lead propaigtprotein product, the FDA-approved IPLEX™, isngestudied as a treatment for several
serious medical conditions including MMD and AL®B/e conduct very little of our own preclinical lalatory research. We have outsourced
several Phase Il clinical studies with IPLEX™ anudf other anti-cancer product candidates, INSM-18rdWGFBP-3, and plan on conducting
additional clinical studies in the future.

All of our research and development expenditurdsetiver conducted by our own staff or by externedraists on our behalf and at our
expense, are recorded as expenses as incurrednauthizd to approximately $188 million for the pér&ince inception, in November 1999,
through December 31, 2008, and $21.1 million, $18ilton and $21.0 million, for the years ended Betber 31, 2006, 2007 and 2008,
respectively. Research and development expensasstprimarily of salaries and related expensestscto develop and manufacture products
and amounts paid to contract research organizatimspitals and laboratories for the provisionarvices and materials for drug development
and clinical trials.

All of our research and development expenditurksed to our proprietary protein platform are intéaited as they are all associated
drugs that modulate IGF-I activity in the human pod significant finding in any one drug for a gaualar indication may provide benefits to
our efforts across all of these products. Allla#ge products also share a substantial amount @bounon fixed costs such as salaries, facility
costs, utilities and maintenance. Given the spatlion of research and development expenses tbaekated to products other than IPLEX™
we have determined that very limited benefits wdagdobtained from implementing cost tracking systéimat would be necessary to allow for
cost information on a product-by-product basis.

External clinical research of IPLEX™ in the MMD icdtion together with the development cost of treppsed IPLEX™ trial for ALS
patients in the US are expected to represent oirr ragearch and development focus for 2009.

Our clinical trials with our product candidates ambject to numerous risks and uncertainties tlebatside of our control, including the
possibility that necessary regulatory approvals matybe obtained. For example, the duration aadtst of clinical trials may vary
significantly over the life of a project as a resfldifferences arising during the clinical triadotocol, including, among others, the following:

« the number of patients that ultimately participatéhe trial;
« the duration of patient follo-up that is determined to be appropriate in viewestilts;

« the number of clinical sites included in the trjals

« the length of time required to enroll suitable patisubjects; an

the efficacy and safety profile of the product ddate.

Our clinical trials may also be subject to delaysepections based on our inability to enroll patgeat the rate that we expect or our inability to
produce clinical trial material in sufficient quéaigs and of sufficient quality to meet the schedidr our planned clinical trials.

Moreover, all of our product candidates and paldidy those that are in the preclinical or earlyiclal trial stage must overcome
significant regulatory, technological, manufactgrand marketing challenges before they can be saftdly commercialized. Some of these
product candidates may never reach the clinicall $tage of research and development. As prealistadies and clinical trials progress, we
may determine that collaborative relationships blinecessary to help us further develop or to cervialize our product candidates, but such
relationships may be difficult or impossible toarge. Our projects or intended projects may adssufject to change from time to time as we
evaluate our research and development prioritidsagailable resources.

Any significant delays that occur or additional erpes that we incur may have a material adversetafh our financial position and
require us to raise additional capital sooner daiger amounts than is presently expected. Intiatidias a result of the risks and uncertainties
related to the development and approval of our gebdandidates and the additional uncertaintiegedlto our ability to market and sell ths



products once approved for commercial sale, weiaadle to provide a meaningful prediction regardhgperiod in which material net
cash inflows from any of these projects is expetbdaecome available.

Results of Operations
Fiscal 2008 compared to Fiscal 2007

Revenues for the full-year 2008 totaled $11.7 woilliup from $7.6 million in the corresponding pdrif 2007. This increase was
primarily due to a $5.1 million improvement in costovery from the EAP to treat patients with AlbStaly.

The net loss for the 12 months ended December(8B &as $15.7 million or $0.13 per share, comp&rekR0.0 million or $0.17 per
share for the 12 months ended December 31, 20&D Bxpenses increased to $21.0 million from $19ilion, reflecting the higher activity
as our clinical trials in the FOB and IPLEX™ arealvanced. SG&A Expenses fell to $5.1 million fr&812 million, due to the elimination of
litigation expenses following the March 2007 setidat and the removal of commercial expenses agsdath our business restructuring
plan.

Interest income for the full-year 2008 was $0.5ioml, compared to $1.2 million for the full-year@Q This decrease was mainly due to
lower interest rates and a lower average cash tafmm the full-year 2008 as compared to the feliy2007. Interest expense for the 12
months ended December 31, 2008 was $1.3 milliompewed to $682,000 for the corresponding peric208f7. This higher interest expense
was due to an increase in the debt discount anatidiz resulting from the quarterly payment of 0Q02 convertible notes, which began in
March 2008.

As of December 31, 2008, we had total cash, casivalents and short-term investments on hand of 8fllion, compared to $16.5
million on hand as of December 31, 2007. The $idlllon decrease in cash, cash equivalents and-g&on investments mainly reflected the
use of $12.0 million for operating activities ar@l& million for principal and interest repaymentsar 2005 convertible notes, which begar
March 1, 2008.

Fiscal 2007 compared to Fiscal 2006

Revenues for the fuljear 2007 totaled $7.6 million, up from $1.0 milli; the corresponding period of 2006. This inseewas due
improvements in the cost recovery from our EAP #rel receipt of licensing income from our agreemeith NAPO Pharmaceuticals In
(“NAPQ"), combined with increased sales of IPLEX¥rithg the first quarter of 2007.

The net loss for the 12 months ended December @17 #as $20.0 million or $0.17 per share, comp&oedb6.1 million or $0.59 p
share for the 12 months ended December 31, 20@®D Bxpenses dropped to $19.2 million from $21.1limnl, reflecting lower litigatio
expenses which were included in R&D Expenses duthey first quarter of 2006, and reduced commerai@nufacturing activity i
2007. SG&A Expenses fell to $8.2 million from $25nillion, due to a combination of reduced litigatiexpenses, which were include:
SG&A Expenses for the final three quarters of 2@0®) the elimination of commercial expenses in 2007

Interest income for the full-year 2007 was $1.2lionl, compared to $1.9 million for the fuflear 2006. This decrease was mainly di
lower interest rates and a lower average cash taléor the full-year 2007 as compared to the yelr 2006. Interest expense for the
months ended December 31, 2007 was $682,000, cethpai$3.7 million for corresponding period of 200Bis decrease in interest expe
resulted from lower amortization of the debt distbassociated with our March 2005 financing, asgaiicant acceleration of the discor
took place in 2006 due to the conversion of natés $hares of our common stock.

As of December 31, 2007, we had total cash, casitvalents and short-term investments on hand of3d8llion, compared to $24.1
million on hand as of December 31, 2006. The $Tilton decrease in cash, cash equivalents and-$&ion investments mainly reflected the
use of $25.3 million for operating activities an8%00,000 investment in NAPO, which was partiaffiget by net proceeds of $17.0 million
from an offering of our common stock and warrantpiirchase our common stock and $1.0 million froereduction of an outstanding letter
of credit.

Accounts payable and accrued project costs and ddeeeased $6.9 million, from $8.3 million in #&006 to $1.4 million in fiscal
2007 as a result of decreased litigation activlyockholders’ equity decreased $2.4 million, fr$18.9 million in fiscal 2006 to $11.5 million
in fiscal 2007. In our common stock financing imW2007, we received net proceeds of $17.0 millr this was offset by our net loss of
$20.0 million for fiscal 2007. Our accumulatedidigfat December 31, 2007, increased to approxiln&30.8 million from $310.8 million at
December 31, 2006 due to our fiscal 2007 net |6§20.0 million.

Liquidity and Capital Resources

There is considerable time and cost associateddeitieloping a potential drug or pharmaceutical pobdo the point where FDA
approval for sales is received. In our financialnagement, we seek to raise the funds necessasydbrdevelopment primarily through the
issuance of equity securities in private placenw@msactions. However, it is our intention to pradditional financing options, including
entering into agreements with corporate partnesder to provide milestone payments, license &ekequity investments.

We have funded our operations to date through puaild private placements of debt and equity séesi@ind the proceeds from the
recently announced sale of our FOB manufacturieditiato Merck. We plan to continue incurring ks as we expand our research and
development and do not expect material revenueatfi@ast the next several years. At Decembe@18, our cash and shderm investment
were approximately $2.4 million, and were investechoney market instruments and municipal bondsis & a decrease of $14.1 million fr



fiscal 2007, as a result of our cash use durinyéae.

Expenditures in fiscal 2008 were principally rethte research and development, clinical trial agtiynanufacturing activity and
administrative activity at our sites in Boulder,l@ado, and Richmond, Virginia. Planned expeneiun 2009 include the funding of our
ongoing research and development activity, suatlimisal trial costs, and general and administ@support costs.

On March 31, 2009, we completed the sale of our B&dts for an aggregate purchase price of $13i@milAfter fees, taxes and
other costs related to the transaction, we expeigbroceeds of approximately $123 million as altesfithis transaction. We believe these net
proceeds will provide sufficient liquidity for us tontinue as a going concern.

Even though we currently have sufficient funds tetour financial needs for the upcoming year,buginess strategy also
contemplates raising additional capital throughtdelequity sales. In the future, we may requiditional funds for the continued
development of our potential product candidatet® quursue acquisition of complementary businessésobnologies. There can be no
assurance that adequate funds will be availablenwwmteneed them or on favorable terms. If at amgtwe are unable to obtain sufficient
additional funds, we will be required to delay,tries or eliminate some or all of our research evelopment programs, dispose of assets or
technology or cease operations.

We also plan to enter into agreements with corggpattners in order to fund operations through stilee payments, license fees and
equity investments.

Off-Balance Sheet Arrangements

We do not have any off-balance sheet arrangemieatsive or are reasonably likely to have a cumwefiture effect on our financial
condition, revenues or expenses, results of opamtiiquidity, capital expenditures or capitaloeses that we believe is material to investors.

Contractual Obligations
We are obligated to make future payments undeouarcontracts as set forth below:

Contractual Obligations
(in thousands

Payments Due by Year:

Less than 1-2 3-5 More than
Total 1 year Years Years 5 years
Long term debt (1 $ 2,86¢ % 2,300 % 557 $ - $ -
Operating lease obligatiol 8,071 1,02¢ 1,83 4,341 874
$ 10,94. $ 333 $ 2,394 $ 4341 $ 874

(1) Long-term debt obligations reflect the futimesrest and principal payments of the Companyissettible notes outstanding as of
December 31, 2008. We began repaying these notgsarterly installments, beginning on March 1,200Ve will continue to make payme!
on the notes through 2010 unless they are convestedmmon shares at an earlier date.

Critical Accounting Policies

Preparation of financial statements in accordantie generally accepted accounting principles iniméted States requires us to mi
estimates and assumptions affecting the reportediats of assets, liabilities, revenues and expearsgshe disclosures of contingent assets
and liabilities. We use our historical experieaoel other relevant factors when developing ounegtis and assumptions. We continually
evaluate these estimates and assumptions. Tharaowppolicies discussed below are those we censidtical to an understanding of our
consolidated financial statements because thelicapipn places the most significant demands onjegdgment. Actual results could differ
from our estimates. For additional accountingge$i, see Note 1 to our Consolidated Financiak8tants — “Description of the Business and
Summary of Significant Accounting Policies.”

Research and Development

Research and development costs are expensed aethciResearch and development expenses consistrify of salaries and related
expenses, cost to develop and manufacture procaatemnt protection costs and amounts paid to contegsearch organizations, hospitals and
laboratories for the provision of services and mal® for drug development and clinical trials. \W&not have separate accounting policies for
internal or external research and development amdanot conduct any research and developmenttiero Our expenses related to clinical
trials are based on estimates of the serviceswed@ind efforts expended pursuant to contractstitt-party organizations that conduct and
manage clinical trials on our behalf. These cant#raet forth the scope of work to be completeal fated fee or amount per patient
enrolled. Payments under these contracts depepéréormance criteria such as the successful eneait of patients or the completion of
clinical trial milestones. Expenses are accruesttdan contracted amounts applied to the levehtiépt enrollment and to activity according
to the clinical trial protocol.

Litigation costs as they relate to our patents rex@rded as research and development expendititiesvever, from May throug
December 2006, the Company shifted from researdhdamelopment operations to commercial operatiand,litigation costs were recordec



a selling, general and administrative activity dgrthis time.
Revenue Recognitic

We record revenue from product sales when the gamdelivered and title passes to the custométhedtime of sale, estimates for
sales deductions, including rebates to governmganaes, are recorded. These provisions are prdvik in the same period the related
product sales are recorded. Following our settléaragreement with Tercica and Genentech on Mar@987, we ceased to supply IPLEX™ to
patients and discontinued sales of IPLEX™ as ofdWiat, 2007. Revenue from our Expanded Access Bmogr Italy is recognized when the
drugs have been provided to program patients alhetctability is assured. Royalties that were paid ercica and Genentech are netted agains
Expanded Access Program revenue. License inconegagnized as revenue when the milestones arevasthand payments are due. Grant
revenue is recognized once payment has been receive

Stock-Based Compensation

We adopted the fair-value-based method of accogrfiin share-based payments effective January 16,208ing the fhodifiec
prospective transition method” described in SFAS Ni8,Accounting for Stock-Based Compensation — Tramséiod Disclosure Currently
we use the Black-Scholéderton formula to estimate the value of stock omigranted to employees and expect to continusedhis optio
valuation model. Under that transition method, pensation cost recognized during the year includapdcompensation cost for all share-
based payments granted prior to, but not yet vessedf January 1, 2006, based on the grant datedhie estimated in accordance with
original provisions of SFAS 123%hare Based Paymentsand (b) compensation cost for all shagsed payments granted subseque
January 1, 2006, based on the grant date fair dadagémated in accordance with the provisions ASHE23R,Share-Based Payments

ITEM 7A. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARK  ET RISK

We invest excess cash in investment grade, intbesging securities and, at December 31, 2008$Batimillion invested in money
market instruments and municipal bonds. Such invests are subject to interest rate and credit r@@kr policy of investing in highly rated
securities whose liquidities at December 31, 2@08,all less than six months minimizes such ridksaddition, while a hypothetical one
percent per annum decrease in market interestwantelsl have reduced our interest income for fi&€48, it would not have resulted in a loss
of the principal and the decline in interest inconwuld have been immaterial. Our purpose in makiege investments is to generate
investment income.

We currently do not transact any significant partad our business in functional currencies othantthe U.S. dollar. To the extent
that we continue to transact our business usin@tBe dollar as our functional currency, we do Inelieve that the fluctuations in foreign
currency exchange rates will have a material a@dveffect on our results of operations.

ITEM 8. FINANCIAL STATEMENTS AND SUPPLEMENTARY DATA
The information required by Item 8 is set forthpages 42 — 60.

ITEM9. CHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON AC COUNTING AND FINANCIAL
DISCLOSURE

None.

ITEM 9A. CONTROLS AND PROCEDURES

Disclosure Controls and Procedure

Based on their evaluation, as of Deceie2008, our Chief Executive Officer (Principaddeutive Officer) and Chief Financial Offic
(Principal Financial Officer) have concluded that disclosure controls and procedures (as defindRlies 13a-15(e) and 15d-15(e) under the
Securities Exchange Act of 1934, as amended) éetfe at the reasonable assurance level.

Management’s Report on Internal Control Over Finarad Reporting

Our management is responsible for esthinlg and maintaining adequate internal control éimancial reporting (as defined in
Rules 13a-15(f) and 15d-15(f) under the Securlieshange Act of 1934, as amended). Our internatrobover financial reporting was
designed to provide reasonable assurance to ourgearent and board of directors regarding the riétiabf financial reporting and the
preparation of financial statements for externappses in accordance with generally accepted atioguprinciples.

Our management assessed the effectivefiess internal control over financial reporting af December 31, 2008 based on the criteria
set forth by the Committee of Sponsoring Organizetiof the Treadway Commission (COSO)riternal Control — Integrated
Framework. Management’s assessment included an evaludtite alesign of our internal control over finandigporting and testing of the
operational effectiveness of our internal contngrofinancial reporting. Based on this assessnoemtmanagement concluded that, as of
December 31, 2008, our internal control over finaheporting was effective.

Ernst & Young LLP, our independent regiistl public accounting firm, has issued an augibiteon the effectiveness of our inter



control over financial reporting. The report ohEr & Young LLP is contained in Item 8 of this AraiiReport on Form 10-K.

There have been no changes in our inteordrol over financial reporting that occurredidg the year that have materially affected, or
are reasonably likely to materially affect, oureimtal control over financial reporting.

ITEM 9B. OTHER INFORMATION
None.
PART Il
The information required by Items 10, 11, 12, 18 &4 of Form 10-K is incorporated by reference friv@ discussion responsive

thereto under the captions “Election of Directaastl “Designation of Auditors” in our definitive ptp statement for our 2009 annual meeting
of stockholders as filed with the Securities andt&ange Commission.




ITEM 15.

PART IV
EXHIBITS AND FINANCIAL STATEMENT SCHEDUL ES
(@) Documents filed as part of this report.

1. FINANCIAL STATEMENTS . The following consolidated financial statemenfsthe Company are set fo
herein, beginning on page1:

() Report of Ernst & Young LLP, Independent RegistdPedlic Accounting Firn

(i) Report of Ernst & Young, LLP, Independent RegigieRablic Accounting Firm on Internal Control o
Financial Reporting

(iii) Consolidated Balance She:
(iv) Consolidated Statements of Operati
(v) Consolidated Statements of Stockhol’ Equity (Deficit)
(vi) Consolidated Statements of Cash Flc
(vii) Notes to Consolidated Financial Stateme
2. FINANCIAL STATEMENT SCHEDULES.
None required.
3. EXHIBITS.
The exhibits that are required to be filed or ipmyated by reference herein are listed in the Bkhidex. Exhibits

10.1, 10.2, 10.14, 10.16, 10.17, 10.19, 10.20,118r/d 10.22 constitute management contracts or ensapory plar
or arrangements required to be filed as exhibitetbe
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Report of Independent Registered Public Accountindrirm

The Board of Directors and Stockholders of Insnmembtporated

We have audited the accompanying consolidated balgineets of Insmed Incorporated as of Decemb&(®B and 2007, and the related
consolidated statements of operations, stockhdldgsty (deficit), and cash flows for each of theee years in the period ended December 31,
2008. These financial statements are the respditsilifithe Company’s management. Our responsibititto express an opinion on these
financial statements based on our audits.

We conducted our audits in accordance with thedstais of the Public Company Accounting OversighamBlogUnited States). Those stand:
require that we plan and perform the audit to sbteasonable assurance about whether the finestatements are free of material
misstatement. An audit includes examining, on aliasis, evidence supporting the amounts and digids in the financial statements. An a
also includes assessing the accounting princiged and significant estimates made by managemeniglhas evaluating the overall financial
statement presentation. We believe that our apditgide a reasonable basis for our opinion.

In our opinion, the financial statements referre@love present fairly, in all material respedts, ¢onsolidated financial position of Insmed
Incorporated at December 31, 2008 and 2007, andathsolidated results of its operations and ité ¢lsvs for each of the three years in the
period ended December 31, 2008, in conformity Wit8. generally accepted accounting principles.

We also have audited, in accordance with the stasd# the Public Company Accounting Oversight Bo@nited States), Insmed
Incorporated’s internal control over financial refiny as of December 31, 2008, based on criteti@béshed in Internal Control-Integrated
Framework issued by the Committee of Sponsoringa@imgtions of the Treadway Commission and our tegeted March 31, 2009 expressed
an unqualified opinion thereon.

/s! Ernst & Young LLP

Richmond, Virginia
March 31, 2009




Report of Independent Registered Public Accountindrirm

The Board of Directors and Stockholders of Insnmembtporated

We have audited Insmed Incorporated’s internalrobatver financial reporting as of December 31,&0fased on criteria established in
Internal Control—Integrated Framework issued byGoenmittee of Sponsoring Organizations of the TweadCommission (the COSO
criteria). Insmed Incorporated’s management isaesible for maintaining effective internal contosler financial reporting, and for its
assessment of the effectiveness of internal coatret financial reporting included in Managememeport on Internal Control over Financial
Reporting. Our responsibility is to express an @piron the company’s internal control over finahcéporting based on our audit.

We conducted our audit in accordance with the stededof the Public Company Accounting Oversighti@iq@nited States). Those standards
require that we plan and perform the audit to sbteasonable assurance about whether effectivenaiteontrol over financial reporting was
maintained in all material respects. Our auditudeld obtaining an understanding of internal coragwar financial reporting, assessing the risk
that a material weakness exists, testing and etiaguthe design and operating effectiveness ofiraiecontrol based on the assessed risk, and
performing such other procedures as we consideredssary in the circumstances. We believe thadwdit provides a reasonable basis for our
opinion.

A company’s internal control over financial repogiis a process designed to provide reasonableaagsuregarding the reliability of financial
reporting and the preparation of financial statetméor external purposes in accordance with gelyesaktepted accounting principles. A
company’s internal control over financial reportingludes those policies and procedures that (fajpeto the maintenance of records that, in
reasonable detail, accurately and fairly refleettiiansactions and dispositions of the assetseofdmpany; (2) provide reasonable assurance
that transactions are recorded as necessary tatgeaparation of financial statements in accor@awih generally accepted accounting
principles, and that receipts and expendituree®tbmpany are being made only in accordance witioaizations of management and
directors of the company; and (3) provide reasanabburance regarding prevention or timely deteafainauthorized acquisition, use, or
disposition of the company’s assets that could lrareterial effect on the financial statements.

Because of its inherent limitations, internal cohtiver financial reporting may not prevent or d¢t@isstatements. Also, projections of any
evaluation of effectiveness to future periods agjext to the risk that controls may become inadégjbecause of changes in conditions, or
the degree of compliance with the policies or pdoces may deteriorate.

In our opinion, Insmed Incorporated maintainedalirmaterial respects, effective internal contreéofinancial reporting as of December 31,
2008, based on the COSO criteria.

We also have audited, in accordance with the stasdz the Public Company Accounting Oversight Bo@nited States), the consolidated
balance sheets of Insmed Incorporated as of Deaeddh@008 and 2007, and the related consolidaggdraents of operations, stockholders’
equity (deficit) and cash flows for each of theethiears in the period ended December 31, 2008 @anport dated March 31, 2009 expres
an unqualified opinion thereon.

/sl Ernst & Young LLP

Richmond, Virginia
March 31, 2009




INSMED INCORPORATED
CONSOLIDATED BALANCE SHEETS
(in thousands, except per share data)

December December
31, 31,
2008 2007
Assets
Current assett
Cash, cash equivalents and s-term investment $ 2397 $ 16,47¢
Accounts receivable, n 12z 25C
Prepaid expenses 74 244
Total current asse 2,59: 16,97:
Long-term assets
Restricted casl- long term 2,09t 2,09t
Investment: - 25¢
Deferred financing costs, n 70 17C
Property and equipment, r - 4
Total long-term assets 2,168 2,52
Total asset $ 4,75¢  $ 19,50(
Liabilities and stockholders' equity (deficit)
Current liabilities:
Accounts payabl $ 1277 $ 904
Accrued project costs & oth 93¢ 503
Payroll liabilities 453 631
Restricted stock unit liabilit 112 -
Interest payabl 13 23
Deferred ren 16¢ 11t
Deferred incom 30z 24t
Convertible deb 2,211 2,211
Debt discoun (59¢€) (950)
Net convertible debt 1,61¢ 1,261
Total current liabilities 4,87 3,682
Long-term liabilities:
Convertible deb 552 2,76¢
Debt discoun (66) (657)
Net lon+-term convertible det 487 2,11:
Asset retirement obligation 2,21 2,21
Total liabilities 7,581 8,01Z
Stockholders' equity (deficit
Common stock; $.01 par value; authorized sh
500,000,000; issued and outstanding shares492210 in 2008 and 121,904,312 in 2( 1,22¢ 1,21¢
Additional pai-in capital 342,37¢ 341,27(
Accumulated defici (346,42¢) (330,759
Accumulated other comprehensive Ic
Unrealized loss on investme - (242)
Net stockholders' equity (deficit) (2,827) 11,48¢
Total liabilities and stockholders' equity (defjcit $ 4,75¢  $ 19,50(

See accompanying notes.






INSMED INCORPORATED
CONSOLIDATED STATEMENTS OF OPERATIONS
(in thousands, except per share data)

Twelve Months Ended
December 31

2008 2007 2006

Sales, ne $ - $ 42 % 263
Royalties 144 121 157
License incom - 1,607 -
Grant revenu 1,04 - -
Other expanded access program income 10,51: 5,43( 60%

Total revenue 11,69¢ 7,581 1,02¢
Operating expense
Cost of goods sol - 57€ 1,49(
Asset impairmen - - 7,10
Research and developm 21,04% 19,19¢ 21,12
Selling, general and administrative 5,06: 8,24¢ 25,68:

Total expenses 26,11( 28,02( 55,39¢
Operating los! (14,41) (20,439 (54,379
Interest incom 50C 1,15¢ 1,937
Interest expens (1,25¢6) (682) (3,709
Loss on investmen (500) - -
Net loss $ (15,667 $ (19,967 $ (56,139
Basic and diluted net loss per share $ (0.1%9) $ 0.1 $ (0.59)
Shares used in computing basic and diluted netdesshart 122,13: 114,68: 95,32:

See accompanying notes.




INSMED INCORPORATED
CONSOLIDATED STATEMENTS OF STOCKHOLDERS' EQUITY (DE FICIT)
YEARS ENDED DECEMBER 31, 2008, 2007, AND 2006
(in thousands, except share amounts)

Accumulated

Other
Common Additional Accumulated Comprehensive
Stock Capital Deficit Income (Loss) Total
Balance at December 31, 20( $ 66 $ 264,52 $ (254,65) $ - 8 10,52¢
Net loss - - (56,139 - (56,139
Issuance of 36,500 shares of comr
stock upon exercise of stock optic - 19 - - 19
Issuance of 280,234 shares of comr
stock from Employee Stock Purchase F 3 254 - - 257
Issuance of 4,912,971 shares of comt
stock upon conversion of not 49 6,31: 6,36-
Issuance of 6,572,621 shares of comt
stock upon exercise of warral 66 9,00z - - 9,06¢
Issuance of 23,000,000 shares of comi
stock for cash, net of offering co:
of $421,00( 23C 42,58¢ - - 42,81¢
Recognition of stock compensati
expense for consultar - 79 - - 79
Recognition of stock option exper
in accordance with FAS 12: - 88t - - 88t
Balance at December 31, 20(C 1,01z 323,66« (310,79) - 13,88(
Comprehensive earning
Net loss - - (19,96) - (19,96)
Unrealized loss on investme - - (242) (242)
Comprehensive loss (20,209
Issuance of 18,000 shares of comr
stock upon exercise of stock optic - 9 - - 9
Issuance of 186,870 shares of comr
stock from Employee Stock Purchase F 2 127 - - 12¢
Issuance of 116,573 shares of comr
stock upon conversion of not 1 15C - - 151
Issuance of 20,255,367 shares of comi
stock for cash, net of offering co:
of $1,266,13! 202 16,76: - - 16,96+
Recognition of stock compensati
expense for consultar - 38 - - 38
Recognition of stock option exper
in accordance with FAS 123R - 521 - - 521
Balance at December 31, 20(C 1,21¢ 341,27( (330,759 (242 11,48¢
Comprehensive earning
Net loss - - (15,66 - (15,66
Realized gain on investme - - - 242 242
Comprehensive los (15,429
Issuance of 349,698 shares of comr
stock from Employee Stock Purchase F 4 117 - - 121
Issuance of 240,000 shares of comr
stock for consulting servici 2 141 - - 145
Recognition of stock option exper
in accordance with FAS 123R - 85C - - 85C
Balance at December 31, 20( $ 1,228 $ 342,37t $ (346,420 $ - 3 (2,827%)

See accompanying notes.




INSMED INCORPORATED

CONSOLIDATED STATEMENTS OF CASH FLOWS

Operating activities
Net loss
Adjustments to reconcile net loss to net ¢

used in operating activitie

Depreciation and amortizatic

Stock based compensation expe

Stock and stock options issued for servi
Realized loss on investmer

Impairment of property, plant & equipme
Changes in operating assets and liabilii

Accounts receivabl
Inventory

Other assel

Accounts payabl

Accrued project costs & oth
Payroll liabilities

Deferred ren

Deferred incom

Restricted stock unit liabilit
Asset retirement obligatic
Interest payabl

Net cash used in operating activit

Investing activities
Decreases in sh-term investment
Purchases of investmet

Purchases of property, plant and equipn
Net cash provided by (used in) investing activi

Financing activities
Proceeds from issuance of common si
Public Offering
Issuance cosl
Warrants converted into shai
Other

Total proceeds from issuance of common s

Repayment of convertible not
Other

Net cash (used in) provided by financing activi

(Decrease) Increase in cash and cash equivz
Cash and cash equivalents at beginning of period

Cash and cash equivalents at end of period

Supplemental informatic
Cash paid for intere:

See accompanying notes.

(in thousands)

Twelve Months Ended

December 31

2008 2007 2006
$ (1566) $ (19,969 $ (56,139
1,04¢ 40€ 3,36¢

85C 521 88t

142 38 79

50C - -

- - 5,02(

12¢ ) (241)

- 57€ (57€)

17C (157) @)

37z (6,287) 6,21¢

43¢ (612) (875)

(17€) (671) (272)

53 61 (232)

57 24t -

117 - -

- 591 592

(10) - (29)

(11,99:) (25,25¢) (42,20/)
12,67: 9,06¢ (12,19))

- (500) -

- - (5,020

12,67¢ 8,56¢ (17,21)

- 18,23( 43,24(

- (1,266) (421)

- - 9,06¢

121 13¢ 32t

121 17,10: 52,21

(2,21]) - -

- 1,02( 28¢

(2,090 18,12: 52,50
(1,409) 1,43¢ (6,912
3,55¢ 2,121 9,03¢

$ 2,145 $ 3,55¢ 2,121
$ 234 $ 27¢ 31¢




INSMED INCORPORATED
NOTES TO
CONSOLIDATED FINANCIAL STATEMENTS
1. Description of the Business and Summaof Significant Accounting Policies

On February 12, 2009 we announced that we hadezhteto a definitive agreement with Merck & Co.¢lif*Merck”) whereby
Merck, through an affiliate, would purchase allesgelated to our follow-on biologics platformn ®arch 31, 2009, we completed the sale of
these assets for an aggregate purchase price 0ffiillBn. After fees, taxes and other costs relatethe transaction, we expect net procee
approximately $123 million as a result of this saction. We did not incur any severance expersagesult of the transfer of assets and
employees to Merck.

As part of this transaction, Merck assumed theded®ur Boulder, Colorado-based manufacturindifg@nd acquired ownership of
all the equipment in the building. In addition,ompclosing of the transaction, Merck offered posi§i to employees of the Boulder facility. We
retain our Richmond, VA corporate office, which Bea our Clinical, Regulatory, Finance, and Admiatste functions, in support of the
continuing IPLEX™ program. The transfer of the Bier facility to Merck takes away our internal IPLEXproduction capability. We believe
however, that we have sufficient inventory of IPLE™o support our ongoing ALS EAP in Italy throughl® together with the IPLEX™
requirement for the clinical trial currently beiptanned with the FDA for ALS patients in the US.yArequirements for IPLEX™ beyond 2010
or any significant increase in demand beyond owetti commitments either in the MMD or ALS fielddllwequire that we identify a Contract
Manufacturing Organization (‘CMQ”) to produce thecessary IPLEX™ to meet the demand. We estimateht@dech transfer of our
IPLEX™ production process could take 12 to 18 memthce a CMO has been identified.

Until the sale of our follow-on biologics platformwe pursued a dual path strategy involving entty the follow-on biologics arena
(also known as biosimilars, biogenerics and biaspand advancing our proprietary protein platfimto niche markets with unmet
needs. Following the sale of our follow-on biokgassets, we plan to continue to support our @iy protein platform and our product, the
FDA-approved IPLEX™, which is in various stagesieffelopment for a number of serious medical comalitincluding Myotonic Muscular
Dystrophy (“MMD”), Amyotrophic Lateral SclerosisALS”), also known as Lou Gehrig’s disease and Rgtathy of Prematurity (“ROP”).

We have also engaged the services of RBC to doiatcial advisor in evaluating other options éize of these proceeds which could
include acquisitions of complimentary businessetgohnnologies, product licensing, mergers, shgparohase and the distribution of a portion
of the proceeds to shareholders.

Principles of Consolidation

The consolidated financial statements include to®ants of the Company and its wholly-owned subsies, Insmed Therapeutic
Proteins, Insmed Pharmaceuticals, IncorporatedCatitix Pharmaceuticals, Incorporated (“CeltrixA)l significant intercompany balances
and transactions have been eliminated in cons@iaat

Use of Estimates

The preparation of the consolidated financial steiets in conformity with accounting principles geally accepted in the United
States (“GAAP”) requires management to make esémahd assumptions that affect the amounts repiorteeé consolidated financial
statements and accompanying notes. Actual resoltisl differ from those estimates.

Cash, Cash Equivalents and Short-Term Investments

The Company considers investments with maturitfdlree months or less when purchased to be cashadgnts. Short-term
investments are available for sale and consistauilynof short-term municipal bonds. These se@sitire carried at market, which
approximates cost and are classified as Leveldefised in the Statement of Financial Accountingnsiards (SFAS) No. 15Fair Value
Measurementfair value hierarchy. The cost of the specific ségisold is used to compute the gain or loss ensle of marketable
securities. The table below details the breakdofwwur cash and cash equivalents and our shortiterestments:

December
31, December 3
2008 2007
Cash and Cash Equivalel $ 2,14t $ 3,55¢
Shor-Term Investment 252 12,92t
Total Cash and Cash Equivalents and $-Term Investment $ 2397 $ 16,47¢

On April 14, 2004, we announced that we had acduarkease to operate a recombinant protein manufagtfacility located in
Boulder, Colorado. We intended to use the facftitythe commercial manufacture of our FDA appropeatuct, IPLEX™. On June 20, 2007,
we notified our landlord that we wish to renew tmase. In November 2007 we provided a new Left@redit (‘LOC") to the landlord of th



manufacturing facility in the amount of $2.1 miltido cover facility restoration expenses upon teation of the lease. This LOC is
supported by a certificate of deposit which is sifsd as restricted cash on the balance sheet.atbrued restoration expenses as of Dece
31, 2008 were $2.2 million and is recorded in assttement obligation on the balance sheet. A@mmetxpense for the years ended December
31, 2008, 2007 and 2006 totaled zero, $0.6 milind $0.6 million, respectively.

Fair Value of Financial Instruments

We consider the recorded cost of our financial tassed liabilities, which consist primarily of casbash equivalents and shoetsr
investments, to approximate the fair value of tepective assets and liabilities at December 318 20id 2007 due to the sheetm maturitie

of these instruments. We have adopted Financialodating Statement 157Fair Value Measurement$or our financial assets a
liabilities. We also hold an investment in NAPOaRhaceuticals, Inc. (“NAPQO”), which was previoushassified as an “available-for-sale”
security but was considered other than temporapaired as NAPO was disted from the London Stock Exchange in 2008. sTdnnount i
reported as a loss on investments on our consetdstatement of operations. The carrying valudhefconvertible debt is $2.1 million wh
approximates fair value. This is calculated ushmgintrinsic value of the conversion feature.

Stock-Based Compensation

In December 2004, the Financial Accounting Stansl&uolard (FASB) issued Statement 123®)are-Based Paymena revision of
SFAS No. 123Accounting for Stock-Based Compensatishich superseded APB Opinion No. Zgcounting for Stock Issued to Employees
Statement 123(R) addresses the accounting for-sizaex payment transactions in which a companywesemployee services in exchange
for equity instruments of the company or liabikitidhat are based on the fair value of the compastysty instruments or that may be settled by
the issuance of such equity instruments. This st requires that share-based transactions bestecbfor using a fair-value-based method
to recognize non-cash compensation expense; thense is recognized ratably over the requisiteéseperiod, which generally equals the
vesting period of options, and is adjusted for expe forfeitures.

Revenue Recognition

We record revenue from product sales when the gaamldelivered and title passes to the custométheitime of sale, estimates for
sales deductions, including rebates to governngenaes, are recorded. These provisions are pFdviar in the same period the related
product sales are recorded. Following our settléaragreement with Tercica and Genentech on Mar@987, we ceased to supply IPLEX™ to
patients and discontinued sales of IPLEX™ as ofdflat, 2007. Revenue from our Expanded Access Bmogr Italy is recognized when the
drugs have been provided to program patients alhekctability is assured. Royalties that were paid ercica and Genentech are netted against
Expanded Access Program revenue. License inconegagnized as revenue when the milestones arevasthand payments are due. Grant
revenue is recognized once payment has been rece8tdpping and handling costs charged to custemer included in revenue and totaled
$0.4 million for 2008 and $0.3 million for 2007.

Research and Development

Research and development costs are eggerssincurred. Research and development expenmssistcprimarily of salaries and
related expenses, cost to develop and manufactugecdndidates, patent protection costs, amourdstp&ontract research organizations,
hospitals and laboratories for the provision of/srs and materials for drug development and dirticals. We do not have separate
accounting policies for internal or external resbaand development and we do not conduct any relsead development for others. Our
expenses related to clinical trials are based timates of the services received and efforts expemqairsuant to contracts with third party
organizations that conduct and manage clinicaktoa our behalf. These contracts set forth th@esad work to be completed at a fixed fee or
amount per patient enrolled. Payments under thesteacts depend on performance criteria such asubeessful enroliment of patients or the
completion of clinical trial milestones. Expenses accrued based on contracted amounts appliéx tevel of patient enroliment and to
activity according to the clinical trial protocol.

Litigation costs as it relates to our patents aporded as research and development expenditiiesiever, from May through
December 2006, the Company shifted from researdidamelopment operations to commercial operatiand,litigation costs were recorded
a selling, general and administrative activity dgrthis time.

Income Taxes

Income taxes are accounted for in accordance wit F09,Accounting for Income TaxesDeferred tax assets and liabilities are
recognized for the future tax consequences attaiilatto differences between the financial staternamnying amounts of existing assets and
liabilities and their respective tax bases and afjray loss carryforwards. Deferred tax assetsliabdities are measured using enacted tax t
expected to apply to taxable income in the yeawsghith those temporary differences are expectdmtecovered or settled. The effect on
deferred tax assets and liabilities of a changexirates is recognized in income in the period itheludes the enactment date.

Valuation allowances are recorded if it is morelykthan not that some portion of the deferredasset will not be realized. In
evaluating the need for a valuation allowance, ake into account various factors, including theested level of future taxable income and
available tax planning strategies. If actual resdiffer from the assumptions made in the evaluadioour valuation allowance, we record a
change in valuation allowance through income tgpeese in the period such determination is made.

In June 2006, FASB issued FASB Interpretation N& Atcounting for Uncertainty in Income TaxgBIN 48”). This Interpretation
clarifies the accounting for uncertainty in incotages recognized in an enterp’s financial statements in accordance with FASB HIN.48



clarifies the accounting for income taxes by pridéeg the minimum recognition threshold a tax piositis required to meet before
being recognized in the financial statements.db @irovides guidance on disclosure requirementasarement and classification provisions,
and transition requirements. We implemented FIbd8anuary 1, 2007 and due to the accumulategtsison of the Company, such
implementation did not have a material impact onamnsolidated financial statements.

Net Loss Per Share

Basic net loss per share is computed based upomdighted average number of common shares outsigualdiring the year. The
Company’s diluted net loss per share is the sanits hasic net loss per share because all stoé&rptwarrants, and other potentially dilutive
securities are antidilutive and, therefore, exctufiem the calculation of diluted net loss per shar

Segment Information

The Company currently operates in one business eeynavhich is the development and commercializatibpharmaceutical products
for the treatment of metabolic and endocrine diseag he Company is managed and operated as omessisA single management team that
reports to the Chief Executive Officer compreheaivmanages the entire business. The Companyradexperate separate lines of business
with respect to its products or product candidatgscordingly, the Company does not have separaéglgrtable segments as defined by FASB
Statement No. 13Disclosure about Segments of an Enterprise andt&glaformation

Recent Accounting Pronouncements

In December 2007, FASB ratified Emerging Issue Treaice (“EITF”) Issue No. 07-1, Collaborative Argaments. The consensus
requires participants in a collaborative arrangen@present the results of activities for whickytlact as the principal on a gross basis and to
report any payments received from (made to) othBalworators based on other applicable GAAP oth@éabsence of other applicable GAAP,
based on analogy to authoritative literature arasonable, rational and consistently applied adoaypolicy election. The consensus also
requires significant disclosures related to colfabive arrangements. This Issue shall be effedtwes beginning after January 1, 2009. We
are evaluating the effect the adoption of EITF BIB-1 will have on our financial statements.

In June 2008, FASB ratified EITF Issue No. 08-4rigition Guidance for Conforming Changes to Issae98-5 (“EITF No. 08-4").
Per EITF No. 08-4, conforming changes made to H§Bbe No. 98-5, Accounting for Convertible Secastwith Beneficial Conversion
Features or Contingently Adjustable Conversiondatihat result from EITF Issue No. 00-27, Appliatof Issue No. 98-5 to Certain
Convertible Instruments, and SFAS No. 150, Accawnfor Certain Financial Instruments with Charasters of both Liabilities and Equity,
shall be effective for us beginning after Januar9. We are evaluating the effect the adoptioBI TF No. 08-4 will have on our financial
statements.

In May 2008, FASB issued FSP Accounting PrincifBesrd No. 14-1, Accounting for Convertible Debttiusnents That May Be
Settled in Cash upon Conversion (Including Pa@i@h Settlement) (“FSP APB 14-1"). FSP APB 14-guires the issuer of certain
convertible debt instruments that may be settlethsh (or other assets) on conversion (includimtjgd@ash settlement) to separately account
for the liability and equity components of the mishent in a manner that reflects the issuer's nomvertible debt borrowing rate when interest
cost is recognized in subsequent periods. FSP 28 is effective for us beginning after Januar2d09. We are evaluating the effect the
adoption of FSP APB 14-1 will have on our finanatdtements.

2. Risks and Uncertainties

For the period from inception to December 31, 2@68,Company has incurred recurring operating bssel has accumulated a
deficit of $346 million. During 2008, the Compamgcurred an operating loss of $15.7 million andaasth used in operations of $12
million. The Company's ability to continue as angpconcern is dependent upon its ability to tatteaamtage of raising capital through
securities offerings, debt financing, and partnigshnd use these sources of capital to fund dpast On March 31, 2009 we sold our follow-
on hiologics assets and manufacturing facility terbk for $130 million. Please see footnote 12detailed information concerning the net
proceeds from this sale.

3. Debt and Stockholders’ Equity
Common Stock & Convertible Debt

On May 7, 2007, Insmed entered into definitive suipsion agreements with certain investors relatm¢ghe sale of an aggregate of
20,255,367 units, each unit consisting of one [iBrs of Common Stock and one Warrant to purchdsshares of Common Stock at an
exercise price of $1.10 per share, for a purchase pf $0.90 per unit. Net proceeds from the rirfig were $17.0 million. The offering was
made pursuant to the Company’s effective shelfstegfion statement on Form S-3 (Registration N8-B31535).

On March 15, 2006, Insmed entered into an undengragreement (the “Underwriting Agreement”) withdard Capital Markets
LLC, as representative of the underwriters (togettie “Underwriters”), relating to the public offieg, issuance and sale of 23,000,000 shares
of the Company’s common stock, $0.01 par valueshare. The price to the public was $2.00 per slsaue the Underwriters purchased the
shares from the Company pursuant to the Undengritigreement at a price of $1.88 per share. Prodeedsthe offering were $42.8 million,
net of $0.4 million in offering costs. The offeginvas made pursuant to the Company’s effective sbgistration statement on Form S-3
(Registration No. 333-131535).

On March 15, 2005, we entered into several purchgseements with a group of institutional investprgsuant to which we issu



and sold to such investors certain 5.5% convertibles in the aggregate principal amount of $35@IM which convert into a certe
number of shares of our common stock (the “200%hI)tas well as warrants to purchase, in the agdee@pproximately 14,864,883 shares of
our common stock, at an exercise price of $1.3Gpare (the “2005 Warrants”).

As of June 1, 2005, the holders of the 2005 Noggmb to receive interest payments at a rate of p&%annum, and such interest
payments are payable quarterly until March 1, 2@Kof March 1, 2008, the 2005 Notes matured amghpéng on March 1, 2008, the holders
of the 2005 Notes were entitled to receive ninetguly installments of $552,778 in the aggregateheguarter. Any outstanding 2005 Notes
must be repaid in cash or converted into sharesioEommon stock (at the option of the holder) bgréh 1, 2010. Subject to the terms of the
2005 Note purchase agreements, the holders of0®® [Rotes may convert such notes into shares of@umon stock at a conversion price of
$1.295 per share (as adjusted in accordance withicedjustments for stock splits, dividends amalltke) at any time prior to the close of
business on March 1, 2010. Between April 1, 200bBacember 31, 2008, we received notices from icehi@ders of the 2005 Notes electing
to voluntarily convert approximately $30,025,00@hpipal amount of such notes into approximatelyl83,328 shares of our common stock at
the conversion rate of one share of common stockdoh $1.295 in principal amount of the 2005 Notésllowing such conversions and
principal repayment as of December 31, 2008, $28B8%principal amount of the 2005 Notes remaingdtanding. The holders of the 2005
Notes could elect to convert such principal intcaggregate of approximately 2.1 million shareswf@mmon stock. The holders of the 2(
Notes have the right to require us to repurchash sotes with cash payments upon the occurrenspeatiified“events of default” and
“repurchase events” described in the 2005 Notes.ZllO5 Warrants were initially exercisable in thgragate for 14,864,883 shares of
common stock at an exercise price of $1.36 perestiarconnection with our May 2007 public stockeoiiig, the exercise price of the 2005
Warrants was reduced to $1.21 per share and tHe\®@0rants are currently exercisable into the agafesof 6,021,692 shares of common
stock. The 2005 Warrants will expire on March 161@

Payments Due by Year:

Total 2009 2010

Long term deb $ 2,76¢ % 2,211 % 552

In connection with the issuance of the 2005 Notes2005 Warrants, we entered into registrationtsiglgreements with the
purchasers thereof pursuant to which we agreeitkta fegistration statement under the SecuritietsoA1933, as amended, registering for
resale the shares of our common stock issuable tinggoconversion of the 2005 Notes or exercise ®2005 Warrants.

Periodically, the Company has issued shares of camrstock in exchange for services provided by dt@ders and others. These
issuances have been recorded at their estimatecbfae at the time of the respective transactamt corresponding amounts have been
reflected as expense in the accompanying consetidetitements of operations.

Stock Warrants and Options

The following table summarizes the activity of thempany’s warrants:

Warrants for Weighteo-

Shares of Average
Common Exercise
Stock Price
Outstanding at January 1, 20 11,910,97 $ 1.6€
Expired (960,71) $ 4.1(C
Outstanding at December 31, 2( 10,950,26 $ 1.32

As of December 31, 2008, we had two equity compé@rsalans under which we were granting stock apiand shares of norestec
stock. We are currently granting stock-based awtiois our Amended and Restated 2000 Stock Incefftiaa (the “2000 Plan”) and our
Amended and Restated 2000 Employee Stock PurchasétRe “2000 ESPP”). Both the 2000 Plan and B@02ZESPP are administered by the
Compensation Committee of the Board of Directois e Board of Directors (the “Board”).

The 2000 Plan was originally adopted by the Boadi @pproved by our shareholders in 2000. Its caigien-year term was extended
to March 15, 2015 when the plan was last amendadelthe terms of the 2000 Plan, we are authotzegant a variety of incentive awards
based on our common stock, including stock opt{bosh incentive options and non-qualified optionetformance shares and other stock
awards. The 2000 Plan currently provides for tkaasce of a maximum of 9,250,000 (adjusted forksspdits) shares of common stock. These
shares are reserved for awards to all particigarttee 2000 Plan, including non-employee directors.

The 2000 ESPP was adopted by the Board on Ap2iDB0 and approved by our shareholders on the sateeltiwas amended by the
Board to increase the number of shares availablssaance, and such amendment was approved Ishatgholders on May 11, 2005. The
2000 ESPP was subsequently amended and restagedidny of the Board on October 4, 2006 and the amemt and restatement was
approved by our shareholders on December 14, 20fder the terms of the 2000 ESPP, eligible empleyee the opportunity to purchase
our common stock through stock options grantethiéont An option gives its holder the right to pursdahares of our common stock, up to a
maximum value of $25,000 per year. The 2000 ESBFRiges for the issuance of a maximum of 1,500,0@0es of our common stock to
participating employees.



The Company issues stock options to attract amdhrekecutive officers, key employees, non-emplajiesctors and other non-
employee advisors and service providers. The maximumber of shares issuable under the Compargck glan is 9,250,000. There were
986,561 awards issuable at December 31, 2008.o@pthay be granted at the discretion of the boadirectors, compensation committee «
delegate. There were no exercises of stock optlariag 2008. The weighted-average fair valuepifams granted during 2008, 2007, and
2006 was $0.84, $0.77, and $1.25, respectivelgumary of stock option activity is as follows:

Average
Average Remaining Aggregate
Exercise Contractual Intrinsic
Description 2008 Price Life in Years Value

Options outstanding at January 1, 2 5,238,24' $ 2.31
Granted 229,00( 0.8
Exercisec - -
Cancelled (1,185,001 2.7¢
Options outstanding at December 31, 2 4,282,24! 2.1C 3.22 -
Exercisable at December 31, 2( 3,392,331 $ 2.31 2.7¢ -

A summary of the status of nonvested shares dihimgear ended December 31, 2008 is presented below

2008
Nonvested at January 1, 20 1,439,28.
Granted 229,00(
Exercisec -
Cancelled (778,370
Nonvested at December 31, 2C 889,91

The Company valued stock options granted in 20087 2and 2008 using a Black-Scholes-Merton valuatiodel which necessitates
the development of certain key assumptions. Thatility factor was estimated based on the Compshystorical volatility. The Company
also used historical data to derive the optionjseexed life and employee forfeiture rates withia #aluation model. The risk-free interest rate
is based on the U.S. Treasury yield curve in eff¢the date of grant. The dividend yield is pcatitd on the current annualized dividend
payment. The weighted-average grant-date fairevafistock options awarded was estimated on theafegrant using the following
assumptions: risk-free interest rate of 2.42% @& @.65% in 2007 and 4.3% in 2006, no dividendfatility of 107% in 2008, 91% in 2007
and 113% in 2006, an expected life of 4.07 yea®)iPB, 3.47 years in 2007 and 2.59 years in 20@6Gdorfeiture rate of 33% in 2008, 32%
2007 and 28% in 2006.

The following table summarizes awards outstandirigecember 31, 2008:

Number of Securities
Number of Securities tc  Weighted Average Remaining Available
Be Issued upon Exercis  Exercise Price of  for Future Issuance
of Outstanding Options, Outstanding Options, Under Equity
Warrants and Rights Warrants and Rights Compensation Plan:
Plan Category

Equity Compensation Plans Approved by Shareholt

Amended and Restated 2000 Stock Incentive 7,437,78. $ 1.21 986,56
Amended and Restated 2000 Employee Stock Purclias — — 365,38
Total: 7,437,78. $ 1.21 1,351,94.

Restricted Stock and Restricted Stock Units

In May 2008, under the 2000 Plan, we granted ResttiStock (“RS”) and Restricted Stock Units (“R&Us eligible employees,
including our executives. Each RS and RSU represenght to receive one share of our common stipa the completion of a specific
period of continued service or our achievementsofain performance metrics. Shares of RS are valtiéite market price of our common st
on the date of grant and RSUs are valued baseldeomarket price on the date of settlement. RSUslassified as liabilities, as they are set
with a cash payment for each unit vested, equilddair market value of our common stock on thetimg date. We recognize noncash
compensation expense for the fair values of th&saml RSUs on a straiglite basis over the requisite service period of¢hawards, which
generally four years. Below is a table of RS aigURyrants for the twelve months ended Decembe2@18, all of which are non-vested.

Number of Share:
Restricted Stoc 3,155,53.
Restricted Stock Unit 1,846,60!

The weightedaverage grant date fair value of RS and RSUs giahigng the twelve months ended December 31, 2638%$0.60. A:
of December 31, 2008, unrecognized stock-based ensaion expense related to unvested RS and RSkis@million is expected to be
recognized over a weight-average period of four years. St-based compensation expense related to RS and R&Uapproximatel



$360,000 for the twelve months ended December &18.2

A total of 22,734,306 shares of common stock wesenved at December 31, 2008 in connection withicesd stock, stock options,
stock warrants, and the employee stock purchase pla

The Company recognized non-cash share-based coatjmenexpense of approximately $1.0 million for 8080.5 million for 2007
and $0.9 million for 2006. This expense was inctuda the “Selling, general and administrative” 8Research and development” lines of the
consolidated statement of operations. As of Decer®bg2008, there was $2.0 million of total unrezagd compensation cost related to stock
awards expected to be recognized over the remaimsting period of those awards.

4, Income Taxes

The Company adopted FASB Interpretation No. 48,08cting for Uncertainty in Income Taxes and Intetption of FASB Stateme
No. 109 “FIN 48"), as of January 1, 2007. Due to the acclatad loss position of the Company, the adopticht@material impact on the
Company’s consolidated financial statements. Athefdate of adoption and as of December 31, 20022808, the Company has recorded no
reserves for unrecognized income tax benefits.tmmpany is subject to U.S. federal and state incaxes. The statute of limitations for tax
audit is generally open for the years 2000 and.l&tewever, the Company is a development-stagenpéiegutical company which has incurred
net operating losses since inception. Such losgfoawards would be subject to audit in any taxnjie@avhich those losses are carried and
applied, notwithstanding the year of origin. Then@xany’s policy is to recognize interest accruedtes to unrecognized tax benefits and
penalties in income tax expense. The Company ltasded no such expense. The Company does notgatdcany material changes in the
amount of unrecognized tax positions over the heatve months.

The deferred tax assets of approximately $119anilind $122 million at December 31, 2008 and 26€spectively, arise primarily
due to net operating loss carryforwards for incaenepurposes. Due to the Company’s anticipatagréubsses, these amounts have been
entirely offset by a valuation allowance.

At December 31, 2008 and 2007, the Company hadperating loss carryforwards for income tax purgasfeapproximately $288
million and $306 million, respectively, expiring Warious years beginning in 2009. Utilization loése carryforwards will be significantly
limited due to changes in the ownership of the Camy{s common stock. The Company has never beeiteduny the Internal Revenue
Service.

Deferred tax assets (liabilities) consist of thkofeing at December 31:

2008 2007
Deferred tax asset: (in thousands
General Business Cred $ 2,13C $ 3,19¢
Other 7,78( 6,17¢
NOL Carryforwards 109,46. 112,81
Total deferred tax asset 119,37: 122,19:

Deferred tax liabilities
Other - -

Total deferred tax liabilities - -
Tax deferred asset/(liability) 119,37: 122,19:
Valuation allowance (119,37)) (122,19))
Net deferred tax asset/(liability) $ - $ -

The differences between the U.S. federal statutoryate and the Company’s effective tax rate arfflows:
2008 2007 2006

Statutory federal tax ra 34% 34% 34%
Permanent item -2% -1% -3%
State income taxes net of federal ber 4% 4% 4%
Research and development cre -7% -3% -1%
Expired net operating loss carryforwa -46% -39% -15%
Change in valuation allowan: 17% 5% -19%
Total Expenst 0% 0% 0%
5. Leases

The Company leases office space in Richmond, Viagimder an operating lease agreement expiringctoli2r 2016. The lease
provides for monthly rent of approximately $30,8@th a 3% escalation per year. The Company alssekea manufacturing facility a



warehouse in Boulder, Colorado under an operaéagd agreement expiring in February 2013. The |gasédes for monthly rent of
approximately $30,000 with a 3% escalation per yéaase expense is recognized on a straight-kisesb The Company also leases a vehicle
and office equipment. Future minimum payments bthake leases at December 31, 2008 is presenthd table below. Rent expense for all
operating leases approximated $1,081,000 in 20D894,000 in 2007, and $1,427,000 in 2006.

Payments Due by Year:

2014
Total 2009 2010 2011 2013 & Beyond
Operating lease obligatiol $ 8,077 $ 1,02t $ 1,02: $ 814 $ 83€ $ 4,38(

6. Employee Benefit Plans

In 2000, the Company adopted a stock purchasewtta@neby eligible employees may purchase commorksRrchases may be
made through payroll deductions subject to annmatdtions. The purchase price per share undeplteis the lesser of 85% of the fair mat
value of a share of common stock at the beginnfrepoh offering period or 85% of the fair markeleaon the date the purchase is made. As
of December 31, 2008 there were 1,500,000 shatbsr@ed for issuance under the plan and 1,134@20been issued.

The Company also maintains a tax-qualified empl®gangs and retirement plan (the “401(k) plant)dtigible employees.
Participating employees may defer up to the les626% of W-2 compensation or the maximum amountnitéed by the Internal Revenue
Code, as amended. The 401(k) plan permits the Coynpamake matching contributions on behalf ofpaliticipants who have elected to make
deferrals. To date, the Company has not made amtyilootions to the plan.

7. Restructuring Plan

On February 21, 2007, our Board committed to ar®ss restructuring plan following our announceneéhe Settlement Agreement with
Tercica, Inc. and Genentech, Inc., which laid detterms for settlement of all of the outstanditigdtion between the parties and includes our
agreement to withdraw IPLEX™ from the short statmarket. The restructuring eliminated our commémbépartment and downsized our
manufacturing facility located in Boulder, Coloradesulting in an immediate reduction of approxieiaB4% of our previous workforce of
150. Employees who were affected by the restrunguriere provided with severance payments.

As a result of the restructuring plan, we incuraeestructuring charge in March 2007 of approxityasd.7 million for severance payments.
The $1.7 million represented the total amount efrteturing charges that were incurred. These @sangere recorded as research and
development expenses and selling, general and &drative expenses in the income statement ancethaining payouts of $5,000 were
classified as payroll liabilities on the consolighbalance sheet as of December 31, 2007.

8. Asset Impairment

In accordance with FAS 14Accounting for the Impairment or Disposal of Longdd, (FAS 144) assets are reviewed for impairn
losses whenever events or changes in circumstamtieate that the carrying amount may not be reae. Following the Settlement,
License and Development agreement with Tercica,dnd Genentech Inc. on March 5, 2007, Insmed ediieto a Consent Judgment and
Permanent Injunction whereby Insmed ceased sugplfAhEX™ to patients with Primary IGF-D and othépog stature indications.

In accordance with the provisions of FAS 144,@leenpany recorded an asset impairment of approxiyn@e0 million in December
2006, related to fixed assets previously capitdlivesupport the production of IPLEX™. In addititanthe asset impairment noted above, the
Company considered the realizability of IPLEX™ int@&ry in accordance with applicable guidance. \Ige eecorded an inventory writlewn
of approximately $2.1 million in December 2006 attjust inventory to its net realizable value.
9. License and Collaborative Agreements

Muscular Dystrophy Association

On December 12, 2007, we announced that we weredad/a grant of $2.1 million from the Muscular Depgthy Association for our
Phase Il enabling clinical trial of IPLEX™ in thdyotonic Muscular Dystrophy indication.

Pharmacia
In August 2002, we entered into an agreement whdrfPacia that grants us an exclusive license tonfdiEa’s portfolio of regulatory
filings pertaining to rhiIGF-I. In consideration ftive exclusive license we have agreed to makeghexraailable to the 17 Growth Hormone

Insensitivity Syndrome subjects that were previplaing treated with rhiGF-1 supplied by Pharmacia.
NAPO
On January 5, 2007, we entered into an agreemémtN#APO Pharmaceuticals, whereby NAPO will licefreen us the technology

surrounding INSM-18 also know as Masoprocal. Therise gives NAPO the right to develop, manufacincommercialize Masoprocal
products for any indications relating specificathydiabetes, cardiac disease, vascular diseasabalietdisease and Syndrome X. 7



agreement calls for payments from NAPO to us uperdelivery of certain milestones. During 2007reeeived $1.5 million in milestone
payments.

10. Quarterly Financial Data (Unaudited)
Fiscal Quarter
First Second Third Fourth
2008 2007 2008 2007 2008 2007 2008 2007
Revenue! $ 234:. $ 166C $ 267¢ $ 227 $ 402 $ 1511 $ 2661 $ 2,13t
Operating Los: (4,799 (10,407 (4,43%) (2,569 (1,88¢) (4,129 (3,297 (3,349
Net Loss (4,873 (10,259 (4,667) (2,500 (2,169) (3,919 (3,969 (3,299
Net Loss Per Share (Bas
and Diluted) $ (0.0 s (0.10 $ (0.0 s (0.09 $ (0.09 $ (0.09 $ (0.09 $ (0.09
11. Legal Proceedings

In fiscal 2006, our patent infringement litigatiasith Tercica and Genentech continued in both thaddrStates District Court for the
Northern District of California and in the Unitedngdom at the High Court of Justice, Chancery DorisPatents Court. In addition, in Ju
2006, Tercica filed an unfair competition suit agius in the United States District Court of tlesteérn District of Virginia, claiming that we
disseminated misleading statements to the markainnection with our marketing of IPLEX™.

On December 6, 2006, a jury in the United Statestridt Court for the Northern District of Califomnfound that we infringed patents
held by Tercica and Genentech and awarded damag&ssomillion as an upfront payment and a royalftyl5% on sales of IPLEX™ below
$100 million and 20% for sales of IPLEX™ above $10illion.

On March 5, 2007, we reached a settlement agreesnelimg all litigation with Tercica and Genentedbursuant to the agreement, we
agreed to cease sales and marketing of IPLEX™hfotreatment of short stature disorders in theddn8tates and agreed to withdraw our [
Marketing Authorization Application for IPLEX™ fdreatment of short stature disorders. We conttoy@ovide IPLEX™ to named patient
ALS in Italy under our Expanded Access Program. Nomember 8, 2008, Genentech and Ipsen/Tercicadigretter of intent whereby they
consented to amend the agreement between Genehgrclta, Inc. and Insmed Incorporated to permiousupply IPLEX™ in connection w
named-patient ALS programs worldwide on a royéilee basis effective October 1, 2008. We previppsiid a 4% royalty under our agreet
all cost-recovery that we receive under the Expdmiecess Program. The agreement also gives uigthte through a worldwide development
partnership with Tercica and Genentech, to mafREEX™ for conditions not related to short statufidese indications include severe insulin
resistance, MMD and HARS, among others. The dgveént partnership includes provisions that give 8% share of profits and reimbui
for 50% of development costs if either Tercica @néntech exercises ojptrights for marketing of IPLEX™ in any of thesewn indications tt
we develop. In addition, as part of the settlenagmeement, Tercica and Genentech waived the dangaggrded by the jury in the patent
infringement suit from the U.S. District Court filre Northern District of California.

12. Subsequent Event

On February 12, 2009 we announced that we hadeshieto a definitive agreement with Merck & Co.¢lif‘Merck”) whereby
Merck, through an affiliate, would purchase alleisselated to our follow-on biologics platformn ®larch 31, 2009, we completed the sale of
these assets for an aggregate purchase price 0friillBn. After fees, taxes and other costs relatethe transaction, we expect net procee
approximately $123 million as a result of this sacation. We did not incur any severance expersagesult of the transfer of assets and
employees to Merck.

As part of this transaction, Merck assumed theded®ur Boulder, Colorado-based manufacturindifg@and acquired ownership of
all the equipment in the building. In additionompclosing of the transaction, Merck offered posis to employees of the Boulder facility. We
retain our Richmond, VA corporate office, which kes our Clinical, Regulatory, Finance, and Admiaiste functions, in support of the
continuing IPLEX™ program. The transfer of the Bier facility to Merck takes away our internal IPLEXproduction capability. We believe
however, that we have sufficient inventory of IPLEXo0 support our ongoing ALS EAP in Italy throughl® together with the IPLEX™
requirement for the clinical trial currently beiptanned with the FDA for ALS patients in the US.yAequirements for IPLEX™ beyond 2010
or any significant increase in demand beyond ourecti commitments either in the MMD or ALS fielddlwequire that we identify a Contract
Manufacturing Organization (“CMO”) to produce thecessary IPLEX™ to meet the demand. We estimateftbdech transfer of our
IPLEX™ production process could take 12 to 18 msmthce a CMO has been identified.

We have also engaged the services of RBC to dotagial advisor in evaluating other options fise of these proceeds which could
include acquisitions of complimentary businesseteohnnologies, product licensing, mergers, shgparshase and the distribution of a portion
of the proceeds to shareholders.
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as Exhibit 10.21 to Insmed Incorporated’s Annugb&eon Form 10-K for the year ended December 8062and incorporated
herein by reference

Amended and Restated 2000 Employee Stock Purchas€pPeviously filed as Exhibit 10.22 to Insmeddnporate’s Annual
Report on Form 1-K for the year ended December 31, 2006 and incatpdrherein by referenct

Form of Subscription Agreement entered into betwesmed Incorporated and each of the investord/éne 2007 private
placement of common stock and warrants to purcbasemon stock (previously filed as Exhibit 4.1 terdmed’s Current Report on
Form &K on May 4, 2007 and incorporated herein by refeegr

Settlement, license and development agreement] déaech 6, 2007, between Insmed Incorporated, ldsiieerapeutic Proteins,
Inc., Celtrix Pharmaceuticals, Tercica Inc., anch@gech, Inc. (previously filed as Exhibit 10.1iemed’s Quarterly Report on 10-
Q on May 10, 2007

Subsidiaries of Insmed Incorporat

Consent of Ernst & Young LLF

Certification of Geoffrey Allan, Ph.D., chairmanthie Board and Chief Executive Officer of Insmeddrporated, pursuant to Rules
13a-14(a) and 15d-14(a) promulgated under the 8iesuExchange Act of 1932, as adopted pursuaSetdion 302 of the Sarbanes-
Oxley Act of 2003

Certification of Kevin P. Tully, Executive vice Bident and Chief Financial Officer (Principal Ficé and Accounting Officer) ¢
Insmed Incorporated, pursuant to Rules 13a-14(@)1&d-14(a) promulgated under the Securities Exghact of 1934, as adopted
pursuant to Section 302 of the Sarbi-Oxley Act of 2003

Certification of Geoffrey Allan, Ph. D., Chairmahtbe Board and Chief Executive Officer (Principahancial Officer) of Insmed
Incorporated, pursuant to 18 U.S.C. Section 135@dmpted pursuant to Section 906 of the Sarl-Oxley Act of 2003

Certification of Kevin P. Tully, Executive Vice Fident and Chief Financial Officer (Principal Fiegi and Accounting Officer) ¢
Insmed Incorporated, pursuant to 18 U.S.C. SedtB%0, as adopted pursuant to Section 906 of theaBa-Oxley Act of 2003

The Securities and Exchange Commission has graotgitlential treatment with respect to certain infation in these exhibits. The
confidential portions of these exhibits have besnitted and filed separately with the Securities Bxdhange Commissio

Confidential treatment has been requested foriogptations of this exhibit. The confidential piorts of this exhibit have been



omitted and filed separately with the Securitied Bmchange Commissio



EXHIBIT 23.1
Consent of Independent Registered Public Accountingirm
We consent to the incorporation by reference inféflewing Registration Statements of Insmed In@vgted and in the related prospectusi

our reports dated March 31, 2009, with respechéoconsolidated financial statements of Insmedrpmated and the effectiveness of inte
control over financial reporting of Insmed Incoratad, included in this Annual Report (Form 10-Ki) tiee year ended December 31, 2008:

Registration Statement Number Description

333131535 Form &-3, pertaining to the Shelf Registration Staten

333-123695 Form S-3, pertaining to the Offering of Securitieguly 2003, November 2004 and
March 200&

33:3-139744 Form £-8, pertaining to the Insmed Incorporated AmendetRestated Employe
Stock Purchase Pl:

33:-87878 Form £-8, pertaining to the Insmed Incorporated Stock ritiee Plan

33:-39198 Form &-8, pertaining to the Insmed Incorporated EmployeeelSPurchase Ple

333-129479 Form S-8, pertaining to the Insmed Incorporated Byge Stock Purchase Plan and

Stock Incentive Pla

33:-39200 Form £-8, pertaining to the Insmed Incorporated Stock ritiee Plan

/sl Ernst & Young LLP

Richmond, Virginia
March 31, 2009







EXHIBIT 31.1

Section 302 Certification

I, Geoffrey Allan, Ph.D., Chairman of the Board aPltief Executive Officer of Insmed Incorporateditify that:

(1) I have reviewed this annual report on Form 16tknhsmed Incorporated;

(2) Based on my knowledge, this report does notaiorany untrue statement of a material fact ort@state a material fact necessary to n
the statements made, in light of the circumstanoeler which such statements were made, not misigadth respect to the period covered by
this report;

(3) Based on my knowledge, the financial statememtd other financial information included in théport, fairly present in all material
respects the financial condition, results of operatand cash flows of the registrant as of, amdth@ periods presented in this report;

(4) The registrant’s other certifying officer andrke responsible for establishing and maintainisgldsure controls and procedures (as defined
in Exchange Act Rules 13a-15(e) and 15d-15(e))iateinal control over financial reporting (as defihin Exchange Act Rules 13a-15(f) and
15d-15(f)) for the registrant and have:

(a) Designed such disclosure controls and procsdorecaused such disclosure controls and procedotee designed under our
supervision, to ensure that material informatidatieg to the registrant, including its consolidhtbsidiaries, is made known to us by
others within those entities, particularly duritg fperiod in which this report is being prepared;

(b) Designed such internal control over financ&darting, or caused such internal control overrfaial reporting to be designed under
our supervision, to provide reasonable assurargading the reliability of financial reporting atfte preparation of financial statements
for external purposes in accordance with geneealbepted accounting principles;

(c) Evaluated the effectiveness of the registragisslosure controls and procedures and presenttisi report our conclusions about
the effectiveness of the disclosure controls andguiures, as of the end of the period coveredibyéport based on such evaluation;
and

(d) Disclosed in this report any change in thegtgnt's internal control over financial reportitigat occurred during the registrant’s
most recent fiscal quarter (the registraridurth fiscal quarter in the case of an annuabrg that has materially affected, or is reasoy
likely to materially affect, the registrant’s inted control over financial reporting; and

(5) The registrant’s other certifying officer antidve disclosed, based on our most recent evatuatimternal control over financial reporting,
to the registrant’s auditors and the audit commitithe registrant’s board of directors (or pesspearforming the equivalent functions):

Date:

(a) All significant deficiencies and material weakses in the design or operation of internal cootrer financial reporting which are
reasonably likely to adversely affect the regidfsaability to record, process, summarize and refioancial information; and

(b) Any fraud, whether or not material, that invedymanagement or other employees who have a simiifiole in the registrant’s
internal control over financial reporting.

March 31, 2009

Is/ Geoffrey Allan,

Geoffrey Allan, Ph.D.

Chairman of the Board and Chief

Executive Officer (Principal Executive Officer)







EXHIBIT 31.2

Section 302 Certification

[, Kevin P. Tully, Executive Vice President and €ffrinancial Officer of Insmed Incorporated, certifiat:

(1) I have reviewed this annual report on Form 16tknsmed Incorporated;

(2) Basedn my knowledge, this report does not contain amyug statement of a material fact or omit to stateaterial fact necessary to m
the statements made, in light of the circumstanoeler which such statements were made, not misigadth respect to the period covered by
this report;

(3) Based on my knowledge, the financial statememtd other financial information included in théport, fairly present in all material
respects the financial condition, results of operatand cash flows of the registrant as of, amdth@ periods presented in this report;

(4) The registrant’s other certifying officer andrke responsible for establishing and maintainisgldsure controls and procedures (as defined
in Exchange Act Rules 13a-15(e) and 15d-15(e))iateinal control over financial reporting (as defihin Exchange Act Rules 13a-15(f) and
15d-15(f)) for the registrant and have:

(a) Designed such disclosure controls and procsdorecaused such disclosure controls and procedotee designed under our
supervision, to ensure that material informatidatieg to the registrant, including its consolidhtbsidiaries, is made known to us by
others within those entities, particularly duritg fperiod in which this report is being prepared;

(b) Designed such internal control over financ&darting, or caused such internal control overrfaial reporting to be designed under
our supervision, to provide reasonable assurargading the reliability of financial reporting atfte preparation of financial statements
for external purposes in accordance with geneealbepted accounting principles;

(c) Evaluated the effectiveness of the registragisslosure controls and procedures and presenttisi report our conclusions about
the effectiveness of the disclosure controls andguiures, as of the end of the period coveredibyéport based on such evaluation;
and

(d) Disclosed in this report any change in thegtgnt's internal control over financial reportitigat occurred during the registrant’s
most recent fiscal quarter (the registraridurth fiscal quarter in the case of an annuabrg that has materially affected, or is reasoy
likely to materially affect, the registrant’s inted control over financial reporting; and

(5) The registrant’s other certifying officer antidve disclosed, based on our most recent evatuatimternal control over financial reporting,
to the registrant’s auditors and the audit commitithe registrant’s board of directors (or pesspearforming the equivalent functions):

Date:

(a) All significant deficiencies and material weakses in the design or operation of internal cootrer financial reporting which are
reasonably likely to adversely affect the regidfsaability to record, process, summarize and refioancial information; and

(b) Any fraud, whether or not material, that invedymanagement or other employees who have a simiifiole in the registrant’s
internal control over financial reporting.

March 31, 2009

Is/ Kevin P. Tully
Kevin P. Tully, C.G.A.,

Executive Vice President & Chief Financial Officer
(Principal Financial and Accounting Officer)







EXHIBIT 32.1
CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2003
In connection with this Annual Report on Form 1@Knsmed Incorporated (the “Companydy the period ended December 31, 2

as filed with the Securities and Exchange Commissiothe date hereof (the “Report”), |, Geoffreyafd, Ph.D., Chairman of the Board and

Chief Executive Officer of the Company, certify,rpuant to 18 U.S.C. § 1350, as adopted pursudh®@b of the Sarbane3xley Act of 2003
that:

(1) the Report fully complies with theterements of Section 13(a) or 15(d) of the SemmsriExchange Act of 1934, as
amended; and

(2) the information contained in the Retfairly presents, in all material respects, timaficial condition and result of operations
of the Company.

/s/ Geoffrey Allan

Geoffrey Allan, Ph.D.
Chairman of the Board and
Chief Executive Officer

March 31, 2009

This certification accompanies the FormHK @ which it relates, is not deemed filed with tBecurities and Exchange Commission and is r

be incorporated by reference into any filing ofriresl Incorporated under the Securities Act of 1883mended, or the Securities Exchange
Act of 1934, as amended (whether made before er tifé date of the Form 10-K), irrespective of geperal incorporation language contained
in such filing.







EXHIBIT 32.2
CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2003
In connection with this Annual Report on Form 1@Knsmed Incorporated (the “Companydy the period ended December 31, 2
as filed with the Securities and Exchange Commiseiothe date hereof (the “Report”), I, Kevin PllIffuExecutive Vice President and Chief

Financial Officer of the Company, certify, pursuémtl8 U.S.C. § 1350, as adopted pursuant to 90t Sarbanes-Oxley Act of 2003, that:

(1) the Report fully complies with theterements of Section 13(a) or 15(d) of the SemmsriExchange Act of 1934, as
amended; and

(2) the information contained in the Retfairly presents, in all material respects, timaficial condition and result of operations
of the Company.

/s/ Kevin P. Tully
Kevin P. Tully, C.G.A.
Executive Vice President & Chief Financial Officer

March 31, 2009

This certification accompanies the FormHK @ which it relates, is not deemed filed with tBecurities and Exchange Commission and is r

be incorporated by reference into any filing ofrivexl Incorporated under the Securities Act of 1883mended, or the Securities Exchange
Act of 1934, as amended (whether made before er tife date of the Form 10-K), irrespective of geperal incorporation language contained
in such filing.







