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PART |
ITEM 1. BUSINESS

Overview

Insmed Incorporated is a biopharmaceutical compacysed on the development and commercializatiarudg products for the
treatment of metabolic diseases and endocrineaksarOur approach is to correct metabolic defiadise human body by replacing key
regulatory molecules in a physiologically relevéaghion. We believe this will translate into arriimsic safety advantage for our products in
the marketplace. We currently have two lead druglichates, recombinant human insulin-like growthidad bound to recombinant human
insulin-like growth factor binding protein-3 (rhIGFhIGFBP-3; also known as SomatoKine) and rhiIGFBRVe are actively developing
these drugs to treat indications in the metabait @ncology fields.

The endocrine system regulates metabolism thradugluse of hormones. IGF-I is a naturally occurfiognmone necessary for normal
growth and metabolism. Growth hormone (GH) regsldte cellular production of IGF-I, which mediatee majority of its growth-
promoting effects. In the human body, IGF-I cir¢etain the bloodstream bound to a second protdiedcesFBP-3, which serves to regulate
the tissue distribution of IGF-I, therefore playiagnajor role in controlling its actions. GH defioty (GHD) results in inadequate IGF-I
production, which can result in growth disturbamcehildren. GH replacement therapy causes anaser@n IGF-I levels and is used to
successfully treat this condition. However, we dgdi many individuals have normal GH secretion Hagause their cells are insensitive to
this hormone they become IGF-I deficient and suff@m growth disturbance. Individuals with this dition are candidates for IGF-I
replacement therapy. We believe that to ensurd@fad replacement is carried out in a physiolotiiceelevant way, it is desirable to
administer it bound to IGFBP-3, therefore maintagnihe normal equilibrium of these important progein the bloodstream. rhIGF-
I/rhiIGFBP-3 is a recombinant protein complex thanius the effects of IGF-I/IGFBP-3 in the bloodsine.

rhiGF-1/rhIGFBP-3 is currently in development fonamber of metabolic and endocrine indications. flest advanced indication in
development is the treatment of severe growth disfice due to growth hormone insensitivity syndr¢@id|S) (i.e., Laron’s Syndrome). In
children, this condition is characterized by a hegtandard deviation score three standard demgtielow normal and an IGF-I standard
deviation score three standard deviations belownabrGHIS can lead to a range of other metabo$ordiers, including lipid abnormalities,
decreased bone density, obesity and insulin resista

We have been granted Orphan Designation by theetdi$itates Food and Drug Administration (FDA) andoBean Agency for the
Evaluation of Medicinal Products (EMEA) for rhIGEFHIGFBP-3 in the treatment of GHIS. A worldwideale Ill clinical trial for this
indication is in progress.

We have been granted an exclusive license fromnPdwa (now Pfizer) to a large data base of hisabtieatment information and
regulatory submissions associated with rhIGF-l.rRla&ia received approval of rhIGF-I for the treatinegf GHIS in the majority of countries
now in the European Union. We believe this excledigense to Pharmacia’s regulatory dossiers amer abformation will be of value to us
during our product registration process for rhiGRIGFBP-3. The data received through this liceinstude results from 119 patients with
GHIS who were treated intermittently for up to Iehys with rhiGF-I.

We believe the commercial opportunities for rhiGHIGFBP-3 reach beyond the indication of GHIS amat tnitial approval of our
rhIGF-I/rhIGFBP-3 may offer us an opportunity taemother potentially very large markets. Thesekatrinclude other growth disturbances
related to IGF-I deficiency, diabetes, myotonictdyghy, HIV associated adipose redistribution spna, severe burns and hip fracture. It is
our intention to initiate clinical studies in a igty of these indications with rhIGF-I1/rhIGFBP-3ag&d on the results from these studies we
will select the next indication to pursue for maikg authorization.

Our oncology program focuses on IGFBP-3 as a nifturecurring anti-tumor agent. This protein is madly found in the human
bloodstream and several epidemiological studieg l@monstrated that cancer risk increases withedsitrg blood levels of IGFBP-3.
rhIGFBP-3 is a recombinant protein that mimicsdffects of IGFBP-3 in the bloodstream. This prodaaturrently in pre-clinical
development for a variety of cancers including thokthe breast, lung, colon and prostate.
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Scientific Background
Role of IGF-I and IGFBP-3 in Growth

IGF-1 is required for normal growth, developmentianetabolism. The role of IGFBP-3 is to control #utivity and distribution of IGF-
I. These proteins circulate as a complex and ammaldy produced as a result of a hormonal cascadihing with the secretion of GH by t
pituitary gland. GH binds to its receptor whichtigies an intracellular signaling process resulimthe production of IGF-I and IGFBP-3.
IGF-1 is delivered to tissues to stimulate the gitowaf cartilage and bone.

Insufficient blood levels of either IGFer GH in childhood result in growth disturban&nce the 1950s, children with low levels of
and resulting growth disturbance have been treai#dGH replacement therapy, resulting in IGF-Iguotion and subsequent growth.
However, there are children with growth disturbamt®, despite normal levels of GH, have low lewd#l$GF-1. These children are IGF-I
deficient usually because of abnormalities in &itheir GH receptors or in their GH signaling patlys. GHIS is one example of a condition
that results from this abnormality.

Role of IGF-I and IGFBP-3 in Glucose Metabolism

Insulin is the primary hormone responsible for colting glucose metabolism. The proper balancenstiiin, GH and IGH-is extremely
important for normal glucose metabolism. Insulid &H regulate production of IGF-1 and IGFBP-3 bg tiver. IGF-I elicits many of the
physiological effects of insulin.

Several of our own short-term clinical studies whihGF-1/rhIGFBP-3 and several longer-term studigth rhIGF4 reported in scientifi
literature demonstrate that replacement of IGFduoes insulin requirements, improves glycemic adrand improves insulin sensitivity in
both type 1 and type 2 diabetes patients. Fujid@mamaceutical Co., Ltd., with whom we have enténemla license agreement (see Strat
Relationships), has received approval of rhiIGFdJapan for the treatment of the most severe fofrdgabetes, often called extreme insulin
resistance. Extreme insulin resistance descritses$ af chronic diseases caused by inherited aadfprired ineffectiveness of insulin.

Role of IGF-I and IGFBP-3 in Cancer

IGF-1 plays an essential role in normal growth tighout fetal and childhood development. In adigt iIGF-1 continues to function by
regulating cellular metabolism, inducing cell dieis and protecting against cell death. IGFBP-®émost abundant naturally occurring IGF-
| binding protein in the circulation and contrdietactions of IGF-1 by regulating its tissue disation.

A number of epidemiological studies suggest thdticed circulating levels of IGFBP-3 or an increas#i of IGF-1 to IGFBP-3 are
associated with an increased risk for the developmoiseveral common cancers, including those etiteast, prostate, lung and colon.
Therefore, modulation of the IGF axis via admirgttn of rhiIGFBP-3 may represent a novel therapefiproach to a variety of human
cancers.

Insmed is currently engaged in an active pre-dingcogram with prominent clinical oncologists amdrld experts in the field of
IGFBP-3 research to develop rhiIGFBP-3 as a thetapagent. To date, we have evaluated the efficdiechlGFBP-3 alone and in
combination with standard chemotherapeutic agenpsd-clinical models of breast, lung and colonocgais. Our ongoing pre-clinical work is
directed toward defining the optimal clinical prodbin which to translate these promising obseorei
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Product Pipeline
rhIGF-1/rhIGFBP-3 (SomatoKine ®) :

Therapeutic Category Therapeutic Indication Phase of Development

Growth / Developmental Disorde GHIS Phase I
Other Growth Disorders Associated with  Phase Il planned
IGF-I Deficiency

Retinopathy of Prematurii Phase | planne
Insulin Resistance / Diabet Extreme insulin resistanc Phase Il planne
Type | Diabete: Phase |
Type 2 Diabete Phase |
Other Metabolic / Neurological HIV Associated Adipose Redistribution Phase Il planned
Syndrome (HARS
Myotonic Dystrophy Phase Il planne
Recovery from Trauma / Surge Recovery from Severe Burn Traui Phase |
Recovery from Osteoporotic Hip Fracture Phase Il
Surgery
rhiIGFBP-3 :
Therapeutic Category Therapeutic Indication Phase of Development
Oncology Breast Cance Phase | planne
Other cancer types: colorectal, prostate andPre-clinical
lung

Primary Therapeutic Indications
Growth Disturbance Due to IGF-1 Deficiency
GHIS is a condition affecting a specific subsepafients suffering from growth disturbance becafsedeficiency in IGF-I. This
deficiency is due to a defect in the GH receptasignaling pathway. Characteristics of this comditinclude:
» normal or elevated serum GH leve
» inability to generate normal IC-I levels after GH provocatiot
* reduced IG-l and IGFBI-3 serum levels
e severe postnatal growth failure and markedly redwachult height (12-130cm; 4ft);
e truncal adiposity
» delayed skeletal maturatio
» abnormal craniofacial developme
* microphallus in boys; an
» slightly delayed puberty

Physicians use a height standard deviation scoteight SDS, to indicate how many standard deniatia person’s height is from the
average of the normal population of a similar ageg gender. The American Academy of
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Pediatrics and the American Academy of Clinical &erthology define short stature as a height thatdase than two standard deviations
below the average. Similarly, in evaluating IGFefidiency, physicians can use an IGF-I SDS to iatidiow many standard deviations a
person’s IGF-I level is below the average levelhaf population of a similar age and gender.

Extreme Insulin Resistance

Insulin resistance can be described as an abnaynalised by the ineffectiveness of insulin to clatgpits metabolic function. This
abnormality can occur in many forms and resultgairying degrees of disease severity. Several tgpestreme insulin resistance result from
genetic defects in the insulin receptor gene ard/other genes involved in insulin signal trandéhrc These conditions include:

* Type A and Type B Syndrom
* RabsorMendenhall Syndrome, at
e Leprechaunismr

Type A Syndrome patients have high circulating emi@tions of insulin with impaired glucose tolesaror diabetes. They are also
hyperandrogenic and experience many of the sigetsfissociated with this condition such as hssutacne, abnormal menstruation and
infertility. High doses of insulin fail to providedequate glycemic control in these patients anatiseno satisfactory treatment currently
available. Death in adulthood most often is dueat@iovascular and renal complications.

Type B Syndrome is characterized by the presenegtofaintibodies to the insulin receptor which ifee with proper receptor
functioning. These patients also have high circadptoncentrations of insulin with alternating eyles of hyperglycemia and hypoglycemia.
They are hyperandrogenic and commonly experierrsaitiésm, polycystic ovaries, acanthosis nigricamd lgpoatrophy. These patients often
have additional autoimmune disorders such as systepus erythermatosus. High doses of insulint@jpprovide adequate glycemic control
in these patients and there is no satisfactoryrtreiat currently available. Death past middle agstroéten occurs due to hypoglycemia and
lupus.

Rabson-Mendenhall Syndrome patients also havediighlating concentrations of insulin with alteringt episodes of hyperglycemia
and hypoglycemia. They are also hyperandrogeniacaminonly experience hirsutism, polycystic ovarasanthosis nigricans and growth
disturbance. High doses of insulin fail to provatkequate glycemic control in these patients anetiseno satisfactory treatment currently
available. Death at 1-15 years of age most oftenmscdue to ketoacidosis.

Leprechaunism patients also have high circulatmrentrations of insulin with alternating episodésyperglycemia and
hypoglycemia. They are also hyperandrogenic andhoanty experience hirsutism and polycystic ovaridsey are characterized by severe
intrauterine and postnatal growth retardation. Higkes of insulin fail to provide adequate glyceodntrol in these patients and there is no
currently satisfactory treatment available. Deatless than one year of age most often occursaluadcular, respiratory and other
complications.

Diabetes

Patients with type 1 diabetes are characterizethdiy inability to produce insulin. In these patgrinsulin deficiency leads to
abnormalities in the GH/IGF-I/insulin axis. Thisfidéency may result in down-regulation of GH reaastin the liver, resulting in reduced
circulating IGF-1 levels. Low circulating IGF-I lels inhibit the negative feedback loop to the patyi causing GH hypersecretion. This
condition is associated with decreased insuliniieitg and worsening of metabolic control. Sind¢eetliver is the primary site of insulin
stimulated IGF-1 production, peripheral adminidtatof insulin cannot completely correct this phemmon.

Patients with type 2 diabetes are characterizetidynability of the insulin they produce to wortfegtively. In addition to low
circulating levels of IGF-I, these patients havarammeased number of insulin/IGF-I hybrid
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receptors. Increased expression of these hybrepters positively correlates with a decrease i loegulin binding affinity and insulin
sensitivity.

Diabetes related complications include retinopatf®art disease, kidney failure and neuropathy. &ialvetinopathy is the leading ca
of blindness. Heart disease accounts for approrina0% of all deaths among diabetics in indusi@l countries. Diabetes is among the
leading causes of kidney failure. Fifty percenpebple with diabetes have some degree of neuropatiigh can lead to sensory loss,
impotence, limb damage and amputation.

Cancer

The World Health Organization estimates that by®@2e number of annual worldwide cancer relateatiteis expected to reach 10
million. To date the FDA has approved over 110 ¢ogyp drugs for more than 25 indications. Up to tthods of these drugs are cytotoxic
agents, many of which exhibit significant systemoixicity and decrease the quality of life of theigat.

Identification of the signaling pathways that regaltumor growth has led to novel strategies ferttbatment of cancer. As a result, 1
agents that target growth factors and their regsfite emerging as promising new treatments.

Business Strategy

Our goal is to focus on product development andmengialization of products for the treatment of abetlic and endocrine diseases.
Our initial focus is on obtaining the approval bfGF-1/rhiIGFBP-3 for the treatment of GHIS and etithing proof-of-concept clinical data
with rhIGFBP-3 in the treatment of breast cancer [Bng-term strategy is to capitalize on many oftential endocrine and metabolic
indications with rhIGF-I/rhIGFBP-3 and additionareer indications with rhIGFBP-3. Key elements off strategy for achieving these goals
include:

Seek FDA and EMEA approval of rhIGF-I/rhIGFBP-3 refacement treatment for GHISWe are currently conducting a Phase I
clinical trial in patients with GHIS and plan tolsuit a New Drug Application (NDA) to the FDA andviarketing Authorization Application
(MAA) to the EMEA for this indication. Children witthis disorder have a significant unmet medicaichieecause no effective treatment is
currently available on the market. The propriefafgrmation we have licensed from Pharmacia denmatest that replacement therapy with
rhIGF-I given twice daily will significantly improe height velocity in these severely growth distdrpatients. Data from our clinical studies
demonstrates that we can achieve equivalent ctinglaoncentrations of IGF-I following administrai of rhIGF-I/rhIGFBP-3 as was
achieved in the Pharmacia studies following adrai®n of rhIGF-I. Furthermore, these blood lewekre achieved with one injection of
rhIGF-1/rhIGFBP-3 per day as opposed to the twedtipns needed with rhIGF-1 alone. In addition &ving the advantage of once-a-day
dosing, our animal data suggest fewer side effgittsrhIGF-I1/rhIGFBP-3 when compared with rhIGF-I.

We currently have an agreement with Avecia Limitgethird party contract manufacturer in the Unitédgdom, to produce our rhIGF-
I/rhIGFBP-3 drug substance. Based on discussiotisthe FDA, we are planning to conduct severalisgjdncluding analytical, pre-clinical
and clinical, to compare the drug substance prelyaused in our pre-clinical and clinical progratnghe new drug substance produced by
Avecia. The results of this comparison will becopagt of our submission to the regulatory authasitie

Expand the GHIS indication to other growth disorderelated to IGF-I deficiencyA number of growth disorders related to IGF-
deficiency other than GHIS represent conditiondiwignificant unmet medical needs. While seekingrayal in GHIS, we plan to investige
these other indications and further develop thbaewill provide the best market opportunity fobdhexpansion. We will then seek this label
expansion through supplemental regulatory subrmissilb is likely that we will conduct one or moreeglinical and clinical studies to supp
label expansion.
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Develop rhIGF-I/rhIGFBP-3 in additional indications We intend to initiate clinical studies of rhIGFHIGFBP-3 in additional
indications. Based on the data from these studiesyill select the most promising indications farther development and commercializat
The indications we are considering are extremeimsesistance, diabetes, myotonic dystrophy, Hégatiated adipose redistribution
syndrome, recovery from severe burn injury, recg¥ierm osteoporotic hip fracture and retinopathyogmaturity.

Establish a sales and marketing organization forettunited StateswWe intend to develop a sales and marketing forcarget the
approximately 400 active U.S.-based pediatric erndologists who treat children with growth disorslefhese physicians are primarily
hospital-based and concentrated in major metr@oétreas and we believe that they will be beskeskny a focused marketing organization
and specialized sales force. In addition, we intencbnduct continuing medical education programegical symposia, and regional speaker
programs aimed at establishing awareness of rhIBFIFBP-3 in the medical community. We also intéma@onduct post-marketing studies
and establish a patient registry to provide furthea on the safety and efficacy of rhIGF-I/rhIGFBP

Establish a sales and marketing organization or alst a Marketing Partner for EuropeWe are exploring several opportunities in
Europe to establish our own sales and marketingrozgtion, acquire a sales and marketing orgaoizatnd partner with an established sales
and marketing organization. Our selected methoddanmercializing rhiIGF-I/rhiIGFBP-3 will be based am analysis to determine which
avenue provides the best long-term return for ouestors. We expect to conduct continuing medidatation programs, medical symposia,
and regional speaker programs aimed at establishiageness of rhIGF-I/rhiIGFBPin the European physician community. We alsoniditie
conduct post-marketing studies and establish ampatégistry to provide further data on the sa#atyg efficacy of rhIGF-I/rhiIGFBP-3.

Initiate clinical studies with rhIGFBP-3Based on pre-clinical data we believe there isigefit scientific evidence to proceed with
clinical studies of rnIGFBP-3. Our strategy is stablish the pharmacokinetic profile of rhIGFBPa3iPhase | clinical study and then
proceed to Phase Il clinical studies in one or nudrde following cancer types: breast, coloredtatg and/or prostate.

Broaden endocrinology and oncology portfolio basewl our expertiseOur longer-term strategy for growth is to pursue th
development and commercialization of additionaldoicts for the treatment of significant unmet meldngseds that complement our activities
within the fields of metabolic and endocrine disesaand oncology.

Retain commercial rights to market products in sefed marketsOur goal is to retain relevant marketing right®tw products and
commercialize them in selected niche markets.

Establish corporate partnerships in certain markeWe plan to establish corporate partnerships toldpyenarket and commercialize
our products in markets outside of our core focus.

Research and Development

We have devoted substantially all of our resousiese we began our operations to the researcherelapment of pharmaceutical
product candidates for metabolic and endocrineadis® Our focus is principally in developing anthowercializing late-stage products. We
conduct very little of our own pre-clinical labooay research. However, we actively maintain ongalisgussions with academic research
institutions and other companies regarding rhiIGRKBFBP-3, rhIGFBP3 and other projects in endocrinology and oncoldyg.are current|
conducting a Phase Il clinical study with our lgadduct, rhIGF-1/rhIGFBP-3, and plan to investigather potential indications with this
product. We are also conducting pre-clinical stadigh our other lead compound, rhIGFBP-3, and plarronducting clinical studies with
this product in the future. Our research and deraknt expenses were approximately $7.1 milliond@3 $18.1 million in 2002, and $35.5
million in 2001.
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Strategic Relationships
Avecia Limited

In May 2002, we entered into an agreement with Aavkanited, Europe’s largest privately held spetsi@hemical company, for the
process development and manufacture of rhIGF-I/RBB-3. In consideration for this process develograed manufacturing agreement, we
are obligated to pay success fees for milestoneégpmrotess development and manufacturing costs iassdevith the ongoing production of
rhIGF-1/rhIGFBP-3.

Pharmacia Inc.

Pharmacia, Inc. was granted marketing approvatveral European and Scandinavian countries forfHI@ the treatment of GHIS. |
October 2002, we entered into an agreement withnPd@a that grants us an exclusive worldwide liegiosPharmacia’s portfolio of
regulatory filings and proprietary information perting to rhiGF-I for the treatment of GHIS. We kanade a commitment to make rhIGF-
I/rhIGFBP-3 available on a named patient basistSSsubjects that were previously being treatedh Wil GF-1 supplied by Pharmacia.

Fujisawa Pharmaceutical Co., Ltd.

In January 2004, Insmed was granted a non-excllisemese to patent rights pertaining to the usksé-1 therapy for the treatment of
extreme or severe insulin resistant diabetes frajis&wa Pharmaceutical Co., Ltd. Under the termth@fagreement, Insmed will obtain
worldwide rights in territories (excluding Japam)ave a valid patent claim exists, including thet&ahiStates and Europe. We have made a
commitment to use reasonable commercial effortaake rhiGF-I/rhIGFBP-3 available on a named patbasis to patients with extreme
insulin resistance.

Patents and Proprietary Rights

Proprietary protection is important to our businessl our policy is to protect our technology Hing§ patent applications for technolc
that we consider important. We intend to file aidaial patent applications, when appropriate, netato improvements in our technology and
other specific products that we develop. As witli panding patent application, there can be no asserthat any of these applications will
issue in the United States or in foreign countriégere also can be no assurance that United Stafeseign patents issuing from any of these
applications will not later be held invalid or urfierceable.

We hold 28 United States issued or allowed pateiésed to the composition, production, antibodied methods of use for rhIGF-
I/rhIGFBP-3 and rhIGFBP-3, including:

» Two issued patents for rhIGF-3 compositio-of-matter;

» 15 therapeutic use patents for rhIGF-I/rhIGFBR&E -1, rhiIGFBP-3 or rhiIGFBP-3 fragments for thedgtment of various disease
conditions; anc

» 11 patents regarding novel expression, produaiamalysis methods, some of which may be useth@omanufacture of rhIGF-
I/rhIGFBF-3 and pharmaceutical compositions of rh-1/rhIGFBF-3.

Many of the above patents have been issued oresuding issue in the major pharmaceutical marketsiding Canada, Japan and
Europe.

As part of the ongoing development of rhiIGF-I/rhEBH=3 and rhIGFBP-3, we have filed or intend to filgent applications related to
new production methods, improved formulations, meedical uses and new dosing regimens in the Utatks and in many of the major
international pharmaceutical markets. The varissaed
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patents related to rhIGF-I/rhIGFBP-3 and rhIGFBBegpositions, methods of production and methodseatment expire at various times
during the years 2010 through 2019.

As part of our development and manufacturing agesgmwith Avecia Limited, we have obtained certaim+exclusive rights to
Avecia’s proprietary manufacturing technology. &mdary 2004, Insmed was granted a non-exclusieasie to patent rights pertaining to the
use of IGF-I therapy for the treatment of extremseavere insulin resistant diabetes from Fujisaharfaceutical Co., Ltd.

There has been increasing litigation in the bioptareutical industry with respect to the manufactume sale of new therapeutic
products. The validity and breadth of claims intbalhnology patents may involve complex factual kgal issues for which no consistent
policy exists. In particular, the patent protectamilable for protein-based products, such asFhRIEIGFBP-3 and rhiIGFBP-3, is highly
uncertain and involves issues relating to the sodeotection of claims to gene sequences angtheuction of their corresponding protei

In 1998 Genentech requested a hearing with thepgearo Patent Office to oppose the validity of onewfEuropean patents with clai
to rhIGFBP-3, uses of rhIGFBP-3 and uses of rhiGREGFBP-3. As of yet, no hearing date has beebgéihe European Patent Office.
Should the opposition hearing be held and shoulte@Gch prevail, some or all of the claims of thagent may be revoked. This result could
lessen our ability to exclude others, but would afect our own ability to practice these claims.

Third parties, including Genentech, Chiron, Amgsayartis AG, and Robert Rieveley hold United Stated/or foreign patents possi
directed to the composition, production and/or afslGF-I, rhiIGFBP-3, rhiIGF-1/rhIGFBP-3 and/or m@uobinant proteins in general. After
examining these patents, we do not believe theggmtean obstacle to our plans to commercialize FAlEéhIGFBP-3 and rhIGFBP-3.
However, we can provide no assurance that any btieese third parties will not assert in the futareontrary position, for instance in the
context of an infringement action. Moreover, while cannot predict with certainty the outcome ofrsa@roceeding, an adverse ruling could
impact our ability to make, use or sell our product

In some cases, litigation or other proceedings begecessary to defend against claims of infringegnte enforce patents licensed to
us, to protect our know-how or other intellectuadperty rights or to determine the scope and uglidi the proprietary rights of third parties.
Any potential litigation could result in substahgast to us and diversion of our resources. Wegthe sure that any of our licensed patents
will ultimately be held valid. An adverse outconmeainy litigation or proceeding could subject usigmificant liability.

We generally enter into confidentiality agreememith our employees and consultants. Our confidétitiagreements generally require
our employees and consultants to hold in confidemmckenot disclose any of our proprietary informatiDespite our efforts to protect our
proprietary information, unauthorized parties mtgrapt to obtain and use our proprietary informati@olicing unauthorized use of our
proprietary information is difficult, and the stews have taken might not prevent misappropriagp@mticularly in foreign countries where the
laws may not protect our proprietary rights asyfalé do the laws of the United States (U.S.).

Manufacturing

We currently rely on contract manufacturers to pieadrhIGF-1/rhiIGFBP-3 and rhIGFBP-3. Our produatdidates will need to be
manufactured in a facility by processes that comygth current good manufacturing practices (cGMRJ ather similar regulations. It may
take a substantial period of time to begin manuf@ag our products in compliance with such regolasi. If we are unable to establish and
maintain relationships with third parties for maaetiring sufficient quantities of our product catates and their components that meet our
planned time and cost parameters, the developmertiraing of our clinical trials and/or product corarcialization may be adversely
affected.

rhIGF-1/rhIGFBP-3 is a complex of two proteins, @H-l and its binding protein rhIGFBP-3, and is miactured using recombinant
DNA technology. The manufacturing process is coogpéid and involves expression of the two protejnbdzterial fermentation followed by
purification and combination of the two proteinsurihg the manufacturing process, rhiGF-I and rhiG@FBare produced separately and then
combined to

10



Table of Contents

make rhIGF-I/rhIGFBP-3. The rhiIGFBP-3 can eitheutibzed to make rhIGF-I/rhIGFBP-3 or kept separas its own distinct product.

To date, we have supplied all of our pre-cliniaad &linical Phase Il study requirements with rhliGRIGFBP-3 previously produced
by our subsidiary, Celtrix. Since Celtrix no longeoduces rhiGF-I/rhiIGFBB; we have identified a new source for this combian clinical
trial and commercial use. We have an agreementAwititia Limited to manufacture rhiIGF-1/rhIGFBP-3/atecia’s site at Billingham,
England. We cannot guarantee that Avecia will He &oproduce the rhiGF-I/rhiIGFBP-3 or rhIGFBP-Zessary for future pre-clinical and
clinical trials or commercialization.

Marketing and Sales

We currently have no sales, marketing or distriuttapability. However, we intend to develop asaled marketing force to target the
approximately 400 active U.S.-based pediatric eridotogists who treat children with growth disturioa. Because these pediatric
endocrinologists are primarily hospital-based amcentrated in major metropolitan areas, we belipaea focused marketing organization
and specialized sales force can effectively sdreent In addition, we intend to conduct continuingdical education programs, medical
symposia, and regional speaker programs aimedatilishiing awareness of rhiIGF-1/rhIGFBP-3 in theggibian community. We also intend
to conduct post-marketing studies and establisdtienqt registry to provide further data on the safad efficacy of rhIGF-I/rhIGFBP-3.

We are exploring several opportunities for salasraarketing in Europe including the establishmdrduw own sales and marketing
organization, acquisition of an existing sales aradtketing organization and partnering with an disthed sales and marketing organization.

Our goal is to retain marketing, sales and distidsurights to our product candidates for certdaagha markets and find commercial
partners to develop and market our products in atarutside of our core focus.

Competition

We are engaged in an industry that is intenselypatitive and characterized by rapid technologicagpess. In each of our potential
product areas, we face significant competition flange pharmaceutical, biotechnology and other corgs, as well as universities and
research institutions. Most of these companiesistidutions have substantially greater capitabteses, research and development staffs,
facilities and experience in conducting clinicéls and obtaining regulatory approvals. In additimany of these companies have greater
experience and expertise in manufacturing and niatkpharmaceutical products.

Since all of our products are under developmentcavaot predict the relative competitive positidroor products if they are approved
for use. However, we expect that the following dastwill determine our ability to compete effective

» safety and efficacy

» product price

» ease of administration; al

» marketing and sales capabili

Currently, no drug in the U.S. or Europe is apptbaad marketed as replacement therapy for thenterdtof GHIS. Other than Insmed,
we are aware of only one other company, Terciaa, that is pursuing development of a product figs indication. Tercica, in documents
filed with the Securities and Exchange Commissias, stated that it plans to submit a NDA for the afsrhIGF-1 in the treatment of severe

pediatric IGF deficiency in 2005. We believe thidication would include patients with GHIS. We gk Tercica may also be planning to
develop rhiIGF-I for some of the same indicatioret the plan to pursue with rhIGF-1/rhIGFBP-3.
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GH may also be a competitive product for the treathof some patients with growth disorders assediatith IGF-I deficiency. The
major suppliers of commercially available GH aren&wtech, Eli Lilly, Novo Nordisk, Pfizer and Serono

In addition, we believe that Genentech, Merck, Nbl\awdisk and Pfizer have previously conducted neteand development of orally
available small molecules that cause the relea@Hyfknown as GH secretagogues. We are not awaeyofontinued clinical development
of these molecules by these companies. We belfateRejuvenon Corporation may have licensed cerigims to Novo Nordisk’s GH
secretagogues, which are in pre-clinical develogm#afie are also aware that Theratechnologies isldewg various peptides that stimulate
the release of hormones that could be used irr¢la¢gnient of some of the indications we plan to peissith rhiGF-1/rhiIGFBP-3.

Many companies are seeking to develop productdtardpies for the treatment of diabetes. Our congpstinclude multinational
pharmaceutical companies, specialized biotechndiiogys, and universities and other research institis. Our largest competitors include
Bristol-Myers Squibb Company, Eli Lilly, GlaxoSmKline, Merck, Novartis, Novo Nordisk, Takeda Chealitndustries and Amylin
Pharmaceuticals. Various products are currentlylaa to treat type 2 diabetes, such as insulth@mal hypoglycemic drugs.

In addition, several companies are developing waritew approaches to improve the treatments ofltygred type 2 diabetes. Amylin
Pharmaceuticals has conducted and is continuiegriduct clinical trials for two products, SymlincaBxenatide, for the treatment of type 2
diabetes. Tercica has indicated that it plans tsymithe development of rhiIGF-I in the treatmergenfere forms of diabetes.

Many companies are pursuing the development ofymtsdor the treatment of cancer. Our competitoctuide multinational
pharmaceutical companies, specialized biotechndiiogygs, and universities and other research insitis. Although we are unaware of any
companies developing rhIGFBP-3 for cancer, we wa&ra of companies who are developing productsateintended to target the same
pathway that we are targeting with rhiIGFBP-3.

It is possible that there are other companies pitiducts currently in development or that existtimmarket that may compete directly
with rhIGF-1/rhiIGFBP-3 or rhIGFBP-3.

Government Regulation

Government authorities in the United States andratbuntries extensively regulate the researcheldpment, testing, manufacture,
promotion, marketing and distribution of drug protu Drugs are subject to rigorous regulation lgyRBA and similar regulatory bodies in
other countries. The steps ordinarily required fonew drug may be marketed in the United Statesimilar to steps required in most
other countries and include:

e Pre-clinical laboratory tests, pre-clinical seslin animals and formulation studies and the ss&ion of an Investigational New
Drug Application (IND);

* Adequate and we-controlled clinical trials to establish the safatyd efficacy of the drug for each indicatit

* The submission of a NDA, ar

» Regulatory review and approval of the NDA beforg aammercial sale or shipment of the dr

Pre-clinical tests include laboratory evaluatiorpadduct chemistry and stability, as well as anistatlies to evaluate toxicity. The

results of pre-clinical testing are submitted te HDA as part of an IND. The FDA requires a 30-dajting period after the filing of each
IND before beginning clinical tests in humans. Aydime
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during this 30-day period or at any time thereaftee FDA may halt proposed or ongoing clinicalsiuntil the FDA authorizes trials under
specified terms. The IND process may become exisecostly and substantially delay development aof poducts. Moreover, positive
results of pre-clinical tests will not necessaniglicate positive results in clinical trials.

Clinical trials to support NDAs are typically coretad in three sequential phases, but the phase®wealap. During Phase I, the initial
introduction of the drug into healthy human sulgemt patients, the drug is tested to assess phakimatics and safety.

Phase Il usually involves studies in a limited @atipopulation to:
» assess the efficacy of the drug in specific tadjatdications
» assess dosage tolerance and optimal dosag:

» identify possible adverse effects and safety ri

If a compound is found to be potentially effectared to have an acceptable safety profile in Phamealuations, Phase lll trials, also
called pivotal studies, are undertaken to furttemdnstrate clinical efficacy and to further testdafety within an expanded patient
population at geographically dispersed clinicatigtsites.

After completion of the required clinical testirgNDA is submitted. The FDA may request additiandrmation before accepting a
NDA for filing, in which case the application mus resubmitted with the additional information. ®nice submission has been accepte!
filing, the FDA has 180 days to review the applimatand respond to the applicant. The review precesften significantly extended by FDA
requests for additional information or clarificatiorhe FDA may refer the NDA to an appropriate adi committee for review, evaluation
and recommendation as to whether the applicationldibe approved, but the FDA is not bound by #gemmendation of an advisory
committee.

If FDA evaluations of the NDA and related manufaictg facilities are favorable, the FDA may issuther an approval letter or an
approvable letter. An approvable letter will usyabntain a number of conditions that must be metrder to secure final approval of the
NDA and authorization of commercial marketing of tfrug. The FDA may refuse to approve the NDA suésa not approvable lett
outlining the deficiencies in the submission or th@nufacturing site(s) and often requiring addiiaesting or information.

The manufacturers of approved products and thefufaaturing facilities will be subject to continualview and periodic inspections.
Because we intend to contract with third partiesnfianufacturing of these products, our controlahpliance with FDA requirements may
incomplete. In addition, identification of certaite effects or the occurrence of manufacturindgleros after any of its drugs are on the
market could cause subsequent withdrawal of approefarmulation of the drug, additional peéinical testing or clinical trials and change
labeling of the product.

The FDA's policies may change and additional governmentla¢gigns may be enacted which could prevent orydedgulatory approve
of our products. We cannot predict the likelihoodiure or extent of adverse governmental regulatioich might arise from future legislati
or administrative action, either in the U.S. orcsat.

Under the Orphan Drug Act, the FDA may grant orptiarg designation to drugs intended to treat adaease or condition, which is
generally a disease or condition that affects fewvan 200,000 individuals in the U.S. Orphan dragighation must be requested before
submitting a NDA. After the FDA grants orphan ddagignation, the identity of the therapeutic agant its potential orphan use are
disclosed publicly by the FDA. Orphan drug desigmatioes not convey any advantage in or shorteduhation of the regulatory review and
approval process. If a product that has orphan designation subsequently receives the first FDgreyal for the disease for which it has
such designation, the product is entitled to orpbrauct exclusivity, which means that the FDA nmay approve any other applications to
market the same drug for the same disease, excepty limited
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circumstances, for seven years. This exclusivityydwver, also could block the approval of our prdaddior seven years if a competitor is
granted orphan designation and receives NDA appaivthe same drug for the same indication or disdaefore we do. We have received
orphan designation for the treatment of severe mjuny, growth disturbances due to GHIS, and extrénsulin resistance. We also intend to
file for orphan drug designation for other indicais which meet the criteria for orphan exclusivibjataining FDA approval to market a
product with orphan drug exclusivity may not pravigs with a material commercial advantage.

The FDA Modernization Act of 1997 included a pedé@aéxclusivity provision that was extended by Best Pharmaceuticals for
Children Act of 2002. Pediatric exclusivity is dgséd to provide an incentive to manufacturers émdeicting research about the safety of
their products in children. Pediatric exclusivifygranted, provides an additional six months ofkeaexclusivity in the United States for new
or currently marketed drugs, if certain pediattiocdées requested by FDA are completed by the agmplidVe believe our current plans to st
rhIGF-I/rhIGFBP-3 in children may qualify rhiIGF-WMIGFBP-3 for the additional six months of pediagiclusivity, although there can be no
assurances that FDA will grant such additional @sigity. The current pediatric exclusivity provisigs scheduled to end on October 1, 2007
and there can be no assurances that it will behieened.

Outside the United States, our ability to marketnoducts will also depend on receiving marketghorizations from the appropriate
regulatory authorities. The requirements govertirggconduct of clinical trials and marketing authation vary widely from country to
country. The foreign regulatory approval procesduides risks similar to those associated with FpAraval as described above.

Employees

As of December 31, 2003, we had 20 tire employees. Of these employees, 12 were engagedearch and development and 8\
engaged in general management, finance and adratiost None of our employees are covered by aligative bargaining agreement. We
consider relations with our employees to be good.

Risk Factors Related to Our Business

Except for the historical information containedfis annual report or incorporated in this anneglbrt by reference, this annual report
on Form 10-K and the information incorporated bigrence contain forward-looking statements thabive risks and uncertainties. Our
actual results may differ materially from thosecdissed here. Factors that could cause or contributéferences in our actual results include
those discussed in the following section, as weth@se discussed in Iltem 7 under the sectiorlehtilanagement’s Discussion and
Analysis of Financial Condition and Results of Giems” and elsewhere throughout this annual regrudtin any other documents
incorporated by reference into this annual repéou should consider carefully the following riskctars, together with all of the other
information included in this annual report on Fdtf+-K. Each of these risk factors could adversdigcafour business, operating results and
financial condition, as well as adversely affee #alue of an investment in our common stock.

Since we have a limited operating history, a histgrof operating losses and an expectation that we Nvijenerate operating losses for th
foreseeable future, we may not achieve profitabilit for some time, if at all.

We are focused on product development and curréathg no commercial sales. We have incurred lessels year of operation and we
expect to continue incurring operating losseslierforeseeable future. The process of developingmducts requires significant pre-clinical
testing and clinical trials as well as regulatoppevals for commercialization and marketing befeeecan begin to generate any revenue
from product sales. In addition, commercializatidrour drug candidates will require us to estabéidales and marketing organization and
contractual relationships to enable product manufag and other related activities. We expect thase activities, together with our general
and administrative expenses, will result in sultsahoperating losses for the foreseeable futueofDecember 31, 2003, our accumulated
deficit was $186.5 million. For the year ended Deber 31, 2003, our consolidated net loss was $hdli®n.
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We currently have two lead product candidates,méginant human (rh) IGF-I/rhiIGFBP-3 (also known asratoKine) and rhIGFBP-3.
rhIGF-1/rhIGFBP-3 is currently in development fonamber of metabolic and endocrine indications. flest advanced indication in
development is the treatment of severe growth distice due to growth hormone insensitivity syndr¢®id|S). Our second compound,
rhIGFBP-3, is currently in pre-clinical developméot a variety of cancers including breast, lungjpa and prostate.

All of our products are currently in the research and development stage and if we are unable to commaalize them it will adversely
affect our business, financial condition and resu#t of operations.

All of our potential products are in the researnt development stage. Our long-term viability angingh depend on the successful
commercialization of products which lead to reveand profits. In order to commercialize any of ptwducts they must first be successfully
developed. Pharmaceutical product development expansive, 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-clinical and other researc

submit for and receive regulatory approval to perfalinical studies

design and conduct appropriate clinical stuc

select and recruit clinical investigato

select and recruit subjects for our stud

collect, analyze and correctly interpret the dedanfour studies

submit for and receive regulatory approvals forketing; anc

manufacture the drug product candidates accordirgitrent good manufacturing practices (cGM

The development program with respect to any givedyct will take many years and thus delay ouritghtib generate profit. In
addition, potential products that appear promisingarly stages of development may fail for a nunolbeeasons, including the possibility t
the products may require significant additionatitesor turn out to be:

unsafe;

not effective;

too difficult or expensive to manufactul
too difficult to administer; o

unstable

In order to conduct the development programs fompmtential products we must, among other thingsaltile to successfully:

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

Even if we are successful in developing our progiutiere are numerous developments that could préve successful
commercialization of the products such as:

the regulatory approvals of our products areysslaor we are required to conduct further reseanthdevelopment with our
products prior to receiving regulatory appro\

we are unable to build a sales and marketing grospccessfully launch and sell our produ
we are unable to raise the additional funds ne¢alsuccessfully develop and commercialize oudpets or acquire additional
products for growth
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* an event such as a lawsuit or other litigationrdsa&iur cash

« we are unable to manufacture the quantity of prbdaeded in accordance with current good manufiactyoractices to meet marl
demand or at al

e our product is determined to be ineffective osafie following approval and is removed from the keaor we are required to
perform additional research and development ttéurprove the safety and effectiveness of the mldefore re-entry into the
market;

» competition from other products or technologies/pres or reduces market acceptance of our proc

« we do not have and cannot obtain the intelleqioaperty rights needed to manufacture or markepoaducts without infringing on
another compar’s patents; o

* we are unable to obtain reimbursement for our petedar such reimbursement may be less than is s&get® produce a reasona
profit.

Our growth strategy includes the commercializaibmore than one product. We may not be able totifyeand acquire
complementary products, businesses or technolagiésf acquired or licensed, they might not improwe business, financial condition or
results of operations.

The failure to successfully acquire, develop andmercialize products will adversely affect our Imesis, financial condition and rest
of operations.

If our products fail in pre-clinical or clinical tr ials or if we cannot enroll enough patients to compte our clinical trials, such failure
may adversely affect our business, financial cond@n and results of operations.

In order to sell our products, we must receive taguy approval. Before obtaining regulatory apmievfor the commercial sale of any
of our products under development, we must dematesthrough prelinical studies and clinical trials that the protis safe and effective f
use in each target indication. In addition, theiltssrom preelinical testing and early clinical trials may ria# predictive of results obtainec
later clinical trials. There can be no assuraneé dr clinical trials will demonstrate sufficiesdfety and effectiveness to obtain regulatory
approvals. A number of companies in the biotechgpknd pharmaceutical industries have sufferedfsignt setbacks in late stage clinical
trials even after promising results in early stdgeelopment. If our products fail in pre-clinical@inical trials, it will have an adverse effect
on our business, financial condition and resultspsrations.

We are currently conducting a Phase llI clinicaltof rhIGF-I/rhiIGFBP-3 in patients with GHIS apthn to include the data from this
trial as a pivotal piece of information in a NewugrApplication (NDA) submission to the United S&afonod and Drug Administration (FD.
and in a Marketing Authorization Application (MAA) the European Agency for the Evaluation of MetitiProducts (EMEA). We must
receive approval of these applications before wensarket rhIGF-I/rhiIGFBR3 in the respective territories. We are also plagmiinical trials
with rhiIGFBP-3.

The completion rate of these and other clinicaldris dependent on, among other factors, thergatigollment rate. Patient enrollment
is a function of many factors, including:

» investigator identification and recruitme

* regulatory approvals to initiate study sit

e patient population size

» the nature of the protocol to be used in the t

» patient proximity to clinical sites

» eligibility criteria for the study; an

e competition from other compan’ clinical trials for the same patient populati

We believe our planned procedures for enrollingepds are appropriate; however, delays in patiarntlenent would increase costs and

delay ultimate commercialization and sales, if afygur products. Such delays could materially askly affect our business, financial
condition and results of operations.
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We may be required to conduct broad, long-term clircal trials to address concerns that the long-ternuse of rhiIGF-1/rhiIGFBP-3 in
broader chronic indications might increase the riskof diabetic retinopathy. This may adversely affecour business, financial condition
and results of operations.

In previously published clinical trials of rhIGFdpncerns were raised that long-term use of rhi@f#ght lead to an increased incidence
and/or severity of retinopathy, a disease of nedlvessel growth in the eye which results in lifsésion. Because our product contains
rhiGF-I, the FDA may require us to conduct broatg-term clinical trials to address these concerits to receiving FDA approval for
broad chronic indications such as diabetes. Thigsea trials would be expensive and could delay commercialization of rhIGF-
I/rhiIGFBP-3 for these broader chronic indicatioAdverse results in these trials could prevent ammercialization of rhIGF-I/rhIGFBP-3
for broad chronic indications or could jeopardizéesgng development and approvals in other indaagi

We cannot be certain that we will obtain any regultory approvals in the United States and Europe. Théailure to obtain such
approvals may materially adversely affect our busiess, financial condition and results of operations.

We are required to obtain various regulatory apaloprior to studying our drug products in humanmgd then again before we market
and distribute our products. The regulatory revéawl approval process required to perform a clirstady in both the U.S. and Europe
includes evaluation of pre-clinical studies andichl trials, as well as the evaluation of our nfanturing process and is complex, lengthy,
expensive, resource intensive and uncertain. Seguegulatory approval to market our products adspiires the submission of extensive pre-
clinical and clinical data, manufacturing infornwatiregarding the process and facility, scientifitadcharacterizing our product and other
supporting data to the regulatory authorities ieorto establish its safety and effectiveness. piosess is also complex, lengthy, expensive,
resource intensive and uncertain. We have limitgebgence in filing and pursuing applications neeeg to gain these regulatory approvals.

Data submitted to the regulators is subject to imgrinterpretations that could delay, limit or peet regulatory agency approval. We
may also encounter delays or rejections based angas in regulatory agency policies during theqaei which we develop a drug and/or
the period required for review of any application fegulatory agency approval of a particular paidDelays in obtaining regulatory agency
approvals could adversely affect the marketingnyf drugs that our collaborative partners or we tgxeSuch delays could impose costly
procedures on our collaborative partnensbur activities, diminish any competitive advayga that our collaborative partners or we mayn
and adversely affect our ability to receive royafiany of which could materially adversely affet business, financial condition and results
of operations.

We are currently conducting a Phase Il clinicaltof rhIGF-I/rhiIGFBP-3 in patients with GHIS apthn to include the data from this
trial as a pivotal piece of information in a NDAsuission to the FDA and in a MAA submission to FFEA. We must receive approval of
these applications before we can market rhIGF-GHBP-3.

As part of our normal development we continue tweéase our scale of production and refine our naantufing process. Because of
these changes we are required to perform varionparability analyses to demonstrate that the dradyxt used in our previous
development studies is essentially the same asaedrug product produced. We have had severalsisans with the FDA and other
foreign regulatory agencies regarding our PhasdiHical study and this comparability analysis dredieve we understand what is required to
satisfy the FDA and EMEA. We plan to submit thisadto the appropriate regulatory authorities as @lathe regulatory process. If we are
unable to produce comparable drug product or ningetetgulatory requirements of comparability it wilkterially adversely affect our
business, financial condition and results of openat

The regulatory authorities have substantial digmnet the approval process and may either refasetept our applications, or may
decide after review of our applications that ouada insufficient to allow approval of rhIGF-I//&FBP-3. If the FDA or EMEA do not acce
or approve our application, it may require that we
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conduct additional clinical, pre-clinical or mancfiaring studies and submit that data before it wtlonsider our application. This could
materially adversely affect our business, financa@idition and results of operations.

Even if the FDA or EMEA grants approval for a dregch approval may limit the indicated uses forawhive may market the drug, and
this could limit the potential market for such dr&girthermore, if we obtain approval for any of puoducts, the marketing and manufacture
of such products remain subject to extensive régnlaequirements. Even if the FDA or EMEA granppeoval, such approval would be
subject to continual review, and later discoveryiknown problems could restrict the products feituse or cause their withdrawal from the
market. Failure to comply with regulatory requirartsecould, among other things, result in finespsasion of regulatory approvals,
operating restrictions and criminal prosecutionadidition, many countries require regulatory ageaqmyroval of pricing and may also require
approval for the marketing in such countries of drnyg that our collaborative partners or we develop

If our Phase Il clinical trial is unsuccessfulwe cannot produce comparable drug product, haveoroectly understood the regulatory
requirements associated with comparability of dsumgucts or for various other reasons cannot gatisfjoing regulatory requirements, we
may not receive NDA and/or MAA approvals or sucprapals may be substantially delayed or withdratumy of these events could
materially adversely affect our business, financ@idition and results of operations.

We cannot be certain that we will obtain any reguleory approvals in foreign countries. The failure toobtain such approvals may
materially adversely affect our business, financiatondition and results of operations.

In order to market our products outside of the ®l European Union (E.U.) territories, our corp@artners and we must comply
with numerous and varying regulatory requiremeffitstioer countries. The approval procedures varyrapamuntries and can involve
additional product testing and administrative revfeeriods. The time required to obtain approvahigse other territories might differ from
that required to obtain FDA or EMEA approval. Tlegulatory approval process in these other teregoincludes at least all of the risks
associated with obtaining FDA and EMEA approvahdet above. Approval by the FDA or EMEA does nasre approval by the
regulatory authorities of other countries.

We are currently conducting or planning to condigsteral clinical studies in the U.S., E.U. and ptbeitories with our products. If we
are unable to receive regulatory approval to congluch studies, it may prevent or substantiallageur development programs which could
materially adversely affect our business, financ@idition and results of operations.

If another party obtains orphan drug or pediatric exclusivity for a product that is essentially the sme as rhIGF-I/rhiIGFBP-3 for the
treatment of growth disturbance due to GHIS, we maybe precluded or delayed from commercializing rhIGFI/rhIGFBP-3 in that
indication. This will materially adversely affect aur business, financial condition and results of opations.

Under the Orphan Drug Act, the FDA may grant orptiarg designation to drugs intended to treat adaease or condition, which is
generally a disease or condition that affects fewan 200,000 individuals in the U.S. The compdrat bbtains the first marketing approval
from the FDA for a designated orphan drug for & disease receives marketing exclusivity for usthaif drug for the designated condition
for a period of seven years. Similar laws exidEumope. Pediatric exclusivity can provide an addl six months of market exclusivity in t
U.S. If a competitor obtains approval of the samgydor the same indication or disease before esyauld be blocked from obtaining
approval for our product for seven or more yeanggss our product can be shown to be clinicallyesiap. In addition, more than one product
may be approved by the FDA for the same orphartitidin or disease as long as the products arediffelrugs. As a result, if our product is
approved and receives orphan drug status, the RDAstll approve other drugs for use in treatingshme indication or disease covered by
our product, which could create a more competitigeket for us.

We are aware of a drug being developed by Tertica, which we believe is a product containing etisly only rhIGF-I, that is in
development for treatment of Severe Pediatric I&Fficiency. We believe this
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population includes patients with GHIS. We beli¢ivis company has or will file for orphan designataf their product and pursue pediatric
exclusivity. The regulatory agencies could detelhmat this other product is the same drug as mduet and is used for the same indicat

If the regulatory agencies make this determinadind the other product is approved first, the apgirofour rhIGF-I/rhiIGFBP-3 for GHIS
could be blocked for up to seven or more yearsclwhould force us to curtail or cease our operativvie may not be able to benefit from the
orphan drug marketing exclusivity because prodtiesare clinically superior may be approved forketing regardless of whether we
receive orphan drug designation and the first ntangeapproval.

The failure to successfully obtain orphan drug reagkclusivity or pediatric drug market exclusivityll adversely affect our business,
financial condition and results of operations.

Manufacturing capacity necessary to supply rhiIGF-IthIGFBP-3 and rhIGFBP-3 may not be available, whichmay adversely affect
our business, financial condition and results of ogrations. If we are unable to find sufficient manuécturing capacity, it could
materially adversely affect our business, financiatondition and results of operations.

We have no internal manufacturing capability. Ra&ilto successfully manufacture our products coudtenmlly adversely affect our
business, financial condition and results of openat We intend to enter into strategic alliancéh wther parties that have established
commercial scale manufacturing capabilities. Thoame be no assurance that we will enter into sueltegfic alliances on terms favorable to us
or at all. If we are unable to establish and maintelationships with third parties for manufachgisufficient quantities of our product
candidates and their components that meet our pthtime and cost parameters, the development aniigtiof our pre-clinical and clinical
trials may be adversely affected. In addition, ¢heain be no assurance that an adverse regulagpgdtion of a contractor's manufacturing
facilities would not impede our commercial suppiypability. As an alternative, we may choose to camuialize such products on our own,
which would be time consuming, resource intensivé @apital intensive. If our contract manufacturéasilities or we can not produce our
products according to current good manufacturiragiices (CGMP) and pass a cGMP inspection or iftontract manufacturers’ or our
facilities become unavailable, we may be unablgeteelop and commercialize our products. This wakenially adversely affect our busine
financial condition and results of operations.

The available capacity for the manufacture of relgioiant proteins that comprise rhiGF-I/rhIGFBP-8nsited. A shutdown or
disruption in any of these facilities due to tedahj regulatory or other problems, resulting inr@erruption in supply of these materials, cc
delay our development activities and adversely hpar business, financial condition and resultedrations.

We have signed an agreement with Avecia Limitechémufacture rhiGF-I/rhiIGFBP-3 at Avecia’s site dtiBgham, England. At
present, rhIGF-I/rhiIGFBP-3 has never been manufadtby Avecia at scales necessary for Phase llcantnercialization; we cannot
guarantee that they will be able to produce rhIBRGFBP-3 at scales necessary for Phase Ill anthoercialization or that there will not be
delays in such production. If we are unable to nfarture rhiIGF-I/rhIGFBP-3 or such manufacture ikaged it could materially adversely
affect our business, financial condition and ressaftoperations.

The facilities used by our contract manufacturieduding Avecia Limited, to manufacture rhIGF-I@FBP-3 may undergo an
inspection by the FDA and/or EMEA for compliancalwéGMP regulations, before rhIGF-1/rhIGFBP-3 candpproved. In the event these
facilities do not receive a satisfactory cGMP ircdjmn for the manufacture of our product, we magcht fund additional modifications to
our manufacturing process, conduct additional edilich studies, or find alternative manufacturinglfées, any of which would result in
significant cost to us as well as a significanegledf up to several years in obtaining approvakfd&F-1/rhIGFBP-3. In addition, our contract
manufacturers, and any alternative contract matwf@icwe may utilize, will be subject to ongoingipdic inspection by the FDA and EME
and other foreign agencies for compliance with cGeigulations and similar foreign standards. We alohawve control over our contract
manufacturers’ compliance with these regulatiorss standards.
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Currently, Avecia Limited is our sole provider aflk rhIGF-1/rhIGFBP-3. We have no alternative maaaitiring facilities. If Avecia
Limited'’s facilities or any of our other contracamufacturers’ facilities become unavailable toarsainy reason, including failure to comply
with cGMP regulations, damage from any event, idiclg fire, flood, earthquake, or terrorism or ieyhfail to perform under our agreement
with them, we may be unable to complete manufaatiralGF-1/rhIGFBP-3 or validation of the manufadhg process for rhIGF-I/rhIGFBP-
3. This could delay our clinical trials and the epgl of our NDA or MAA, which would delay or otheise adversely affect revenues. If the
damage to any of these facilities is extensivefasrany reason, they do not operate in compliavitte cGMP or are unable or refuse to
perform under our agreements, we will need to fitdrnative facilities. The number of contract miaeturers with the expertise and facilit
to manufacture rhiGF-I/rhiIGFBP-3 bulk drug subs&ana a commercial scale in accordance with cGMBIlagigns is extremely limited, and
it would take a significant amount of time to aigarfor alternative manufacturers. If we need tangeato other commercial manufacturers,
we would need to transfer and validate the proceasd analytical methods necessary for the prastuetind testing of rhIGF-I/rhIGFBP-3 to
these new manufacturers. Any of these factors deald to the delay or suspension of our clinigalgr regulatory submissions, regulatory
approvals or commercialization of rhIGF-1/rhiIGFBPeB higher costs of production and result in ailufe to effectively commercialize
rhIGF-I/rhIGFBP-3.

Furthermore, if our contract manufacturers faiiediver commercial quantities of bulk drug substaocfinished product on a timely
basis and at commercially reasonable prices, andreveinable to promptly find one or more replacamemnufacturers capable of production
at a substantially equivalent cost, in substaptiedjuivalent volume and on a timely basis, we liki#ly be unable to meet demand for rhIGF-
I/rhIGFBP-3 and we would lose potential revenues.

We currently have limited sales, marketing and digtbution capabilities, which may make commercializng our products difficult. If
we are unable to build sales, marketing and distribtion capabilities, it will materially adversely affect our business, financial conditior
and results of operations.

If the FDA or any other regulatory agency permiasacommence commercial sales of products, wefad# competition with respect
to commercial sales, marketing and distributione§énare areas in which we have no experience. Tketreny of our products directly, we
must develop a marketing and sales force with teehexpertise and with supporting distribution @hitity. Alternatively, we may engage a
pharmaceutical company with a large distributiostegn and a large direct sales force to assisthexeTcan be no assurance that we will
successfully establish sales and distribution citifieb or gain market acceptance for our proprigtaroducts. To the extent we enter co-
promotion or other licensing arrangements, anymaes we receive will depend on the efforts of tipiagties and there can be no assurance
that our efforts will succeed. Failure to succelbgiell, market or distribute our products oncergyed will materially adversely affect our
business, financial condition and results of openat

If our products fail to achieve market acceptancedr any reason, such failure may adversely affect @business, financial condition
and results of operations.

There can be no assurance that any of our produndidates, if approved for marketing, will achiemarket acceptance. If our products
do not receive market acceptance for any reasawril] ibdversely affect our business, financial cibioth and results of operations. The degree
of market acceptance of any products we develdpdepend on a number of factors, including:

» the establishment and demonstration in the medaaimunity of the clinical efficacy and safety ofrquoducts;
» their potential advantage over existing and futceatment method:

e their price; anc

» reimbursement policies of government and t-party payers, including hospitals and insurancepzoies.

For example, even if we obtain regulatory appraeaell our products, physicians and healthcareagould conclude that our
products are not safe and effective and physiagan&l choose not to use them to treat
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patients. Our competitors may also develop newnelclgies or products which are more effective esleostly, or that seem more cost-
effective than our products.

Our commercial success will depend in part on thady payers agreeing to reimburse patients #ictists of products. Government
health administration authorities, private heattbuirers and other organizations generally prowtfabiursement. Third-party payers
frequently challenge the pricing of new drugs. Sigant uncertainty exists as to the reimbursenstatius of newly approved healthcare
products. Therefore, third-party payers may notrewg our products for reimbursement. If third-pgstyers do not approve our products for
reimbursement, sales will suffer, as some patieiit®pt for a competing product that is approved feimbursement. Even if third-party
payers make reimbursement available, these paygnmsbursement policies may adversely affect ouparate partners and our ability to sell
such products on a profitable basis. Moreovertrred toward managed healthcare in the United St#te growth of organizations such as
health maintenance organizations and legislatiepgsals to reform healthcare and government insarprograms could significantly
influence the purchase of healthcare services emdlpts, resulting in lower prices and reducing dechfor our products which could
adversely affect our business, financial conditiod results of operations.

In addition, legislation and regulations affectthg pricing of pharmaceuticals may change in walygese to us before or after the F
or other regulatory agencies approve any of oupgsed products for marketing. While we cannot mtettie likelihood of any such
legislative or regulatory proposals, if the goveemior an agency adopts such proposals, they coatdrially adversely affect our business,
financial condition and results of operations.

If physicians, patients, third-party payers or tiredical community in general do not accept andthis@roducts we develop and
commercialize, it will materially adversely affemtir business, financial condition and results adrafions.

We will need additional funds in the future to coninue our operations, but we face uncertainties witliespect to our access to capital
that could adversely impact our business, financiatondition and results of operations.

We will require substantial future capital in orderexecute our business plan. Our future capé@irements will depend on many
factors, including factors associated with:

e manufacturing

e process developmer

» research and development including among othesitgmne-clinical testing and clinical trial
» obtaining regulatory approval

» obtaining marketing sales and distribution captédi

* launching products

* retaining employees and consultal

« filing and prosecuting patent applications and erifig patent claims

» establishing strategic alliances; ¢

» other activities required for product commercidiiaa.

We may also need to spend more money than currexplgcted because we may change our product derefdmplans, acquire
additional products or product candidates or we mijudge our costs. We have no committed sourteapital and do not know whether
additional financing will be available when needed,if available, that the terms will be favorabléiere can be no assurance that our cash
reserves together with any subsequent fundingsatisfy our capital requirements. The failure ttis§a our capital requirements will
adversely affect our business, financial conditiod results of operations. We believe that existagh reserves will sufficiently fund our
activities through the next twelve months.

We may seek additional funding through stratediaraes, private or public sales of our securitiebcensing all or a portion of our
technology. Such funding may significantly dilutesting shareholders or may limit our rights to eurrently developing technology. There
can be no assurance, however, that we can obtain

21



Table of Contents

additional funding on reasonable terms, or atifallle cannot obtain adequate funds, we may nestytaficantly curtail our product
development programs and/or relinquish rights totechnologies or product candidates. This may e affect our business, financial
condition and results of operations.

We are dependent upon retaining and attracting keyersonnel and others, the loss of which could mattly adversely affect our
business, financial condition and results of oper&ins.

We depend highly on the principal members of oigrdific and management staff, the loss of whoseices might significantly delay
or prevent the achievement of research, developordmisiness objectives and would materially addgraffect our business, financial
condition and results of operations. Our succepsm#s, in large part, on our ability to attract asiin qualified management, scientific and
medical personnel, and on our ability to develog araintain important relationships with commergiattners, leading research institutions
and key distributors. We face intense competitamstich personnel and relationships. We cannotasisat we will attract and retain such
persons or maintain such relationships.

We expect that our potential expansion into areasativities requiring additional expertise, sashfurther clinical trials, governmen
approvals, manufacturing, sales, marketing andibligion will place additional requirements on enanagement, operational and financial
resources. We expect these demands will requinecaease in management and scientific personnettendevelopment of additional
expertise by existing management personnel. Theéatio attract and retain such personnel or telbgvsuch expertise could materially
adversely affect our business, financial conditiod results of operations.

We need collaborative relationships to be successfif we are unable to form these relationships itould adversely impact our
business, financial condition and results of operains.

We currently rely and may in the future rely onuaber of significant collaborative relationships iitellectual property rights,
research funding, manufacturing, analytical sesjipee-clinical development, clinical developmemd/ar sales and marketing. Reliance on
collaborative relationships poses a number of risiduding the following:

» we cannot effectively control whether our corponadgtners will devote sufficient resources to otagpams or product:

« disputes may arise in the future with respedh&ownership of rights to technology developedwlitensed to or licensed from
corporate partner:

» disagreements with corporate partners could r@sldiss of intellectual property rights, delay errhinate the research, developrr
or commercialization of product candidates or reisulitigation or arbitration

e contracts with our corporate partners may failrovigle sufficient protection of our intellectualoperty;

« we may have difficulty enforcing the contracts iifecof these partners fails to perfor

e corporate partners have considerable discretiateicting whether to pursue the development ofaatdjtional products and may
pursue technologies or products either on their omin collaboration with our competitors; a

» corporate partners with marketing rights may c®om devote fewer resources to the marketing opmducts than they do to
products of their own developme

Given these risks, a great deal of uncertaintytexeggarding the success of our current and futolileborative efforts. Failure of these
efforts could delay, impair or prevent the develeptrand commercialization of our products and ablgraffect our business, financial
condition and results of operations.
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Our growth strategy includes acquiring complementay businesses or technologies that may not be avdila or, if available and
purchased or licensed, might not improve our busirgs, financial condition or results of operations.

As part of our business strategy, we expect toymiagquisitions and in-license new products andnt@logies. Nonetheless, we cannot
assure you that we will identify suitable acqudsis or products or that we can make such acquisitio enter into such license agreement
acceptable terms. If we acquire businesses, thasiadsses may require substantial capital, andaweat assure you that such capital will be
available in sufficient amounts or that financinij e available in amounts and on terms that wendacceptable. Furthermore, the
integration of acquired businesses may result foreseen difficulties that require a disproportisnamount of management’s attention and
our other resources. Finally, we cannot assuretlyaiuwe will achieve productive synergies and éficies 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. Wgnd to enter into collaborative relationshipsahkhivill involve our collaborator conducting
proprietary development programs. Any conflict watlr collaborators could reduce our ability to @bfature collaboration agreements and
negatively influence our relationship with existiogllaborators, which could reduce our revenuesteawed an adverse effect on our business,
financial condition and results of operations. Mn#er, disagreements with our collaborators coulktbp over rights to our intellectual

property.
Certain of our collaborators could also be or bee@mwmpetitors. Our collaborators could harm oudpob development efforts by:

» developing competing produc

» precluding us from entering into collaborationshatiteir competitors

» failing to obtain timely regulatory approva

» terminating their agreements with us prematurei

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

We face uncertainties related to patents and propétary technology that may adversely affect our busiess, financial condition and
results of operations.

Our success will depend in part on our ability to:

e obtain patent protection for our produc
» prevent third parties from infringing on our paterdand
» refrain from infringing on the patents of otherstibdomestically and international

Our patent positions are highly uncertain, andfatyre patents we receive for our potential progdwdtl be subject to this uncertainty,
which may adversely affect our business, finanoigdition and results of operations. We intenddiivaly pursue patent protection for
products arising from our research and developmaetitities that have significant potential commateialue. Nevertheless, it is possible tl
in the patent application process, certain claimay be rejected or achieve such limited allowanet tite value of the patents would be
diminished. Further, there can be no assurancethapatents obtained will afford us adequate ptmis. In addition, any patents we procure
may require cooperation with companies holdingteglgpatents. We may have difficulty forming a sisstel relationship with these other
companies.

We can give no assurance that a third party willal@im (with or without merit) that we have infgad or misappropriated their
proprietary rights. A variety of third parties hasetained, and are attempting to obtain, paterteption relating to the production and use of
rhiGF-I and/or rhIGFBP-3. We can give no assurarse® whether any issued patents, or patentsithgtater issue to third parties, would
affect our contemplated commercialization of rhi&RIGFBP-3 or rhIGFBP3. We can give no assurances that such patent($)ecavoidec
invalidated or licensed. If any third party wereassert a claim for infringement, we can give reueances that we would be successful in the
litigation or that such litigation would not havereaterial adverse effect on our business, finamgatition and results of operation.
Furthermore, we may not be able to afford the egpaf defending against such a claim.
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Third parties, including Genentech, Chiron, Amgeayartis AG, and Robert Rieveley hold United Stated/or foreign patents possi
directed to the composition, production and/or afselGF-I, rhIGFBP-3, rhIGF-1/rhIGFBP-3 and/or mrabinant proteins in general. After
examining these patents, we do not believe theggmtean obstacle to our plans to commercialize FAlEéhIGFBP-3 and rhIGFBP-3.
However, we can provide no assurance that any btieese third parties will not assert in the futareontrary position, for instance in the
context of an infringement action. Moreover, while cannot predict with certainty the outcome oftrsa@roceeding, an adverse ruling could
impact our ability to make, use or sell our product

We may have to undertake costly litigation to eofoany patents issued or licensed to us or tordeterthe scope and validity of
another party’s proprietary rights. We cannot asshiat a court of competent jurisdiction would gate our issued or licensed patents. An
adverse outcome in litigation or an interferencetber proceeding in a court or patent office caubject us to significant liabilities to other
parties, require us to license disputed rights fother parties or require us to cease using swtinttogy, any of which could materially
adversely affect our business, financial conditiod results of operations.

In 1998 Genentech requested a hearing with thedearo Patent Office to oppose the validity of onewfEuropean patents with clai
to rhiIGFBP-3, uses of rhiIGFBP-3 and uses of rhIGREGFBP-3. As of yet, no hearing date has beemgé¢he European Patent Office.
Should the opposition hearing be held and shoulie@Giech prevail, some or all of the claims of fragent may be revoked. This result could
lessen our ability to exclude others, but wouldaftect our own ability, to practice these claims.

Confidentiality agreements with employees and othermay not adequately prevent disclosure of trade seets and other proprietary
information. Disclosure of this information may materially adversely affect our business, financial aadition 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 collatms and sponsored researchers and other advi$@se agreements may not effectively
prevent disclosure of confidential information andy not provide an adequate remedy in the evemhadfithorized disclosure of confidential
information. In addition, others may independenilscover trade secrets and proprietary informat@stly and time-consuming litigation
could be necessary to enforce and determine theesufoour proprietary rights, and failure to obtaimmaintain trade secret protection could
adversely affect our competitive business position.

Third-party claims that our products infringe on th eir proprietary rights may adversely affect our busness, financial condition and
results of operations.

We have entered into license agreements, and ntayiato future license agreements, with variousrisees to develop and market our
products, and we cannot assure that third partiéset claim that we and/or our licensees, by piciieg our technology, are infringing on
their proprietary rights. If other companies susbealfy bring legal actions against us or our lioegss claiming patent or other intellectual
property infringements, in addition to any potehifebility for damages, a court could require unsléor our licensees to obtain a license in
order to continue to use the affected processtsmanufacture or use the affected products, erratively, require us and/or our licensee
cease using such products or processes. Suchlemesthave an adverse effect on our businessadiabcondition and results of operations.
Any such claim, with or without merit, could resinltcostly litigation or might require us and/orrdicensees to enter into royalty or licensing
agreements, all of which could delay or otherwideeasely impact the development of our potentialpicts for commercial use. If a court
requires us to obtain licenses, there can be noasse that we and/or our licensees will be ablabtain them on commercially favorable
terms, if at all. Without such licenses, we andfar licensees may be unable to develop certainymtedOur breach of an existing license or
our failure to obtain, or our delay in obtainindicense to any technology that we require to conciabize our products may materially
adversely impact our business, financial condiéiod results of operations.
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An inability to compete successfully will materialy adversely affect our business, financial conditimand results of operations.

We engage in a business characterized by exteresearch efforts, rapid developments and intenswettion. We cannot assure that
our products will compete successfully or that aeske and development by others will not renderpyoducts obsolete or uneconomical. Our
failure to compete effectively would materially &asely affect our business, financial condition egglilts of operations. We expect that
successful competition will depend, among otherghj on product efficacy, safety, reliability, dadility, timing and scope of regulatory
approval and price. Specifically, we expect crufaators will include the relative speed with whielk can develop products, complete the
clinical testing and regulatory approval processes supply commercial quantities of the produg¢htomarket. We expect competition to
increase as technological advances are made andeial applications broaden. In each of our paéptoduct areas, we face substantial
competition from large pharmaceutical, biotechnglagd other companies, as well as universitiesraséarch institutions. Relative to us,
most of these entities have substantially greapital resources, research and development stafitities and experience in conducting
clinical trials and obtaining regulatory approvals,well as in manufacturing and marketing pharm@éea products. Many of our competitc
may achieve product commercialization or patentgmtion earlier than we will. Furthermore, we bedighat our competitors have used, and
may continue to use, litigation to gain a competitadvantage. Finally, our competitors may usestéfit technologies or approaches to the
development of products similar to the productsaneeseeking to develop.

Since all of our products are under developmentcaveot predict the relative competitive positidroor products if they are approved
for use. However, we expect that the following émst among others, will determine our ability torquete effectively:

» safety and efficacy

e product price

» ease of administration; al

* marketing and sales capabili

Currently, no drug in the U.S. or Europe is apptbaad marketed as replacement therapy for themegatof GHIS. Other than Insmed,
we are aware of only one other company, Terciaa, that is pursuing development of a product ffigs indication or a similar indication.
Tercica, in documents filed with the Securities &xdhange Commission, has stated that it planglimi a NDA for the use of rhIGF-I in
the treatment of severe pediatric IGF-I deficiemc2005. We believe this indication would includatipnts with GHIS. We believe Tercica
may also be planning to develop rhiGF-I for soméhefsame indications that we plan to pursue Vhit&F-1/rhIGFBP-3.

Growth hormone may also be a competitive productte treatment of some indications that we magpeiwith rhiGF-1/rhiIGFBP-3.
The major suppliers of commercially available grolWwbrmone are Genentech, Eli Lilly, Novo Nordiskz€r and Serono. We believe that
Novo Nordisk may be conducting clinical trials fbe use of its growth hormone in pediatric -1 deficiency. We are also aware that Serono
is conducting a Phase lll trial with growth hormdoethe treatment of HIV associated adipose redisgtion syndrome.

In addition, we believe that Genentech, Merck, Nblawdisk and Pfizer have previously conducted nedeand development of orally-
available small molecules that cause the releageosith hormone, known as growth hormone secretagmg/Ne are not aware of any
continued clinical development of these moleculethese companies. We believe that Rejuvenon Catipormay have licensed certain
rights to Novo Nordisk’s growth hormone secretagesguwvhich are in pre-clinical development. We dse aware that Theratechnologies is
developing various peptides that stimulate theasdeof hormones that could be used in the treatofestme of the same indications we plan
to pursue with rhIGF-1/rhIGFBP-3.

Many companies are seeking to develop productdhardpies for the treatment of diabetes. Our coitgpgtinclude multinational
pharmaceutical companies, specialized biotechndiiogygs, and universities and other research insitis. Our largest competitors include
Amylin Pharmaceuticals, Bristol-Myers Squibb Comypdali Lilly, GlaxoSmithKline, Merck, Novartis, NavNordisk and Takeda Chemical
Industries. Various products are currently avaddbltreat type 2 diabetes, such as insulin anichgoglycemic drugs.
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In addition, several companies are developing waritew approaches to improve the treatments oftyged type 2 diabetes.
Specifically, Amylin Pharmaceuticals has conduaad is continuing to conduct clinical trials forayroducts, Symlin and Exenatide, for
treatment of type 2 diabetes. Tercica has indicttatlit plans to pursue the development of rhiGifthe treatment of severe forms of
diabetes.

Many companies are pursuing the development ofymtsdor the treatment of cancer. Our competitoctuide multinational
pharmaceutical companies, specialized biotechndiiogyg, and universities and other research insitis. Although we are unaware of any
companies developing rhIGFBP-3 for cancer we ar@rawf companies who are developing products tteeinéended to target the same
pathway as rhIGFBP-3.

Biotechnology and related pharmaceutical technolugse undergone and should continue to experieapid and significant change.
We expect that the technologies associated wittetimology research and development will contirmugelvelop rapidly. Our future will
depend in large part on our ability to maintairoanpetitive position with respect to these technigl®gAny compounds, products or proce:
that we develop may become obsolete before we ee@ny expenses incurred in connection with theitetbpment. Rapid technological
change could make our products obsolete, whichdomatterially adversely affect our business, finahcondition and results of operations.

Our inability to compete in our industry could nté#ly adversely affect our business, financial dition and results of operations.

Our research and development activities involve thase of hazardous materials, which could expose tesdamages that could
materially adversely affect our business, financiatondition and results of operations.

Our research and development activities involvectir@rolled use of hazardous materials, includiagandous chemicals and radioac
materials. We believe that our procedures for hiagdiazardous materials comply with federal antestegulations; however, there can be
assurance that accidental injury or contaminatiomfthese materials will not occur. In the evenaofaccident, we could be held liable for
any damages, which could exceed our available €ishresources, including our insurance coveragés lability could materially adversely
affect our business, financial condition and ressaftoperations.

We are subject to federal, state and local lawsregdlations governing the use, manufacture, stgragndling and disposal of
hazardous materials and waste products. Thesealaglveegulations may require us to incur significaogts to comply with environmental
laws and regulations in the future that could maligradversely affect our business, financial atind and results of operations.

We may be subject to product liability claims ifrqaroducts harm people, and we have only limitemtipct liability insurance.

The manufacture and sale of human therapeutic ptediavolve an inherent risk of product liabilithaons and associated adverse
publicity. We currently have only limited produdlbility insurance for clinical trials and no comroial product liability insurance. We do r
know if we will be able to maintain existing or abt additional product liability insurance on aczdge terms or with adequate coverage
against potential liabilities. This type of insucaris expensive and may not be available on adokepterms. If we are unable to obtain or
maintain sufficient insurance coverage on reas@niss or to otherwise protect against potentiadipct liability claims, we may be unable
to commercialize our products. A successful prodiability claim brought against us in excess of msurance coverage, if any, may require
us to pay substantial amounts. This could havetanmahadverse effect our business, financial chowliand results of operations.

The market price of our stock may continue to be Ighly volatile, and we do not anticipate paying angash dividends on our common
stock in the foreseeable future.

Our common stock is listed on the Nasdaq Nationatikddt under the ticker symbol “INSM.” The markeicerof our stock has been and
may continue to be highly volatile, and announcetney us or by third parties may have a signifidgargact on our stock price. These
announcements may include:
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» our listing status on the Nasdaqg National Mar

» results of our clinical trials and f-clinical studies, or those of our corporate padr@rour competitors

e our operating result:

» developments in our relationships with corporaterzas;

» developments affecting our corporate partn

* negative regulatory action or regulatory appravith respect to our announcement or our compstitmnouncement of new
products;

* government regulations, reimbursement changes eveligmental investigations or audits related toru® our products

» developments related to our patents or other petggi rights or those of our competitc

» changes in the position of securities analysts véfipect to our stock; and;

e operating results below the expectations of publicket analysts and investo

In addition, the stock market has from time to tiexperienced extreme price and volume fluctuatiatisch have particularly affected
the market prices for emerging biotechnology amghbarmaceutical companies, and which have often beeelated to their operating
performance. These broad market fluctuations magraely affect the market price of our common stock

Future sales by existing shareholders may loweptite of our common stock, which could resultaedes to our shareholders. Future
sales of substantial amounts of common stock imptimic market, or the possibility of such saleswdng, could adversely affect prevailing
market prices for our common stock or our futurgitglio raise capital through an offering of equ#tecurities. Substantially all of our
common stock is freely tradable in the public markighout restriction under the Securities Act 88B, unless these shares are held by
“affiliates” of our company, as that term is define Rule 144 under the Securities Act.

We have never paid dividends on our common stoak cWrently intend to retain our future earnin§gny, to fund the development
and growth of our businesses and, therefore, weotlanticipate paying any cash dividends in thedeeable future.

We may be the subject of securities class actioridjation due to future stock price volatility.

In the past, when the market price of a stock leeslvolatile, holders of that stock have oftenitintg#d securities class action litigation
against the company that issued the stock. If drmppshareholders brought a lawsuit against uscavdd incur substantial costs defending
the lawsuit. The lawsuit could also divert the tiaml attention of our management.

Certain provisions of Virginia law, our articles of incorporation and our amended and restated bylawsand our Stockholder Rights
Plan make a hostile takeover by a third party diffcult.

Certain provisions of Virginia law and our articlesincorporation and amended and restated bylaukichamper a third party’s
acquisition of, or discourage a third party froeatpting to acquire control of us. The conditionsld also limit the price that certain
investors might be willing to pay in the future &rares of our common stock. These provisions declu

e aprovision allowing us to issue preferred stadtk rights senior to those of the common stockwitt any further vote or action by
the holders of the common stock. The issuanceafemed stock could decrease the amount of earringsssets available for
distribution to the holders of common stock or coativersely affect the rights and powers, includiating rights, of the holders of
the common stock. In certain circumstances, sisthaisce could have the effect of decreasing theeharice of the common stoc

» the existence of a staggered board of directovghich there are three classes of directors sgistaggered three-year terms, thus
expanding the time required to change the comjpposdf a majority of directors and perhaps discoingi@gomeone from making an
acquisition proposal for u
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» the amended and restated byl' requirement that shareholders provide advanceeatieen nominating our directol

» the inability of shareholders to convene a shaldgrs’ meeting without the Chairman of the Board, the idezg or a majority of th
board of directors first calling the meeting; ¢

» the application of Virginia law prohibiting usofm entering into a business combination with theefieial owner of 10% or more of
our outstanding voting stock for a period of thyears after the 10% or greater owner first reathatllevel of stock ownership,
unless we meet certain criter

In addition, in May 2001 our board of directors epyed the adoption of a Shareholder Rights Plareundiich shareholders received
rights to purchase new shares of preferred stoalp#rson or group acquires 15% or more of our comstock. These provisions are inten
to discourage acquisitions of 15% or more of ounegmn stock without negotiations with the board. Tigats trade with our common stock,
unless and until they are separated upon the aawerof certain future events. Our board of dinscteay redeem the rights at a price of
$0.01 per right prior to the time a person acqulie® or more of our common stock.

Available Information and Corporate Governance Documents.

Our Internet website address is: www.insmed.calfe make available free of charge through our welwsir Annual Report on Form
10-K, Quarterly Reports on Form 10-Q, Current Repon Form 8-K and amendments to those reports ditdurnished pursuant to Section
13(a) or 15(d) of the Securities Exchange Act &4,%s amended, as soon as reasonably practidtrlswech documents are electronically
filed with, or furnished to, the SEC. In additiaur Corporate Governance Guidelines, Code of Bgsi@nduct and Ethics, and the charters
of our Audit, Compensation and Nominating of Gowrce Committees are available on our website amd\ailable in print, without charg
to any shareholder upon written request by writing Treasurer and Controller at 4851 Lake Brook/®riGlen Allen, Virginia 23060. The
information on our website is not, and shall notleemed to be, a part of this report or incorparateo any other filings we make with the
SEC.

ITEM 2. PROPERTIES

We occupy 46,000 square feet of office and laboyagpace in Glen Allen, Virginia. Our annual casistdfor the space including
utilities and services in 2004 are approximatelyl$tillion under an operating lease that contaimsual escalations of 1.75% and expires in
October 2006. We believe that our existing faefitare adequate for our current needs and thabkuadditional or alternate space will be
available on commercially reasonable terms wherieage expires or when we need additional space.

ITEM 3. LEGAL PROCEEDINGS

We are not involved in any legal proceedings timapur opinion, could have a material adverse éfbecour business or financial
condition.

ITEM 4. SUBMISSION OF MATTERS TO A VOTE OF SECURITY HOLDERS
There were no matters submitted to a vote of oaredtolders during the quarter ended December 3B.20
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PART Il

ITEM5. MARKET FOR REGISTRANT'S COMMON EQUITY, RELATED STOC KHOLDER MATTERS AND ISSUER
REPURCHASES OF EQUITY SECURITIES

Our common stock began trading on The Nasdaqg SagalMarket on June 1, 2000. We moved from The NaSaaalIlCap Market to
the Nasdaq National Market on August 8, 2000. Quidey 22, 2003, Insmed received a NASDAQ Staff beieation indicating that the
Company has failed to comply with NASDAQ'’s minimunid price requirement of $1.00 per share for camdlisting of the Company’s
common stock on the NASDAQ National Market as egthfin Marketplace Rule 4450(a)(5). As a restié, Company’s common stock was
subject to delisting from the NASDAQ National Matlka January 31, 2003. Following procedures s¢h fiorthe NASDAQ Marketplace
Rule 4800 series, the Company requested a heagfiogeba NASDAQ Listing Qualifications Panel (thenBB to review the Staff
Determination. The hearing occurred on March 6328@d the delisting action was stayed pending #reePs decision. On March 31, 2003,
the Panel granted us continued listing on the N@dtdional Market pursuant to an exception to ti«SRAQ Marketplace Rules. On May
2003, we received a letter from the Panel statiadjthe Panel had determined to continue the disifrour common stock on the Nasdaq
National Market and that the hearing file had belesed.

Our trading symbol is “INSM.The following table lists, for the periods indicdt¢he high and low sale prices per share for oarraon
stock as reported on The Nasdaq National Market.

Insmed
Common Stock

Fiscal Year 2003 High Low

Fourth Quarte $3.4C $2.5C
Third Quartel 3.74 1.9¢
Second Quarte 3.5€ 0.6C
First Quarte 0.6t 0.3¢
Fiscal Year 2002 High Low

Fourth Quarte $0.7: $0.32
Third Quartel 2.0C 0.37
Second Quarte 3.1C 1.24
First Quarte 3.9¢ 2.51

On February 27, 2004, the last reported sale joiceur common stock on the Nasdaqg National Mavkaet $3.37 per share. As of
February 27, 2004, there were 539 holders of reebolir common stock.

We have never declared or paid dividends on oumtomstock. We anticipate that we will retain altréags, if any, to support
operations and to finance the growth and developwieour business. Therefore, we do not expecttogash dividends in the foreseeable
future. Any future determination as to the paynmadrdividends will be at the sole discretion of duaard of directors and will depend on our
financial condition, results of operations, capreduirements and other factors our board of dirsaleems relevant.

ITEM 6. SELECTED FINANCIAL DATA

In the table below, we provide you with selectedsmidated financial data. We have prepared tHiggimation using the consolidated
financial statements of Insmed for the five yeardezl December 31, 2003. The acquisition of Cetfigsed on May 31, 2000. The purchase
method of accounting was used to account for #mestction. Accordingly, the results of operatiamsGeltrix are included in the historical
financial information commencing June 1, 2000. Tihancial statements for each of the five fiscangended December 31, 2003 have been
audited by Ernst & Young LLP, our independent awrdit
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When you read this selected historical financiahd# is important that you also read the hisw@rfmancial statements and related nc
as well as “Management’s Discussion and AnalysBinéncial Condition and Results of Operations’pages 31 to 35.

Year Ended December 31,
(numbers in thousand, except per share data)

1999 2000 2001 2002 2003
Historical Statement of Operations Data:
Revenue: $ — $ 60 $ 29¢ $ 1,95¢ $ 15C
Operating expense
Research and developmt 5,651 21,60¢ 35,50¢ 18,071 7,14(C
General and administrati 2,18¢ 5,98¢ 4,881 2,98¢ 3,471
Operational restructuring char — — — 2,53: —
Goodwill impairment charg — — — 15,38¢ —
Purchased research and developn — 50,43¢ — — —
Stock compensatia 28t 3,56¢ 95 — 11¢
Total operating expens 8,131 81,59 40,48: 38,97¢ 10,73¢
Operating los: (8,13)) (81,53%) (40,18¢) (37,029 (10,58¢)
Interest income, ne 33¢€ 1,87¢ 3,017 607 28¢
Loss before income tax (7,799 (79,667) (37,169 (36,41) (10,299
Income tax expens — 20C — — —
Net loss (7,799 (79,86%) (37,169 (36,41) (10,299
Basic and diluted net loss per sh (2.47) (4.3¢) (1.19) (2.10 (0.29
Weighted average shar 3,15¢ 18,31¢ 32,87: 33,06¢ 35,60(
Historical Balance Sheet Data:
Cash, cash equivalents and marketable sect $ 4,63¢ $ 83,08: $ 51,25( $ 27,331 $ 29,52¢
Total asset 5,29¢ 102,71¢ 71,60¢ 28,30¢ 29,81
Stockholder' equity 4,462 96,78: 59,69 23,44¢ 26,22(
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ITEM7. 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 Statemeartd notes thereto.

Overview

We discover and develop pharmaceutical productthfotreatment of metabolic and endocrine disord&ieshave two lead drug
candidates—rhIGF-1/rhIGFBP-3 and rhIGFBP-3.

We have not been profitable and have accumulaticitdeof approximately $186.5 million through Dexber 31, 2003. We expect to
incur significant additional losses for at least ttext several years until such time as sufficieménues are generated to offset expenses. In
general, our expenditures may increase as develapoheur product candidates progresses. Howekieretwill be fluctuations from period
to period caused by differences in project costarired at each stage of development.

The full cost and completion dates, through commération, of our current research and developnpeojects, rhiGF-1/rhIGFBR- anc
rhIGFBP-3, are entirely dependent on the resultsuofcurrent Phase Il and Phase IlI clinical tripistential future clinical trials for rhIGF-
I/rhIGFBP-3, the subsequent review of the Phaseefults with the FDA, and our pre-clinical trigigh rhiIGFBP-3. Therefore, the estimated
full cost of completion and the final completiornte®for our current research and development pogge unknown at this time.

Results of Operations
Year Ended December 31, 2003 compared to Year Hddeember 31, 2002

For the year ended December 31, 2003, we recordetllass of $10.3 million. Research and develogregpenses (which consist
primarily of costs associated with clinical tri@mfsour product candidates, including the costs ahofacturing, compensation and other
expenses related to research and developmentnpeisand facilities expenses) decreased $11.0omiffiom $18.1 million in 2002 to $7.1
million in 2003 as a result of decreased clinicill &ctivity.

Clinical and contract manufacturing costs relatethe development of rhIGF-I/rhIGFBP-3 decreasqut@amately $0.3 million from
$3.5 million in 2002, to $3.2 million in 2003 as wempleted the development phase and began towgealer production process for rhIGF-
I/rhIGFBP-3 and rhIGFBP-3 with our contract mantdiaer, Avecia.

General and administrative expenses increasedndilidn from $3.0 million for 2002 to $3.5 milliofor 2003. The increase, although
seen across all support services, is primarilytduggher external service costs.

In the third quarter of 2002, we recorded a restmireg charge of $2.5 million related to the prexsty announced discontinuation of ¢
INS-1 development program. The components of thisge include expenses of $1.2 million relatechéoanticipated payouts under lease
agreements for laboratory space no longer utilatezr headquarters, $0.7 million related to thpaimment of idle laboratory equipment at
our headquarters, and $0.6 million related to thet of severance benefits following the terminatdapproximately 55% of our workforce.
We also recorded a $15.4 million goodwill write-affthe fourth quarter of 2002 relating to the @elacquisition in 2000.

Revenues decreased $1.8 million from $2.0 millio2002 to $0.2 million in 2003. The decrease irerexes as compared with 2002 is
due to the recognition of approximately $1.7 milliof revenue from an international license feelli$-1 from Taisho Pharmaceutical Co.,
Ltd. This represents revenues, previously defefredh a cash payment made by Taisho at the inaepftiche Joint Development Agreement
with us in 2000, which was being recognized asmaeeover the life of the corresponding patent. Asfio announced the termination of this
agreement, the balance of the unrecognized rewsaseecorded in the third quarter of 2002.

As of December 31, 2003, cash and cash equivalaresased to $29.5 million from $27.3 million atd@enber 31, 2002. As a result ¢
lower average cash balance and lower interest @303 compared to 2002, net interest incomeedesad $0.3 million from $0.6 million in
2002 to $0.3 million in 2003.
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Accounts payable and accrued project costs deatékts8 million from $3.2 million at December 31,020to $2.4 million at December
31, 2003 as a result of decreased clinical and faaturing activity. Stockholders’ equity increaskl8 as a result of approximately $13.0
million in proceeds received by us in connectiothvei private placement of our common stock on 18ly2003, net of the loss in 2003. The
accumulated deficit at December 31, 2003 incressagproximately $186.5 million due to our 2003 lests of $10.3 million.

Year Ended December 31, 2002 compared to Year Hddeember 31, 2001

For the year ended December 31, 2002, we recordetllass of $36.4 million. Research and develogregpenses (which consist
primarily of costs associated with clinical tri@mfsour product candidates, including the costs ahofacturing, compensation and other
expenses related to research and development petsamd facilities expenses) decreased $17.4 mifi@m $35.5 million in 2001 to $18.1
million in 2002 as a result of decreased cliniciall factivity. INS-1 expenses decreased $15.1 omltluring 2002, compared to 2001, as
follows:

 Amounts paid to contract research organizatiowkfar site grants, monitoring and other cliniaé@ltrelated costs decreased
approximately $12.6 million from $17.8 million ir0@1 to $5.2 million in 2002. This decrease was grily due to the winding
down of the IN-1 Phase Il clinical trials

» Contract manufacturing costs to supply INS-1dor trials decreased $2.5 million from $4.2 million2001 to $1.7 million in 2002.
This decrease was primarily due to the supply lipildf the IN$-1 drug in 2001 and the subsequent use of thatidr2g02.

Clinical and contract manufacturing costs relatethe development of rhIGF-I/rhIGFBP-3 decreasqut@amately $6.2 million, to
$3.8 million in 2002 as we completed the developnpéiase and began to scale up our production pdoeshlGF-I/rhIGFBP-3 and
rhIGFBP-3 with our contract manufacturer, Avecia.

General and administrative expenses decreasedrilich from $4.9 million for 2001 to $3.0 milliofor 2002. The decrease, although
seen across all support services, was primarilytdl@wver shareholder expenses, legal fees anduating services.

In the third quarter of 2002, we recorded a restmirng charge of $2.5 million related to the prexsty announced discontinuation of ¢
INS-1 development program. The components of thisge include expenses of $1.2 million relatedhéoanticipated payouts under lease
agreements for laboratory space no longer utilatezr headquarters, $0.7 million related to thpaimment of idle laboratory equipment at
our headquarters, and $0.6 million related to thet of severance benefits following the terminatdapproximately 55% of our workforce.

We also recorded a $15.4 million goodwill write-offthe fourth quarter of 2002 relating to the @elacquisition in 2000. In
accordance with Statement of Financial Accountitep8ards (SFAS) No. 142, we tested the goodwilidpearried on our balance sheet
relating to the Celtrix acquisition for impairmédmnt comparing the carrying amount of our net astwetar fair value. In accordance with
Generally Accepted Accounting Principles (GAAP), adopted the current market value of our stockasasis for supporting the fair value
of our net assets. On this basis, we determinddhbee had been impairment to the goodwill ancethi&re remaining amount of unamortized
goodwill of $15.4 million was written off.

Revenues increased $1.7 million from $0.3 millinr2001 to $2.0 million in 2002. The increase inemyes as compared with 2001 is
due to the recognition of approximately $1.7 milliof revenue from Taisho Pharmaceutical Co., Lids Tepresents revenues, previously
deferred, from a cash payment made by Taisho ahteption of the Joint Development Agreement wishin 2000, which were being
recognized as revenue over the life of the cormedipg patent. As Taisho announced the terminatidghis agreement, the balance of the
unrecognized revenue was recorded in the thirdteuaf 2002.
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As of December 31, 2002, cash and cash equivaliesteased to $27.3 million from $51.3 million atcBmber 31, 2001. As a result of
a lower average cash balance in 2002 compareddb, 2@t interest income decreased $2.4 million f&&® million in 2001 to $0.6 million
in 2002. Net receivables from Taisho for its partaf certain INS-1 development activities decregs@@ million from $3.5 million as of
December 31, 2001, to $0.2 million as of Decemider2802.

Accounts payable and accrued project costs dea&ts2 million from $9.4 million at December 31,020t0 $3.2 million at December
31, 2002 as a result of decreased clinical and faaturing activity. Stockholders’ equity decreass.3 as a result of the net loss in 2002,
net of stock option exercises. The accumulatectidefi December 31, 2002 increased to approxim&eh6.2 million due to our 2002 net
loss of $36.4 million.

Liquidity and Capital Resources
At December 31, 2003, our cash and cash investmeres approximately $29.5 million and were investethoney market instrumen
We believe that our current cash position will bffisient to fund our operations through the new¢lve months.

Our business strategy contemplates selling additiequity and entering into agreements with corfgopartners to fund research and
development, and provide milestone payments, ledéess and equity investments to fund operatiorsswill need to raise substantial
additional funds to continue development and coneialization of our products. There can be no asgedhat adequate funds will be
available when we need them or on favorable telinag.any time we are unable to obtain sufficietlidonal funds, we will be required to
delay, restrict or eliminate some or all of oure@sh or development programs, dispose of asséstumology or cease operations.

Off-Balance Sheet Arrangements

We do not have any off-balance sheet arrangemieatiive or are reasonably likely to have a cueifiture effect on our financial
condition, revenues or expenses, results of opargtiiquidity, capital expenditures or capitalaeses that we believe is material to
investors.
Contractual Obligations

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

Payments due by period
(in thousands)

Less thar
Contractual Obligations Total 1 year 1-3 years
Operating Lease Obligatiol $2,08( $ 797 $1,28:¢
Purchase Obligatior 1,44t 1,44t —
Total $3,52¢ $2,24: $1,28:

Critical Accounting Policies

In Management’s Discussion and Analysis, we distiussesults of operations and financial conditisireflected in the our
consolidated financial statements, which have Ipgepared in accordance with GAAP. Preparationrafrftial statements requires us to v
estimates and assumptions affecting the reportediats of assets, liabilities, revenues and expesisgshe disclosures of contingent assets
and liabilities. We use our historical experiennd ather relevant factors when developing our estiimand assumptions. We continually
evaluate these estimates and assumptions. Notth& ompany’s consolidated financial statementkides a discussion of our significant
accounting policies. The accounting policies disedsbelow are those we consider
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critical to an understanding of our consolidatethficial statements because their application pleesiost significant demands on our
judgment. Our financial results might have beefedént if different assumptions had been used leerotonditions had prevaile

Stock-Based Compensation

We recognize expense for stock-based compensatiaccordance with the provisions of Accounting Eiptes Board Opinion No. 25,
Accounting for Stock Issued to Employ, and related interpretations. Accordingly, compagias cost is recognized for the excess, if any, of
the estimated fair value of the stock at the gdaté over the exercise price. Disclosures regaralitegnative fair value measurement and
recognition methods prescribed by Financial AccmgnStandards Board (“FASB”) Statement No. 128¢ounting for Stock-Based
Compensatioras amended by FASB Statement No. J&;ounting for Stock-Based Compensation — Tramsd#itd Disclosure are
presented in Notes 1 and 3. The fair value foralagards was estimated at the date of grant useBlackScholes pricing method assum
a weighted average volatility, a risk-free intenede, no dividends, and a weighted-average exgdifeeof the option.

Stock options granted to non-employees are accddatén accordance with the Emerging Issues Taskéd-(EITF) 96-18Accounting
for Equity Instruments that are issued to Othemtiianployees for Acquiring, or in Conjunction withlliig Goods or Service. Accordingly,
the estimated fair value of the equity instrumsnteicorded on the earlier of the performance comaiit date or the date the services reqt
are completed.

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

We invest excess cash in investment grade, intbegging securities and, at December 31, 2003$Bac million invested in money
market instruments. Such investments are subjentecest rate and credit risk. Our policy of intieg in highly rated securities whose
maturities, at December 31, 2003, are all less #hamonths minimizes such risks. In addition, whilbypothetical 1.0% per annum decrease
in market interest rates would reduce interestrimedn 2004, it would not result in a loss of thapipal and the decline in interest income
would be deemed immaterial.

ITEM 8. FINANCIAL STATEMENTS AND SUPPLEMENTARY DATA
The information required by Item 8 is set forthpages F-1 to F-13.
ITEM 9. CHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON AC COUNTING AND FINANCIAL

DISCLOSURE
None.

ITEM 9A. CONTROLS AND PROCEDURES

Pursuant to Rule 13a-15(b) under the SecuritiesExatiange Act of 1934, we carried out an evaluatiath the participation of our
management, including the Chairman of the BoardGimdf Executive Officer and Treasurer and Congmlbf the effectiveness of our
disclosure on controls and procedures (as defindéruRule 13a-15(e) under the Securities Exchargg@f1934) as of the end of the period
covered by this report. Based upon that evaluatanChairman of the Board and Chief Executive €ffiand Treasurer and Controller
concluded that our disclosure controls and procesiare effective in timely alerting them to materiéormation relating to Insmed (includi
its consolidated subsidiaries) required to be idetlin our periodic SEC filings.

There has been no change in our internal contrel fimancial reporting during the quarter ended éwelber 31, 2003, that has materii
affected, or is reasonably likely to materiallyesftf, our internal control over financial reporting.
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PART 1lI

ITEM 10. DIRECTORS AND EXECUTIVE OFFICERS OF THE RE GISTRANT

The information presented under the captions “Nemd;” “Directors Whose Terms Expire at the 2005 uaiiMeeting (Class Ii
Directors),” “Directors Whose Terms Expire at tt@8 Annual Meeting (Class Il Directors),” “Sectid6(a) Beneficial Ownership
Reporting Compliance” and “Meetings of the Board #&a Committees — Audit Committee” of the Compangéfinitive Proxy Statement for
the 2004 Annual Meeting of Shareholders (the “2B@gixy Statement”) is incorporated herein by refeesisuch 2004 Proxy Statement will
be filed with the Securities and Exchange CommisgicApril 2004.

We have adopted a Code of Business Conduct andsHtiat applies to all of our directors, officensl@mployees (including our
President and Chief Executive Officer and our Tueaisand Controller) and have posted the Code sfri&ss Conduct and Ethics on our
website. We intend to satisfy the disclosure rezyugnt under Item 10 of Form 8-K relating to amenisiéo or waivers from any provision
of our Code of Business Conduct and Ethics apgictbour President and Chief Executive Officer and Treasurer and Controller by
posting this information on our website. Our Inttrwebsite address is www.insmed.coihe information on our website is not, and shall
not be deemed to be, part of this report or inc@teal into any other filings we make with the SEC.

ITEM 11. EXECUTIVE COMPENSATION

The information presented under the captions “EtteewDfficer Compensation” and “Director Compensatiof the 2004 Proxy
Statement is incorporated herein by reference.

ITEM 12. SECURITY OWNERSHIP OF CERTAIN BENEFICIAL O WNERS AND MANAGEMENT

The information presented under the captions “Stakership” and “Equity Compensation Plan Informatiof the 2004 Proxy
Statement is incorporated herein by reference.

ITEM 13. CERTAIN RELATIONSHIPS AND RELATED TRANSACT IONS

The information presented under the caption “Cerelationships and Related Transactions” of tH®2®roxy Statement is
incorporated herein by reference.

ITEM 14. PRINCIPAL ACCOUNTANT FEES AND SERVICES

The information presented under the captions “Regd to Ernst & Young LLP” and “Audit Committee PA@proval Policy” of the
Audit Committee Report included in the 2004 Proxgt&ment is incorporated herein by reference.
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PART IV

ITEM 15. EXHIBITS, FINANCIAL STATEMENT SCHEDULES, A ND REPORTS ON FORM 8-K

(@)

(b)

Documents filed as part of this repc
1. FINANCIAL STATEMENTS. The following consolidated financial statementshaf Company are set forth herein,
beginning on page-1.:
() Report of Ernst & Young LLP, Independent Auditc
(i) Consolidated Balance Shee
(iii) Consolidated Statements of Operatic
(iv) Consolidated Statements of Stockhol’ Equity.
(v) Consolidated Statements of Cash Fla
(vi) Notes to Consolidated Financial Stateme

2. FINANCIAL STATEMENT SCHEDULES.
None required.

3. EXHIBITS.

The exhibits that are required to be filed or ipmrated by reference herein are listed in the Eihibdex. Exhibits 10.1,
10.2 and 10.17 constitute management contractsropensatory plans or arrangements required tddzbds exhibits
hereto.

Reports on Form-K.

A report on Form 8-K (Items 7 and 12), dated Novend 2003, was furnished to report that the Insinedrporated issued a
press release announcing its financial positiosulteof operations and cash flows for the threetm@md nine-month periods
ended September 30, 2003 (not incorporated byaete).
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SIGNATURES

Pursuant to the requirements of Section 13 or 1&f{(the Securities Exchange Act of 1934, the Regyigthas duly caused this report to
be signed on its behalf by the undersigned, theéoedmly authorized in the City of Richmond, Commaalth of Virginia, on the 12 day of
March, 2004.

| NSMED | NCORPORATED
a Virginia corporation
(Registrant’

By: /sl  GEOFFREY ALLAN

Geoffrey Allan, Ph.D.
Chairman of the Board, President and Chief
Executive Officer (Principal Executive Office

Pursuant to the requirements of the Securities &xgé Act of 1934, this report has been signed bélpthe following persons on
behalf of the Registrant and in the capacitiescadid on the 12day of March, 2004.

Signature Title

/s/ GEOFFREYA LLAN Chairman of the Board, President and Chief Exeeufifficer
(Principal Executive Officer)

Geoffrey Allan, Ph.D.

/sl KEevINP. TuLLy Treasurer and Controller (Principal Financial arat@unting
Officer)

Kevin P. Tully C.G.A.

/s/ KENNETHG. CONDON Director

Kenneth G. Condon

/s/ GRraHAM K. C ROOKE Director

Graham K. Crooke, MB.BS

/'s/  STEINARJ. ENGELSEN Director

Steinar J. Engelsen, M.D.

/s/  MELVIN SHAROKY Director

Melvin Sharoky, M.D.

/'s/ RANDALL W. W HITCOMB Director

Randall W. Whitcomb, M.D.
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REPORT OF INDEPENDENT AUDITORS

The Board of Directors and Stockholders
Insmed Incorporated

We have audited the accompanying consolidated balsineets of Insmed Incorporated as of Decemb&08B and 2002 and the
related consolidated statements of operationskistdders’equity, and cash flows for each of the three yaatlse period ended December
2003. These financial statements are the respditsitfi the Company’s management. Our responsibiitto express an opinion on these
financial statements based on our audits.

We conducted our audits in accordance with audiiagdards generally accepted in the United Statesse standards require that we
plan and perform the audit to obtain reasonablaerasse about whether the financial statementsraeedf material misstatement. An audit
includes examining, on a test basis, evidence stipgdhe amounts and disclosures in the finarsteements. An audit also includes
assessing the accounting principles used and &ignifestimates made by management, as well agatirgg the overall financial statement
presentation. We believe that our audits providesgonable basis for our opinion.

In our opinion, the financial statements referedlbove present fairly, in all material respedts, ¢consolidated financial position of
Insmed Incorporated at December 31, 2003 and 20@Rthe consolidated results of its operationsisnchsh flows for each of the three
years in the period ended December 31, 2003, ifoomity with accounting principles generally acasgin the United State

As discussed in Note 1 to the financial statemeént8)02 the Company changed its method for acaogifior goodwill and other
intangible assets to comply with the accounting/isions of Statement of Financial Accounting StaddaNo. 142.

/sl Ernst & Young LLP

McLean, Virginia
January 22, 2004
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INSMED INCORPORATED

CONSOLIDATED BALANCE SHEETS
(in thousands)

December 31 December 31
2003 2002
Assets
Current asset:
Cash and cash equivale! $ 29,52¢ $ 27,33
Due from Taisho Pharmaceutical Co., L — 19¢
Other current asse 22t 61t
Total current asse 29,75: 28,15!
Property and equipment, r 61 157
Total asset $ 2981: $ 28,30¢
Liabilities and stockholders’ equity
Current liabilities:
Accounts payabl $ 66C $ 941
Accrued project cost 1,745 2,28:
Payroll liabilities 20¢ 35€
Restructuring resen 334 31C
Total current liabilities 2,94¢ 3,892
Restructuring reser-long-term portion 64¢€ 96¢€
Total liabilities 3,59 4,86(
Stockholder' equity:
Common stock, $.01 par value; authorized sharedB00Q00; issued and outstanding shares, 38,394,994
in 2003 and 33,186,336 in 20 384 332
Additional capital 212,36: 199,34«
Accumulated defici (186,526 (176,229
Net stockholder equity 26,22( 23,44¢
Total liabilities and stockholde’ equity $ 29,81: $ 28,30¢

See accompanying notes.
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INSMED INCORPORATED

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

Revenue!

Operating expense
Research and developmt
General and administratiy
Operational restructuring char
Goodwill impairment charg
Non-cash stock compensati

Total operating expens

Operating los!
Interest incom:

Income tax expens
Net loss

Basic and diluted net loss per sh

Shares used in computing basic and diluted netdesshar

See accompanying notes.

Year Ended December 31,

2003 2002 2001

$ 15C $ 1,958 $ 29¢

7,14C 18,07" 35,50¢

3,47 2,98¢ 4,881
— 2,53¢ —
— 15,38¢ —
11¢ — 95

10,73¢ 38,97¢ 40,48:

(10,58¢ (37,029 (40,186
28¢ 607 3,017

$(1o,2_95) $(36,4_1:) $(37,1_6S)

$ (029 $ (1.10 $ (1.19

35,60( 33,06¢ 32,87:
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INSMED INCORPORATED

CONSOLIDATED STATEMENTS OF STOCKHOLDERS' EQUITY
YEARS ENDED DECEMBER 31, 2003, 2002, AND 2001
(in thousands, except share amounts)

Balance at December 31, 20C
Issuance of 115,962 shares of common stock upamisgef
stock options
Issuance of 18,403 shares of common stock from &yegl
Stock Purchase Pl:
Recognition of stock compensation expense for thre
Comprehensive earning
Sale of marketable securiti
Net loss
Comprehensive los

Balance at December 31, 20C

Issuance of 198,282 shares of common stock upawisgeof
stock options

Issuance of 56,289 shares of common stock from &yegl
Stock Purchase Pl:

Comprehensive earning
Net loss
Comprehensive los

Balance at December 31, 20C

Issuance of 53,171 shares of common stock uporisrenf
stock options

Issuance of 36,439 shares of common stock from &yegl
Stock Purchase Pl:

Issuance of 5,146,846 shares of common stock &4, D46
warrants for cash, net of offering costs of $973,

Stock issued for consulting servic

Stock repurchase from Taish

Comprehensive earning
Net loss
Comprehensive los

Balance at December 31, 20C

See accompanying notes.

Accumulated

Accumulated
Other

Common Additional Comprehensive

Stock Capital Deficit Income (Loss) Total
32¢ 198,93( (102,64 16€ 96,78:
1 93 — — 94
— 59 — — 59
— 95 — — 95
— — — (16€) (16€)
- - (37,169 - (37,169
— — — — (37,339
32¢ 199,17 (139,81)) — 59,69:
2 12t — — 127
1 42 — — 43
_ — (36,41 — (36,417
_ — — — (36,417
332 199,34« (176,229 — 23,44¢
1 53 — — 54
— 27 — — 27
51 12,87 — — 12,92
1 11¢€ — — 11¢
1 (52 (53)
— — (10,299) — (10,299
- - = - (10,299
$ 384 $212,36: $(186,520 $ — $ 26,22(
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CONSOLIDATED STATEMENTS OF CASH FLOWS

Operating activities
Net loss

INSMED INCORPORATED

(in thousands)

Adjustments to reconcile net loss to net cash usegerating activities

Depreciatior
Amortization of goodwiill
Goodwill impairment charg
Operational restructuri—nor-cash
Recognition of deferred revenu
(Gain) loss on sale of marketable securi
Issuance of stock for servic
Changes in operating assets and liabili
Due from Taisho Pharmaceutical Co., L
Other asset
Accounts payabl
Accrued project costs and ott
Other liabilities
Restructuring resen

Net cash used in operating activit

Investing activities

Proceeds from marketable securities matured armt
Purchases of property and equipm

Net cash provided by investing activiti

Financing activities
Proceeds from issuance of common si

Net cash provided by financing activiti

Increase (decrease) in cash and cash equivi
Cash and cash equivalents at beginning of p¢

Cash and cash equivalents at end of pe

See accompanying notes.

Year Ended December 31,

2003 2002 2001

$(10,299 $(36,417) $(37,169)

96 34¢€ 707
— — 83t
15,38t —
— 1,947 —
— (1,799 (149
— — (211)
11¢ — 95

19¢ 3,320 (2,299
39¢ (337) 281
(281) (3,486  1,81C
(536€) (2,68  4,19¢
(159) (361) 11E
(29¢) — —

(10,767 (24,089 (31,780

— —  11,50(
_ — (251)
_ —11,24¢

12,95 17¢ 152

12,95 17¢ 152

2,18¢ (23,919) (20,379
27,337 51,25( 71,62

$29,52¢ $27,337 $51,25(
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INSMED INCORPORATED
NOTES TO CONSOLIDATED FINANCIAL STATEMENTS

1. Description of the Business and Summary of Sididant Accounting Policies

Insmed Incorporated (the “Company”) discovers agnaketbps pharmaceutical products for the treatmemtatabolic and endocrine
diseases. Abnormalities in the Growth Hormone (GhBLUIin-like Growth Factor | (IGF-1) axis often miéests in multiple endocrine and
metabolic conditions, such as growth disorders.itdalthlly, other conditions such as diabetes acerbated by imbalances in the GH/ IGF-
axis. Insmed’s cancer development program focusehl&FBP-3, the primary binding protein of IGH#smed’s rhIGFBP-3 technology
may curtail abnormal cell growth by introducingextess of rhIGFBP-3 to bind and regulate free IGFirice rhIGFBP-3 interrupts the cell
growth signal early in the sequence, rhIGFBP-3iss@ered an upstream growth factor inhibitor.

Insmed has two lead drug candidates: rhIGF-1/rh1BFB which is expected to begin Phase Il Clinteating for GHIS in 2003, and
rhIGFBP-3, which is currently undergoing Pre-Clalitrials in the oncology area. The Company isvatyi developing rhiIGF-I/rhiIGFBP-3 to
treat GHIS and diabetes, and are concurrently coimti pre-clinical studies on rhiIGFBP-3 in the aamiadication as an anti-tumor agent.

Principles of Consolidation

The consolidated financial statements include tu®ants of the Company and its wholly-owned subsies, Insmed Pharmaceuticals,
Inc. and Celtrix Pharmaceuticals, Inc. (“CeltrixAll significant intercompany balances and transest have been eliminated.

Cash and Cash Equivalents

The Company considers investments with maturitiehree months or less when purchased to be cashadents.
Property and Equipment

Depreciation is provided using the straight-linetmoel over periods ranging from three to seven yd&aperty and equipment is stated
at cost and consists of the following:

December 31,

2003 2002

(in thousands)

Furniture and office equipme $ 511 $ 511

511 511
Accumulated depreciatic (450 (359
Property and equipment, r $ 61 $ 157

Fair Value of Financial Instruments

The Company considers the recorded cost of itaiish assets and liabilities, which consist prifyaof cash and cash equivalents,
accounts payable, and accrued expenses to apptexingsfair value of the respective assets andlitiab at December 31, 2003 and 2002
due to the short-term maturities of these instrumen
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INSMED INCORPORATED
NOTES TO CONSOLIDATED FINANCIAL STATEMENTS—(Continu ed)

Stock-Based Compensation

The Company recognizes expense for stock-basedamsation in accordance with the provisions of Actimg Principles Board
Opinion No. 25Accounting for Stock Issued to Employeasd related interpretations. Accordingly, compgios cost is recognized for the
excess, if any, of the estimated fair value ofdtuek at the grant date over the exercise priceclBsures regarding alternative fair value
measurement and recognition methods prescribednaynéial Accounting Standards Board (“FASB”) StageiNo. 123Accounting for
Stock-Based Compensati@me presented in Note 3. Stock options grantedmeamployees are accounted for in accordance Witk B6-18,
Accounting for Equity Instruments that are issue@®ther than Employees for Acquiring, or in Conjiorie with Selling Goods or Servic.
Accordingly, the estimated fair value of the equitgtrument is recorded on the earlier of the perfince commitment date or the date the
services required are completed.

In accordance with FASB Statement No. 148¢ounting for Stock-Based Compensation—TransitrahDisclosurg“SFAS 148"), the
effect on net loss and net loss per share if thegamy had applied the fair value recognition priovis of SFAS No. 123 to stock-based
employee compensation is as follows:

Stock Compensation Expense
(in thousands, except per share data)

Year Ended December 31,

2003 2002 2001
Net Loss $(10,29¢) $(36,417) $(37,169)
Net Loss Per Share (Basic and Dilut $ (0299 $ (1.10 $ (1.19
Stock based employee compensation cost (under AP — — 95
Prc-forma Fair value stock compensation expe (2,007 (2,73)) (2,227
Prc-Forma Net Incom (13,13) (39,149 (39,39)
Prc-Forma Net Loss Per Share (Basic and Dilu $ (03) $ (1.1 $ (1.20

The fair value for these awards was estimatedeati#ite of grant using the Black-Scholes pricingnmétassuming a weighted average
volatility of 127% in 2003, 106% in 2002, and 898001, a risk-free interest rate of 3.0% in 2@B% in 2002, and 4.5% in 2001, no
dividends, and a weighted-average expected litaebption of 4.93 years in 2003, 5.7 years in 280@ 5 years in 2001. Compensation
expense for fixed awards with pro-rata vestingesognized under the straight-line method.

Revenue Recognition

Revenue from license agreements is generally répedmover the term of the agreement, or in cegatumstances, when milestones
are met. Amounts received for which there is ariperformance obligation, are deferred and re@eghon a straight-line basis over the life
of the agreement.

Income Taxes

Income taxes are accounted for using the liahiligthod. Deferred tax assets and liabilities aregeized for the future tax
consequences attributable to differences betweefirthncial statement carrying amounts of existingets and liabilities and their respective
tax bases and operating loss carryforwards. Defdere assets and liabilities are measured usingteti@ax rates expected to apply to taxable
income in the years in which those
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INSMED INCORPORATED
NOTES TO CONSOLIDATED FINANCIAL STATEMENTS—(Continu ed)

temporary differences are expected to be recovaredttled. The effect on deferred tax assetsiabdities of a change in tax rates is
recognized in income in the period that includesdghactment date.

Net Loss Per Share

Basic net loss per share is computed based upomdigiited average number of common shares outsigualdiring the year. The
Companys diluted net loss per share is the same as iis basloss per share because all stock optionsawis, and other potentially diluti
securities are antidilutive and, therefore, exctuftem the calculation of diluted net loss per ghar

Comprehensive Income (Loss)

Under FASB Statement No. 13®Reporting Comprehensive Incogtie Company is required to display comprehensise and its
components as part of the consolidated financ@éstents. Comprehensive loss is comprised of thims®and other comprehensive income
(loss), which includes certain changes in equitt tire excluded from the net loss. The Companyded unrealized holding gains and losses
on available-for-sale securities in other comprehanincome (loss).

Segment Information

The Company currently operates in one businessasigrvhich is the development and commercializatibpharmaceutical products
for the treatment of metabolic and endocrine diseassociated with insulin resistance. The Comgamanaged and operated as one
business. A single management team that repottetGhief Executive Officer comprehensively manaesentire business. The Company
does not operate separate lines of business vgiglect to its products or product candidates. Adogiy, the Company does not have
separately reportable segments as defined by FA&®BrS8ent No. 131Disclosure about Segments of an Enterprise andtéglaformation

Use of Estimates

The preparation of the consolidated financial stetets in conformity with accounting principles geally accepted in the United States
requires management to make estimates and assas it affect the amounts reported in the conatditifinancial statements and
accompanying notes. Actual results could diffenfrihose estimates.

Recent Accounting Pronouncements

In June 2002, the FASB issued SFAS No. J&;ounting for Costs Associated with Exit or Disgddsctivities. This statement
addresses financial accounting and reporting fetscassociated with exit or disposal activities aultifies Emerging Issues Task Force
(EITF) Issue No. 94-3,iability Recognition for Certain Employee Termiioat Benefits and Other Costs to Exit an Activibcliiding Certain
Costs Incurred in a Restructuringhe statement is effective for exit or disposaivaties initiated after December 31, 2002. thettbn of
this pronouncement did not have an impact on thagamy’s financial statements.

In January 2003, the Financial Accounting Standdrd (FASB) issued FASB Interpretation &&nsolidation of Variable Interest
Entities(the “Interpretation”) . In general, the Interpitgda requires that the assets, liabilities, andvéis of a Variable Interest Entity
(“VIE") be consolidated into the financial statent®pf the enterprise that has the controlling foiahinterest. Companies with VIEs that
existed prior to the issuance of the Interpretatidhbe required to apply the guidance to existifigs for the first fiscal period ending after
March 15, 2004. The consolidation requirement oEBAStatement No. 46 are effective immediately for ®IE’s that were established
subsequent to February 1, 2003. The adoption ahtlepretation did not have an impact on the Camgjsafinancial statements.
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INSMED INCORPORATED
NOTES TO CONSOLIDATED FINANCIAL STATEMENTS—(Continu ed)

2. Operational Restructuring

On September 10, 2002, the Company announced tatild immediately discontinue the internal deyaient of one of its
investigational drug candidates, INS-1, based ernréisults of recently completed Phase Il clinidalg. Similarly, the Company’s Japanese
partner to develop INS-1 in Japan and Asia, Taialsn indicated its intention to discontinue itgalvement in any future development in
INS-1, and terminated the joint development agre#rmeaccordance with the terms of the agreement.

As a result of the decision to discontinue the IN&evelopment program and Taisho’s notice to teateithe joint development
agreement, the Company approved a restructurimgtpléocus on its remaining drug candidates. Inttie quarter of 2002, the Company
recorded a restructuring charge of $2.5 millione Eomponents of the restructuring charge includgerses of $1.2 million related to the
anticipated payouts under lease agreements fordtdyg space no longer utilized at the Companyadagarters, $0.6 million related to the
impairment of idle laboratory equipment at the Camys headquarters, and $0.6 million related tocthe& of severance benefits after the
termination of 32 employees, or 55% of the workégrat the Company’s headquarters and laboratoBfen Allen, Virginia. At December
31, 2003, approximately $0.3 million and $0.7 roifliof these costs remain accrued in the currentangdterm portions of the restructuring
reserve, respectively. These balances are expectdasely approximate the remaining costs to bearired by the Company for lease
obligations. Lease termination costs are anticgpsieextend through 2006.

As a result of Taisho’s decision to terminate thatjdevelopment agreement, the Company also révegjmevenue from the Taisho
agreement totaling $1.7 million. This item represervenues previously deferred from a cash paymexe by Taisho at inception of the
joint development agreement that was being recegnés revenue over the estimated life of the cporeding agreement. Due to t
termination of the agreement, the balance of ttiercerl revenue was recognized in 2002.

3. Stockholders’ Equity
Common Stock

On July 15, 2003 Insmed Incorporated concludedvatar placement of 5,146,846 shares of common gtwekgroup of institutional
investors at a price of $2.70 per share, raisit@a of approximately $13.9 million. The placemeagent in the transaction received
approximately $868,000 in fees and expenses (imguiges paid to the placement agent’s attornesg)lting in net proceeds to the Company
of approximately $13 million. The Company also edwvarrants to purchase an additional 1,544,04& st common stock with an exerc
price of $4.10 per share.

Periodically, the Company has issued shares of aomstock in exchange for services provided by d$i@ders and others. These
issuances have been recorded at their estimatedhfae at the time of the respective transactams corresponding amounts have been
reflected as expense in the accompanying consetidsiatements of operations.

Stock Warrants and Options

The Company issues stock options to attract amdinrekecutive officers, key employees, non-emplaliesctors and other non-
employee advisors and service providers. The maximumber of shares issuable under the plan is §/2600ptions may be granted at the
discretion of the board of directors, compensatiommittee or a delegate. The weighted-average/éire of options granted during 2003,
2002, and 2001 was $1.72, $1.36 and $3.37, respctA summary of stock option activity is as tlls:
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NOTES TO CONSOLIDATED FINANCIAL STATEMENTS—(Continu ed)

Description

Options outstanding at Januar
Granted

Exercisec

Cancellec

Options outstanding at December

INSMED INCORPORATED

Weighted Average Weighted Average

Weighted Average

2003 Exercise Price 2002 Exercise Price 2001 Exercise Price
3,250,22° $ 4.4¢ 3,143,56. $ 6.11 1,701,73! $ 7.3¢€
1,349,00! 1.7z 1,984,75! 1.9¢ 1,812,46! 4.6€

(53,172 1.01 (198,28;) 0.64 (115,96:) 0.81
(645,54() 1.5¢  (1,679,80) 5.01 (254,67 6.7¢
3,900,511 $ 4.0€ 3,250,22° $ 4.4¢ 3,14356. $ 6.11

The following table summarizes options outstandih@ecember 31, 2003:

Range of Exercise Prices

$0.172-$0.916
$1.38-$4.88
$5.000-$8.25
$10.00C- $13.063
$13.313- $14.00
$32.11€

Options Outstanding

Options Exercisable

Number Weighted Average

Outstanding Weighted Average

Weighted Average

Remaining Number
Contractual Life Exercise Price Exercisable Exercise Price

471,90: 5.9¢ 0.61 250,89! 0.71
2,515,001 6.1 2.7C 681,62¢ 3.2¢
463,22( 5.14 6.2C 355,67+ 6.2C
138,12! 5.8¢ 11.4C 132,50( 11.3¢
309,37! 2.61 13.67 232,03: 13.61
2,88¢ 3.2t 32.1: 2,88¢ 32.1:
3,900,511 5.7C 4.0€ 1,655,61! 5.6t

A total of 8,044,046 shares of common stock wesemeed at December 31, 2003 in connection withksbptions, stock warrants, and

the employee stock purchase plan.

4. Income Taxes

The deferred tax assets of approximately $93.8anitind $94.4 million at December 31, 2003 and 208&pectively, arise primarily
due to net operating loss carryforwards for incaaxepurposes. Due to the Company’s anticipateddutsses, these amounts have been

entirely offset by a valuation allowance.

At December 31, 2003 and 2002, the Company hadpeating loss carryforwards for income tax purpaseapproximately $232.8
million and $222.1 million, respectively, expirifigvarious years beginning in 2004. Utilizationtleése carryforwards will be significantly
limited due to changes in the ownership of the Camyfs common stock.
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INSMED INCORPORATED
NOTES TO CONSOLIDATED FINANCIAL STATEMENTS—(Continu ed)

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

2003 2002
Deferred tax assets (in thousands
General Business Cred 4,22¢ 8,81(
Other 1,174 1,38t
NOL Carryforwards 88,38t 84,34:
Total deferred tax asset: 93,78: 94,53¢
Deferred tax liabilities
Other 2 (209
Total deferred tax liabilities 2 (209
Tax deferred asset/(liability) 93,78! 94,42°
Valuation allowance (93,78) (94,42)
Net deferred tax asset/(liability) — —
The differences between the U.S. federal statutoryate and the Company’s effective tax rate arilows:
200z 2002
Statutory federal tax ra 34% 34%
State income taxes net of federal ber 4 2
Research and development cre (45) 12
Other 1 (14)
Change in valuation allowan 6 (39
Total Expensi 0% 0%

5. Leases

The Company leases office and laboratory spacerwamdeperating lease agreement expiring in Oct@abé6. The lease provides for
monthly rent of approximately $30,500 for the offispace and $28,000 for the lab space with a 1e&%lation per year. With the
discontinuation of INSE and subsequent abandonment of the lab spacepitigany recognized $1.2 million of restructuringugje relating t
this lease during the third quarter of 2002. Then@any also leases a vehicle and office equipmeniir& minimum payments on these lez
at December 31, 2003 approximate $762,000, $7728@D$571,000 in 2004, 2005, and 2006, respegtiiREnt expense for all operating
leases approximated $535,000 in 2003, $702,00002 2and $663,000 in 2001.

6. Employee Benefit Plans

In 2000, the Company adopted a stock purchasewtaneby eligible employees may purchase commork sRierchases may be made
through payroll deductions subject to annual litioias. The purchase price per share
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INSMED INCORPORATED
NOTES TO CONSOLIDATED FINANCIAL STATEMENTS—(Continu ed)

under the plan is the lesser of 85% of the fairkefavalue of a share of common stock at the begof each offering period or 85% of the
fair market value on the date the purchase is masief December 31, 2003 there were 250,000 slaard®rized for issuance under the plan
and 111,131 have been issued.

The Company also maintains a tax-qualified empl®géngs and retirement plan, (the “401(k) plawf)éligible employees.
Participating employees may defer up to the less86% of W-2 compensation or the maximum amouningtted by the Internal Revenue
Code, as amended. The 401(k) plan permits the Coyrpamake matching contributions on behalf ofpaliticipants who have elected to
make deferrals. To date, the Company has not magdeantributions to the 401(k) plan.

7. License and Collaborative Agreements
Taisho Pharmaceutical Co., Ltd.

In July 2000, the Company entered into an agreemightTaisho Pharmaceutical Co., Ltd. (“Taisho”j the development and
commercialization of INS-1 in Japan and certaireothsian countries. The collaboration included payta upon achievement of certain
development and regulatory milestones as well asdabeipt of royalties on INS-1 sales in Japanthadther Asian countries covered by the
agreement. Taisho also funded 20% of the developomsts for INS-1 in North America and Europe. Depenent costs reimbursable by
Taisho approximated $1.6 million, $6.0 million a$@l3 million in 2002, 2001 and 2000, respectivalyd have been applied to reduce
research and development expense. The agreememtraidded for an initial license fee of $2.0 nahi, which was previously being
amortized into revenue, on a straight-line basisy the estimated life of the corresponding patdntaddition, Taisho purchased 93,413
shares of the Company’s common stock in 2000. ptedeber 2003, Taisho indicated its intention tadiginue its involvement in any future
development in INS-1, and terminated the joint d@wment agreement in accordance with the termbefgreement. As a result of this
termination the Company recognized the remaininguarnof the deferred license fee of $1.7 milliortie 2002. In April of 2003 the
Company repurchased the 93,413 shares of Insmekl thtat was being held by Taisho.

UVA Patent Foundation

In 1988, the Company entered into a license agreewit¢h The University of Virginia Alumni PatentoEndation (the “Foundation”).
The agreement, as amended, provides the Compamawiéxclusive, worldwide license to develop arldpseducts related to certain patent
rights for insulin resistance and associated de@rdrhe Company is obligated to pay minimum anhcahsing fees of $100,000, as well as
patent costs through the expiration of patent sighhe Company may also have to pay a royalty tsales of any therapeutic drugs covered
by the agreement.

Pharmacia

In October 2002 we entered into an agreement widriacia that grants us an exclusive license tonRd@as portfolio of regulatory
filings pertaining to rhiGF-I. In consideration ftire exclusive license we have agreed to makegheraailable to the 17 Growth Hormone
Insensitivity Syndrome, (GHIS), subjects that wereviously being treated with rhIGF-I supplied RyalRmacia.

Fujisawa Pharmaceutical Co., Ltd.

In January 2004, Insmed was granted a non-exclliseese to patent rights pertaining to the uskét-1 therapy for the treatment of
extreme or severe insulin resistant diabetes frajiséwa Pharmaceutical Co., Ltd. Under the ternthefagreement, Insmed will obtain
worldwide rights in territories (excluding Japarfleve a valid patent claim exists, including thetBaiStates and Europe. We have made a
commitment to use reasonable commercial effortaake rhiGF-l/rhIGFBP-3 available on a hamed patiesis to patients with extreme
insulin resistance.
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INSMED INCORPORATED
NOTES TO CONSOLIDATED FINANCIAL STATEMENTS—(Continu ed)

Avecia Limited

In May 2002, we entered into an agreement with Aavkanited, Europe’s largest privately held spetsi@hemical company, for the
process development and manufacture of rhIGF-I/RBB-3 In consideration for this process developnaeadt manufacturing agreement, we
are obligated to pay success fees for processa@veint milestones and manufacturing costs assdaidth ongoing production of rhIGF-
I/rhiIGFBP-3 and rhIGFBP-3.

8. Quarterly Financial Data (Unaudited)

Fiscal Quarter

First Second Third Fourth
2003 2002 2003 2002 2003 2002 2003 2002
Revenue:! 62 10z 34 70 27 1,757 27 26
Operating Los: (2,30)) (6,309 (3,319) (7,279 (2,469 (4,812) (2,509 (18,629
Net Loss (2,209 (6,207 (3,240 (7,20 (2,39¢) (4,706) (2,45) (18,49)
Net Loss Per Share (Basic and Dilut (0.07) (0.19) (0.120 (0.27) (0.0¢) (0.19 (0.06) (0.56)
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Exhibit
Number

3.1

3.2

3.3

3.4

4.1
4.2

4.3

4.4

4.5

4.6

4.7

EXHIBIT INDEX

Exhibit Title

Articles of Incorporation of Insmed Incorporated,aanended (previously filed as Annex H to the JBaixy
Statement/Prospectus contained in Part | of Indmeafporated’s Registration Statement on Form ef(stration No. 333-
30098) and incorporated herein by referen

Amended and Restated Bylaws of Insmed Incorporgiexbiously filed as Annex | to the Joint Proxy t8taent/Prospectus
contained in Part | of Insmed Incorporated’s Regti&in Statement on Form S-4 (Registration No. 38398) and
incorporated herein by referenc

Form of Articles of Amendment to Insmed IncorpodigeArticles of Incorporation, as amended, creatingew series of
Preferred Stock designated as Series A Juniordizating Preferred Stock (previously filed as Exhibto the Rights
Agreement, dated as of May 16, 2001, between Indnaxporated and First Union National Bank, asti&gAgent, filed as
Exhibit 4.4 to Insmed Incorporated’s Registratiagat&ment on Form 8-A filed with the Securities &xdhange Commission
on May, 17, 2001 and incorporated herein by refes!

Amendment for Reverse Split (previously filed ahibi 3.4 to Insmed Incorporated’s Annual ReportFamm 10-K for the
year ended December 31, 2002 and incorporatedrhieyeieference’

Description of Capital Stock (contained in the Alés of Incorporation filed as Exhibit 3.:

Specimen stock certificate representing commorkst®@1 par value per share, of the Registrant/{pusly filed as Exhibit
4.2 to Insmed Incorporated’s Registration Staternarftorm S-4 (Registration No. 333-30098) and ipocaited herein by
reference)

Article VI of the Articles of Incorporation of Insad Incorporated (previously filed as Exhibit 4.1dnemed Incorporated’s
Registration Statement on Forr-4 (Registration No. 3:-30098) and incorporated herein by referen

Rights Agreement, dated as of May 16, 2001, betwesmed Incorporated and First Union National BarskRights Agent
(which includes as (i) Exhibit A the form of Artes of Amendment to Insmed Incorporated’s Articleoorporation, as
amended, (ii) Exhibit B the form of Rights Certidite, and (iii) Exhibit C the Summary of the RigtdsPurchase Preferred
Stock) (previously filed as Exhibit 4.4 to Insmedtdrporated’s Registration Statement on Form 8&iifivith the Securities
and Exchange Commission on May 17, 2001 and incatpd herein by referenct

Form of Rights Certificate (previously filed as Hbsih B to the Rights Agreement, dated as of May2@)1, between Insmed
Incorporated and First Union National Bank, as Righkgent, filed as Exhibit 4.4 to Insmed Incorpetis Registration
Statement on Form 8-A filed with the Securities &xdhange Commission on May 17, 2001 and incorpdrhérein by
reference)

Form of Stock and Warrant Purchase Agreement bybahdeen Insmed Incorporated and each of the iokest the July
2003 private placement of common stock and warrtanpsirchase common stock (previously filed as BEixl4i.6 to Insmed
Incorporated’s Registration Statement on Form B&}(stration No. 333-107308) on July 24, 2003 axediiporated herein by
reference)

Form of Warrant issued by Insmed Incorporated thed the investors in July 2003 private placentgrdommon stock and
warrants to purchase common stock (previously fledExhibit 4.7 to Insmed Incorporated’s Registratstatement on Form
S-3 (Registration No. 33-107308) on July 24, 2003 and incorporated hereirefgrence)
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Exhibit
Number

Exhibit Title

10.1

10.2

10.3

10.4+4

10.5+

10.6+

10.7

10.8

10.9

10.10

10.11+

10.12

Insmed Incorporated 2000 Stock Purchase Plan @ushi filed as Exhibit 10.1 to Insmed IncorporateReqgistration Stateme
on Form &4 (Registration No. 33-30098) and incorporated herein by referen

Insmed Incorporated 2000 Stock Incentive Plan (presly filed as Exhibit 10.2 to Insmed IncorpordseBegistration
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EXHIBIT 10.17

AGREEMENT

This Agreement dated as of March 3, 2004, is edterte by and between Geoffrey Allan, Ph.D. (“Emyde”) and Insmed
Incorporated, a Virginia corporation (“Insmed”).

Employee and Insmed hereby agree to the followengs$ and conditions:

1. Purpose of AgreementThe purpose of this Agreement is to provide thrathe event of a “Change in Control,” Employee may
become entitled to receive additional benefithmdvent of his termination. It is believed that #xistence of these potential benefits will
benefit Insmed by discouraging turnover and causuap employee to be more able to respond to thsilmbity of a Change in Control
without being influenced by the potential effeceo€hange in Control on his job security.

2. Change in Control. As used in this Agreement, “Change in Control” meean event or occurrence set forth in any one oerab
subsections (a) through (d) below (including anmné¢we occurrence that constitutes a Change in Gbuatrder one of such subsections but is
specifically exempted from another such subsection)

(a) the acquisition by an individual, entity or gpo(within the meaning of Section 13(d)(3) or 142))of the Securities Exchange
Act of 1934, as amended (the “Exchange Act”)) (ar$®n”) of beneficial ownership of any capital &tof Insmed if, after such acquisition,
such Person beneficially owns (within the meanihBuae 13d-3 promulgated under the Exchange Act 40 more of either (x) the then-
outstanding shares of common stock of Insmed" Outstanding Company Common St”) or (y) the combined voting power of the ti-



outstanding securities of Insmed entitled to vaeegally in the election of directors (the “Outsiany Company Voting
Securities”); provided, however, that for purposéthis subsection (a), the following acquisiticaingll not constitute a Change in Control: (i)
any acquisition directly from Insmed (excludingaaquisition pursuant to the exercise, conversiogxehange of any security exercisable
convertible into or exchangeable for common stackating securities of Insmed, unless the Persamasing, converting or exchanging st
security acquired such security directly from Insinoe an underwriter or agent of Insmed), (ii) asgusition by Insmed, (iii) any acquisition
by any employee benefit plan (or related trusthspoed or maintained by Insmed or any corporatantrolled by Insmed, or (iv) any
acquisition by any corporation pursuant to a tratisa which complies with clauses (i) and (ii) ofosection (c) of this Section 2; or

(b) such time as the Continuing Directors (as aefibelow) do not constitute a majority of the Boafdirectors of Insmed (the
“Board”) (or, if applicable, the Board of Directon$ a successor corporation to Insmed), wheredima tContinuing Director” means at any
date a member of the Board (i) who was a memb#reoBoard on the date of the execution of this Agrent or (ii) who was nominated or
elected subsequent to such date by at least aitpajbthe directors who were Continuing Directatshe time of such nomination or election
or whose election to the Board was recommendeddwreed by at least a majority of the directors wieoe Continuing Directors at the time
of such nomination or election;
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provided, however, that there shall be excludethftis clause (ii) any individual whose initial asgption of office occurred as a result of an
actual or threatened election contest with resteettte election or removal of directors or othemator threatened solicitation of proxies or
consents, by or on behalf of a person other thatard; or

(c) the consummation of a merger, consolidatioorganization, recapitalization or statutory shatehenge involving Insmed or a
sale or other disposition of all or substantiallyofithe assets of Insmed in one or a seriesasfdactions (a “Business Combination”), unless,
immediately following such Business Combinatiorgleaf the following two conditions is satisfied} &ll or substantially all of the
individuals and entities who were the beneficiahews of the Outstanding Company Common Stock artdt@nding Company Voting
Securities immediately prior to such Business Comatidon beneficially own, directly or indirectly, methan 60% of the then-outstanding
shares of common stock and the combined voting pofvihe thensutstanding securities entitled to vote generallthie election of director
respectively, of the resulting or acquiring corgilmain such Business Combination (which shalluie, without limitation, a corporation
which as a result of such transaction owns Insniesibstantially all of the Insmeslassets either directly or through one or morsididries)
(such resulting or acquiring corporation is refdrte herein as the “Acquiring Corporation”) in stégtially the same proportions as their
ownership, immediately prior to such Business Caoration, of the Outstanding Company Common Stock@umidtanding Company Voting
Securities, respectively; and (ii) no Person (ediclg the Acquiring Corporation or any employee Bigqpdan (or related trust) maintained or
sponsored by Insmed or by the Acquiring Corporatlmeneficially owns, directly or indirectly, 40% orore of the then outstanding shares of
common stock of the Acquiring Corporation, or of tombined voting power of the then-outstandingisges of such corporation entitled to
vote generally in the election of directors (exdepthe extent that such ownership existed pridghéoBusiness Combination); or

(d) approval by the stockholders of Insmed of aplete liquidation or dissolution of Insmed.

3. Rights and Obligations Prior to a Change in Control Prior to a Change in Control the rights and oblat of Employee with
respect to his employment by Insmed shall be wieateghts and obligations are negotiated betwesméd and Employee from time to time.
The existence of this Agreement, which deals witthsrights and obligations subsequent to a Cham@ontrol, shall not be treated as rais
any inference with respect to what rights and atilans exist prior to a Change in Control unlesscjtally stated elsewhere in this
Agreement.

4. Effect of a Change in Control.In the event of a Change in Control and the Empts/employment is terminated pursuant to a
“Qualifying Termination” (as set forth below) on prior to the date that is within twelve (12) monttf the effective date of the Change in
Control (the “Change in Control Date”), the Empleyghall be entitled to the severance payments tired benefits set forth in this
Agreement.
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5. Qualifying Termination. If, subsequent to a Change in Control, Employeripleyment terminates within one year of the Change
Control Date, such termination shall be consider€lialifying Termination unless:

(a) Employee voluntarily terminates employment. tdwer, it shall not be considered a voluntary teation of employment if,
following the Change in Control, Employee’s compaitn or duties are changed in any material redpect what they were immediately
prior to a Change in Control, and subsequent th shange Employee elects to terminate employmefthange in any material respect”
shall encompass (i) any significant diminution imidoyee’s position, authority, duties, respondiigiti, or reporting relationship, (ii) any
material reduction in Employee’s then compensagiod/or benefits, unless such reduction is an adhesboard reduction of the
compensation and/or benefits of all similarly sieghexecutives(iii) any change in Employeg’job location to a site more than 50 miles a
from his place of employment prior to the Chang€antrol or (iv) the failure of Insmed to obtairethgreement of any successor to Insm
assure and agree to perform this Agreement.

(b) The termination is on account of Employee’stdea disability. As used herein, “disability” refeto an illness or accident that
causes Employee to be unable to perform the dotibis job for at least six consecutive monthsjetermined by a physician mutually
acceptable to Insmed and the Employee.

(c) Employee is involuntarily terminated for “Catser it is determined that the facts conclusivédgmonstrate that Employee
would have been terminated had any of the evehfedh in clauses (i) through (iii) below had bderown at the date of termination. For 1
purpose “Cause” means:

(i) the Employee’s willful and continued failure $abstantially perform his reasonable assignecardftither than any such
failure resulting from incapacity due to physicaheental iliness or any failure after the Emplogéees notice of termination for any of
the reasons set forth in Section 5(a)), which faiis not cured within 60 days after a written dathfor substantial performance is
received by the Employee from the Board of Insméétivspecifically identifies the manner in whicke tBoard believes the Employee
has not substantially performed his duties;

(i) the Employee’s willful engagement in illegadreduct or gross misconduct that is materially a@ohonstrably injurious to
Insmed; or

(iii) the Employee’s conviction of a felony invohg a crime of moral turpitude.

For purposes of this Section 5(c), no act or failieract by the Employee shall be considered “willfinless it is done, or omitted to be done,
in bad faith and without reasonable belief thatEngployee’s action or omission was in the bestéasis of Insmed.

Page &



6. Constructive Qualifying Termination. If within six months prior to a Change in Contrahpgloyee’s employment terminates as a
result of any change described in Section 5(ahisfAgreement, Employee shall be entitled to thepensation, payments and other benefits
that the Employee would have received if such teatidn had occurred after a Change in Control.

7. Date and Notice of Termination.Any termination of Employee’s employment by Insnoeédy Employee shall be communicated by
a written notice of termination to the other pdittye “Notice of Termination”). Where applicableetNotice of Termination shall indicate the
specific termination provision in this Agreemerieé upon and shall set forth in reasonable détailfacts and circumstances claimed.

8. Severance Paymentdf Employee is terminated as a result of a Qualifiyi ermination, Insmed shall pay Employee withinda®s o
said Qualifying Termination a cash lump sum equaltines Employee’s “Compensation” as a severaagenpnt (“Severance Payment”).

(a) “Compensation” means the sum of Emploge®inual salary rate as of the date of the ChahGemtrol plus a bonus calcula
by multiplying the Employee’s annual salary by thaximum bonus potential for the Change of Contearnyprorated as of the date of the
Change of Control.

(b) In lieu of a cash lump sum, Employee may, atdmtion, elect in writing to receive the paymeamiavided by this Section 8 in
equal monthly installments over 18 months.

(c) The Severance Payment set forth in this Se&iisnin lieu of any severance payments that Emgdayight otherwise be
entitled to receive from Insmed under the termargf severance pay arrangement not referred tasrtireement.

9. Stock Option Grants and Other Forms of Employee Cormpensation.In the event of a Change in Control, (i) all stagkions then
held by Employee will vest and the Employee’s timexercise these options will continue until tlaelier of (a) the end of the regular option
term (not including provisions for accelerationeairly termination of the option term) or (b) fivears from the date of the Change of Control
and (ii) any restricted stock held by Employee lstgahain subject to the restrictions set forth i frestricted stock agreement.

10. Additional Benefits. In the event of a Qualifying Termination, Insmedallsontinue to provide to the Employee health,tdkhong-
term disability, life insurance, continuation of @&insurance, and the other fringe benefits thatIByge received prior to the Qualifying
Termination on the same terms and conditions agytnthe Employee had remained an active employéesofed for the 18 month period
immediately subsequent to the Qualifying Termimatimsmed shall provide COBRA benefits to the Empfollowing the end of this 18-
month period, such benefits to be determined asgihéhe Employee’s employment had terminated a¢titeof such period.
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11.Taxes.

(a) The benefits that an Employee may be entite@¢eive under this Agreement and other bendfitsan Employee is entitled
receive under other plans, agreements and arramgeifvehich, together with the benefits provided emithis Plan, are referred to as
“Payments”), may constitute Parachute Paymentsattgasubject to the “golden parachute” rules otiSe@80G of the Internal Revenue
Code of 1986 (the “Codegnd the excise tax of Code Section 4999. As pravidehis Section 11, the Parachute Payments willdaluced if
and only to the extent that, a reduction will allaw Employee to receive a greater Net After Tax Antadhan an Employee would receive
absent a reduction.

(b) The Accounting Firm will first determine the aont of any Parachute Payments that are payalle Employee. The
Accounting Firm also will determine the Net Afteaxd Amount attributable to the Employee’s total Ratde Payments.

(c) The Accounting Firm will next determine thedast amount of Payments that may be made to thdéoge®without subjecting
the Employee to tax under Code Section 4999 (ttepf@d Payments”). Thereafter, the Accounting Fiithdetermine the Net After Tax
Amount attributable to the Capped Payments.

(d) The Employee will receive the total ParachuagrRents or the Capped Payments, whichever prottideEmployee with the
higher Net After Tax Amount. If the Employee widaeive the Capped Payments, the total Parachutedray will be adjusted by first
reducing the amount of any noncash benefits ulderigreement or any other plan, agreement or genaent (with the source of the
reduction to be directed by the Employee) and thereducing the amount of any cash benefits uriderAgreement or any other plan,
agreement or arrangement (with the source of tthectéon to be directed by the Employee). The ActiognFirm will notify the Employee
and Insmed if it determines that the Parachute Raygmust be reduced to the Capped Payments drebnd the Employee and Insmed a
copy of its detailed calculations supporting thetiedmination.

(e) As a result of the uncertainty in the applicatof Code Sections 280G and 4999 at the timetiieaf\ccounting Firm makes its
determinations under this Section 11, it is possibht amounts will have been paid or distributethe Employee that should not have been
paid or distributed under this Section 11 (“Overpaynts”),or that additional amounts should be paid or disted to the Employee under tl
Section 11 (“Underpayments”). If the Accountingriidetermines, based on either the assertion dficaley by the Internal Revenue
Service against Insmed or the Employee, which #ssghe Accounting Firm believes has a high pralisiof success or controlling
precedent or substantial authority, that an Overpgay has been made, that Overpayment will be tidateall purposes as a loab initio
that the Employee must repay to Insmed togethdr wterest at the applicable Federal rate undee@mttion 7872; provided, however, that
no loan will be deemed to have been made and naistmall be payable by the Employee to Insmed wlesd then only to the extent that,
the deemed loan and payment would either reducartteaint on which the Employee is subject to taxeai@bde Section 4999 or generate a
refund of tax imposed under
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Code Section 4999. If the Accounting Firm determijrizased upon controlling precedent or substaautiddority, that an Underpayment has
occurred, the Accounting Firm will notify the Empgke and Insmed of that determination and the amwiuthiat Underpayment will be paid
the Employee promptly by Insmed.

(f) For purposes of this Section 11, the followtegms shall have their respective meanings:

(i) “Accounting Firm” means the independent accgnfirm engaged by Insmed immediately before tharge in Control
Date.

(i) “Net After Tax Amount” means the amount of aRgrachute Payments or Capped Payments, as applicabof taxes
imposed under Code Sections 1, 3101(b) and 499y &tate or local income taxes applicable td&imployee on the date of
payment. The determination of the Net After Tax Ambshall be made using the highest combined éffecate imposed by the
foregoing taxes on income of the same charactdreaBarachute Payments or Capped Payments, asadgpliin effect on the date of
payment.

(iii) “Parachute Payment” means a payment thaescdbed in Code Section 280G(b)(2), determinegtizordance with
Code Section 280G and the regulations promulgat@doposed thereunder.

12.Term of Agreement.This Agreement shall be effective from March 3, 20@&irough March 3, 2005. Insmed may, in its sole
discretion and for any reason, provide written cebf termination (effective as of the then apdleaexpiration date) to Employee no later
than 60 days before expiration date of this Agre@méwritten notice is not so provided, this Agreent shall be automatically extended for
an additional period of 12 months past the exgiratlate. This Agreement shall continue to be autically extended for an additional twel
(12) months at the end of such 12-month periodesauth succeeding 12-month period unless notices&ngn the manner described in this
Section 12.

13.Governing Law. Except to the extent that federal law is applicatilss Agreement is made and entered into in the@onwealth ¢
Virginia and the laws of Virginia shall govern italidity and interpretation in the performance bg parties hereto of their respective duties
and obligations hereunder.

14.Entire Agreement. This Agreement constitutes the entire agreememidest the parties respecting the compensation, pagnead
benefits due Employee in the event of a Changeoimi©l followed by a Qualifying Termination, ancetie are no representations, warranties
or commitments, other than those set forth herelnich relate to such benefits. This Agreement mapimended or modified only by an
instrument in writing executed by Insmed and thepkaryee.
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15.No Duty to Mitigate. Employee shall not be required to mitigate the amofi any payment contemplated by this Agreement
(whether by seeking new employment or in any othanner), nor shall any earnings that Employee raagive from any other source redi
any such payment.

16. Successors: Binding Agreement.

(a) Assumption by Successor. Insmed shall requiyesaccessor (whether direct or indirect, by pusehanerger, consolidation or
otherwise) to all or substantially all of the biesis or assets of Insmed expressly to assume agglde to perform its obligations under this
Agreement in the same manner and to the same @ktdrinsmed would be required to perform suchgattions if no such assumption had
occurred. As used herein, Insmed shall mean amessor to its business and/or assets as aforésdidssumes and agrees to perform its
obligations by operation of law or otherwise.

(b) Enforceability by Beneficiaries. This Agreemshall be binding upon and inure to the benefEwiployee (and Employee’s
personal representatives and heirs) and Insmedmndrganization which succeeds to substantiallgfahe business or assets of Insmed,
whether by means of merger, consolidation, acqaisitf all or substantially all of the assets ofrimed or otherwise, including, without
limitation, as a result of a Change in Controlbgroperation of law. This Agreement shall inuratte benefit of and be enforceable by
Employee’s personal or legal representatives, érexuadministrators, successors, heirs, distrégjtdevisees and legatees. If the Employee
should die while any amount would still be payalsuch Employee hereunder if he had continueivéo &ll such amounts, unless otherwise
provided herein, shall be paid in accordance withterms of this Agreement to his designee ohgfé is no such designee, to his estate.

17. Confidentiality. Employee acknowledges that in the course of hidempent with Insmed, he has acquired mrblic privileged o
confidential information and trade secrets concggithe operations, future plans and methods ofgloursiness (“Proprietary Informationdj
Insmed, and the Employee agrees that it would tremely damaging to Insmed if such Proprietary imfation were disclosed to a
competitor of Insmed or to any other person or amafion. Employee understands and agrees thata@tietary Information Employee has
acquired during the course of such employment kas bivulged to Employee in confidence and furtheterstands and agrees to keep all
Proprietary Information secret and confidentiald@pt for such information which is or becomes piplavailable other than as a result of a
breach by Employee of this provision) without liatibn in time. In view of the nature of Employeeimployment and the Proprietary
Information Employee has acquired during the coofsaich employment, Employee likewise agreesltisahed would be irreparably
harmed by any disclosure of Proprietary Informatiomiolation of the terms of this Section 17 ahdttinsmed shall therefore be entitled to
preliminary and/or permanent injunctive relief pilmting Employee from engaging in any activity breatened activity in violation of the
terms of this Section and to any other judicialefedvailable to it. Inquiries regarding whetheesific information constitutes Proprietary
Information shall be directed to Insmed’s Genemili@Gel (or, if such position is vacant, Insnee@hairman of the Compensation Commiti
provided, however, that Insmed shall not unreadyrahssify information as Proprietary Information.
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18.Non-Competition.
(a) For a period of eighteen (18) months aftertémmination of Employee’s employment with Insmedhioyee will not:

(i) as an individual proprietor, partner, stocktasldofficer, director, employee, director, jointnerer, investor, lender, or in
any capacity whatsoever (other than as the holideotomore than one percent (1%) of the total amding stock of a publicly held
company), engage in any business that competedlgivgth the products or services provided by leshat the time of termination or
for which definitive Insmed plans then exist topsovide such products or services;

(i) directly or indirectly recruit or solicit angerson who is then an employee of Insmed or wasrgrioyee of Insmed at a
time within six months prior to such retirementsoticitation; or

(iii) solicit, divert or take away, or attempt tovdrt or to take away, the business or patronagmypfof the clients, customers
or accounts, or prospective clients, customergooants of Insmed.

(b) If any restriction set forth in this Section is&ound by any court of competent jurisdictiorb®unenforceable because it
extends for too long a period of time or over toeag a range of activities or in too broad a geplgi@area, it shall be interpreted to extend
only over the maximum period of time, range of\ati#s or geographic area to which it may be erdalie.

(c) The restrictions contained in this Section f8rrecessary for the protection of the businesgyandwill of Insmed and are
considered by Employee to be reasonable for sugiopa. Employee agrees that any breach of thisdbewtll cause Insmed substantial and
irrevocable damage and therefore, in the evenhpfach breach, in addition to such other remettii@smay be available, Insmed shall have
the right to seek specific performance and injwectelief.

19. Outplacement Servicesln the event the Employee is terminated by Insnotiokf than for Cause, disability or death), or the
Employee voluntarily terminates employment for teasons set forth in Section 5(a), within twelve)(thonths following the Change in
Control Date, Insmed shall provide outplacementises through one or more outside firms of the Exypé’s choosing up to an aggregate of
$10,000, with such services to extend until thdieraof (i) 12 months following termination of Engylee’s employment or (ii) the date the
Employee secures full time employment.
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20. Notices.All notices, instructions and other communicatigngen hereunder or in connection herewith shainhbariting. Any such
notice, instruction or communication shall be gattter (i) by registered or certified mail, retusteipt requested, postage prepaid, or (i)
prepaid via a reputable nationwide overnight cawsevice, in each case addressed to Insmed ghd mployee at their respective
addresses set forth below (or to such other addesgther Insmed or the Employee may have furdishi¢he other in writing in accordance
herewith). Any such notice, instruction or commuauicn shall be deemed to have been delivered fisinkess days after it is sent by
registered or certified mail, return receipt reqadspostage prepaid, or two business days afiesént via a reputable nationwide overnight
courier service. Either party may give any notinstruction or other communication hereunder using other means, but no such notice,
instruction or other communication shall be deemodtave been duly delivered unless and until @ty is received by the party for whon
is intended.

If to Insmed:

Insmed Incorporated

4851 Lake Brook Drive

Glen Allen, Virginia 23058-2400

Attention: Chairman, Compensation Committee

If to Employee:

Geoffrey Allan, Ph.D.
[home address redacted]

21.Captions. The captions of this Agreement are inserted fovearence and do not constitute a part hereof.

22.Severability. In case any one or more of the provisions containéklis Agreement shall for any reasons be helgetivalid, illega
or unenforceable in any respect, such invaliditggality or unenforceability shall not affect aather provision of this Agreement, but this
Agreement shall be construed as if such invaliegél or unenforceable provision had never beetadoed herein and there shall be deemed
substituted such other provision as will most neadcomplish the intent of the parties to the etxpammitted by applicable law. In case this
Agreement, or any one or more of the provisiongbirshall be held to be invalid, illegal or unenctable within any governmental
jurisdiction or subdivision thereof, this Agreementany such provision thereof shall not as a cgusece thereof be deemed to be inv:
illegal or unenforceable in any other governmejuiasdiction or subdivision thereof.

23.Counterparts. This Agreement may be executed in two or more eapatrts, each of which shall be deemed an originalall of
which together shall constitute one and the sanredgent.
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IN WITNESS HEREOF, the parties hereto have causisddgreement to be duly executed and delivereaf #ise day and year first
written above in Glen Allen, Virginia.

INSMED INCORPORATED

By /s/ Melvin Sharoky, M.D.

Witness Melvin Sharoky, M.D., Chairma
Compensation Committe

/sl Geoffrey Allan, Ph.D.

Witness Geoffrey Allan, Ph.D
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EXHIBIT 10.18

LICENSE AGREEMENT

Made as of this 19th day of January, 2004 (heregnaéferred to as “Effective Date”) by and betw&&hISAWA
PHARMACEUTICAL CO., LTD., a corporation organizeddexisting pursuant to the laws of Japan and lgaitérregistered office at 4-7,
Doshomachi 3-chome, Chuo-ku, Osaka 541-8514, Jdyeaeinafter referred to as “FUJISAWA”) and Insmedorporated, a corporation
organized and existing pursuant to the laws oftate of Virginia, U.S.A. and having its princigfice at 4851 Lake Brook Drive, Glen
Allen, VA 23060, U.S. (hereinafter referred to #i§SMED”").

WITNESSETH THAT:

WHEREAS, INSMED has been developing a pharmacdyircaluct known as Insulin-like Growth Factor-1&F-I"), including, but
not limited to, its combination with its Binding®ein 3 (“rhIGF-I/rhIGFBP-3");

WHEREAS, FUJISAWA owns a certain patent rightstiatato IGF-I; and

WHEREAS, INSMED desires to obtain, and FUJISAWAvifling to grant to INSMED, a certain license undeich FUJISAWA patent
rights.

NOW, THEREFORE, in consideration of the mutual pises, covenants and agreements hereinafter skt fmrth parties to this
Agreement mutually agree as follows:

ARTICLE 1. DEFINITIONS

1-1 “AFFILIATE(S)” shall mean any corporation, partnership or othsirtass entity that is controlled by, controls,sounder common
control with a party to this Agreement. For thegmse hereof, “control” shall mean the direct ordfeaial ownership of no less than
fifty percent (50%) of the voting stock or othermavship interest of such corporation, partnershiptioer business entity, or the
possession, directly or indirectly, of the powedigect or cause direction of the management afidigs of such corporation,
partnership, or other business ent

1-2 “COMPASSIONATE USE” shall mean treatment use of an investigational diewy (as described in 21 CFR §312.34) or emergency
use of an investigational new drug (as describetlli€FR §312.36), or such similar use exemptiomftbe need for formal regulatory
approval in the applicable jurisdiction outsidetloé United State:

1-3 “LICENSED PATENT RIGHTS” shall mean (a) the patents and patent applicalistes in EXHIBIT A attached hereto and any
continuations, divisions, reexaminations or reissiereof, and any registration, revalidation tveotequivalents based thereon, and (b)
any patent extensions, and supplementary or conguitary protection certificates or applications #fier based thereo

1



1-4

1-5

1-6

1-7

1-8

1-9

“TERRITORY” shall mean all countries and territories worldwiidevhich LICENSED PATENT RIGHTS having a VALID CLM
exist but excluding Japa

“LICENSED PRODUCT” shall mean any and all finished pharmaceutical pet{d) which contains IGF-1 (“IGF- PRODUCT"),
including, but not limited to, rhIGF-I/rhiIGFBP-3s ¢he therapeutic or prophylactic active ingredam which when developed, made,
used, labeled, promoted, distributed or sold wolold for the license granted hereunder, infringgdaID CLAIM.

“NET SALES” shall mean the gross amounts invoiced by INSMEDaray its AFFILIATE(S) or sub-licensee(s) on acobof sales

of LICENSED PRODUCT used for the TREATMENT of INDATIONS to non-affiliated third parties in the TERRDIRY, less (i)
guantity or cash discounts actually allowed or taKg) freight, postage and insurance invoiceth® customer; (iii) customs duties and
excise, value added and other taxes directly e lat¢he sale to the extent applicable and notlvaisable and not including income t
(iv) amounts repaid or credited by reason of réacbr return of goods with respect to LICENSED HRECT; and (v) third-party
rebates and allowances on account of the sale@ENSED PRODUCT to the extent actually allow

“INDICATIONS” shall mean any and all insulin resistant diabet@isned in the LICENSED PATENT RIGHTS which are
[REDACTED] and (vi) other indications which bothrpas agree from time to time to be included witthie scope of the claims of the
LICENSED PATENT RIGHTS by good faith scientific ategjal judgment

“TREATMENT” shall mean, with respect to a particular indicatiormther medical condition, the cure, reductioftjgation,
preventing, slowing or halting the progress ofpthirerwise management of such indication or medicatition or the symptoms there

“VALID CLAIM” shall mean a claim of any patent or published patpplication within LICENSED PATENT RIGHTS whictak
not been withdrawn, cancelled or disclaimed, aalfinrejected or held invalid by a court of compwtgirisdiction in an unappealed or
unappealable decisio

ARTICLE 2. LICENSE GRANT

2-1

FUJISAWA hereby grants to INSMED a co-excludigense under LICENSED PATENT RIGHTS, to develomke, have made, use,
label, promote, distribute and sell LICENSED PRODUGE the TERRITORY

As used above, the term “co-exclusive” shall méw FUJISAWA reserves the right to manufacture, import, label, promote,
distribute and sell LICENSED PRODUCT in the TERRR®under LICENSED PATENT RIGHTS by itself or thrdugs AFFLIATE
(S) and to grant the similar license as the onatgchto



2-2

INSMED hereunder to one more third party other tRRIMISAWA’s AFFILIATE(S) and INSMED.

INSMED shall be entitled to grant sub-licenseder such license in the TERRITORY to AFFILIATEES)d, with the prior written
approval of FUJISAWA to thi-party(ies), which approval will not be unreasonabithheld.

ARTICLE 3. CONSIDERATION

[REDACTED]

ARTICLE 4. ACCOUNTING

4-1

4-2

4-3

INSMED shall, and shall cause its AFFILIATE@)sub-licensee(s) to, keep true and correct rascoftNET SALES in sufficient detalil
to enable determination and verification of [REDAED] payable to FUJISAWA hereunder and shall deliegFUJISAWA written
statements thereof in such form as FUJISAWA shaliruct on or before the sixtieth (60 day following the end of each calendar
quarter (or any part thereof in the first or laslendar quarter) for said calendar quarter of Algieement and at the same time shall pay
to FUJISAWA, or to whomever FUJISAWA shall otherwigirect in writing from time to time, the amouritsuich [REDACTED)]

shown to be due converted into Japanese Yen or atineency which FUJISAWA otherwise directs frommé to time at the rate of
exchange prevailing on the day of the remittancin@f{REDACTED] in question, by wire transfer to@count in a bank designated
FUJISAWA, or in such other form and/or manner agd BAWA may reasonably request in advar

Any income or other tax which INSMED is requit® pay or withhold on behalf of FUJISAWA with pesct to [REDACTED] payable
to FUJISAWA under this Agreement shall be dedudtedh the amount of such [REDACTED] due; providedwever, that in regard to
any such deduction INSMED shall give FUJISAWA saskistance as may reasonably be necessary to enassist FUJISAWA to
claim exemption therefrom and shall upon request §UJISAWA proper evidence from time to time asht® payment of said taxe

Upon FUJISAWA's request, INSMED shall permitsuecords as referred to in Article 4-1 heredbéoexamined by an independent
certified public accountant, appointed by FUJISA\AA reasonably acceptable to INSMED, to verifyahrount of [REDACTED]
payable hereunder for not more than two (2) previgears. The independent certified public accourdlansen must sign an appropriate
confidentiality agreement or similar document ptmisuch examination. The cost of such examinatf@il be borne by FUJISAWA
except that, if such examination reveals that [REDED], the costs shall be borne by INSMED. Saicejmehdent certified public
accountant shall treat as confident



and shall not disclose to FUJISAWA, any informataiher than information which shall be given to BEAWA pursuant to any
provision of this Agreement.

ARTICLE 5. PATENT WARRANTY AND INFRINGEMENT

5-1

5-2

Nothing in this Agreement shall be construed aseanty or representation by FUJISAWA as to thédigl or scope of an'
LICENSED PATENT RIGHTS

In the event that either party shall becomerawéainfringement of LICENSED PATENT RIGHTS by athjird party in the
TERRITORY, it shall immediately so inform the othmarty. FUJISAWA may, but shall not be obligateditstitute action for any of
such infringement of LICENSED PATENT RIGHTS. Inghévent INSMED shall give all reasonable assistaxcept for financial
assistance to FUJISAWA, and may, if accepted bylIEBAWA, join such suit with its own counsel at it&i0 expense and seek its own
damages and other relief. If FUJISAWA does notitatg any infringement proceedings against saiditharty within ninety (90) days
after confirming that said third party appears éarfringing LICENSED PATENT RIGHTS, then INSMED manstitute such
infringement proceedings against said third patiyseexpense. In such event, FUJIISAWA shall giNeemsonable assistance except for
financial assistance to INSMED and may join suahith its own counsel at its own expense and sexeéwn damages and other
relief. If neither party chooses to join the othety amounts payable by said third party as atre$such proceedings shall belong to
party which has instituted such proceedir

ARTICLE 6. DEVELOPMENT AND MARKETING

6-1

INSMED shall use reasonable commercial effaridevelop and market LICENSED PRODUCT for the IRBITIONS in the
TERRITORY and, upon the request of FUJISAWA, spalimptly provide written information as to its déyement and commercial
activities in that respect in the TERRITORY. FUIMA shall maintain such information in confidencete extent it is and remains
not publicly available and to the extent it is nequired to be disclosed by law or in pursuancangfdispute resolution proceedings
under Article 14 hereof.

INSMED desires to make available pharmaceupoadiuct(s) which contains IGF-I, including, but fimited to, rhIGF-I/rhiIGFBP-3,

for COMPASSIONATE USE in patients for serious omediately life-threatening conditions for which camparable or satisfactory
alternative therapy is available. Accordingly, fife#a [REDACTED] following the Effective Date, FUMSVA receives a written request
for IGF-1 PRODUCT for the COMPASSIONATE USE in atjgat with said conditions in the TERRITORY and adeUJISAWA's
written request to INSMED, INSMED, following a resmble amount of time required to make the IGF-OBRICT, agrees to use its
reasonable commercial efforts, taking into consitien all available pertinent information includisgfety and efficacy issues, to make
IGF- PRODUCT directly available to the physician(®ating



6-3

such patient, in each case only for so long agtlseno ongoing controlled clinical trial in theuwrdry where such COMPASSIONATE
USE is being provided using a LICENSED PRODUCTVitnich the patient would be eligible and only ustich time as an IGF-I
PRODUCT is commercially available.

Upon request by either party after INSMED laun€a LICENSED PRODUCT, both parties hereto stisituss in good faith and agree
on how to determine which sales of the LICENSED PRICT should be included in the NET SALE

ARTICLE 7. INDEMNIFICATION

7-1

7-2

INSMED agrees to defend, indemnify and hold IBAWA, its AFFILIATE(S) and their respective offics employees and agents
harmless from all claims, losses, damages or exgdfirscluding reasonable attorneys’ fees) arising eesult of (a) actual or asserted
violations of any applicable law or regulation WSMED, its AFFILIATE(S) or sub-licensees, espegiabiut not limited to those by
virtue of which LICENSED PRODUCT manufactured, distited or sold shall be alleged or determinede@dlulterated, misbranded,
mislabeled or otherwise not in compliance with applicable law or regulation; (b) claims for bodihjury, death or property damage
(all including compensation for pain and sufferihgsserted) attributable to the manufacture, ithistion, sale or use of LICENSED
PRODUCT by INSMED, its AFFILIATE(S) or sub-licengsgor (¢) a LICENSED PRODUCT recall ordered byoagrnmental agency
or required by a confirmed product failure as reawly determined by the parties her

In case of a claim or indemnification undestAiticle 7, FUJISAWA shall promptly notify INSMED writing and INSMED shall
assume the defense against such claim with coomgelally satisfactory to the parties, provided, boer, that FUJISAWA shall have
the right to retain its own couns

ARTICLE 8. TERM AND TERMINATION

8-1

8-2

This Agreement shall become effective on tHedfive Date and shall, unless terminated eantiecicordance with this Article 8,
continue in force until expiration, revocation nvalidation of the last valid patent within LICENBEPATENT RIGHTS.

FUJISAWA may terminate this Agreement followisigty (60) days written notice (the “NOTICE PERIQIDo INSMED in the event
that (a) INSMED fails to make any payment whicllige under Article 3 hereof, within the NOTICE PERIOr (b) INSMED commits
a breach of any other obligation of this Agreemehich is not cured within the NOTICE PERIOD; or (B)SMED goes into
liquidation, a receiver or a trustee be appointedtie property or estate of INSMED, or INSMED msile®m assignment for the benefi
creditors, and whether any of the aforesaid eveaitthe outcome of the voluntary act of INSMED, tireswise (d) INSMED directly or
indirectly contests the validity «



any LICENSED PATENT RIGHTS or does not, within tii(30) days following execution of this Agreementevocably withdraw an
and all proceedings previously filed attacking ¥hédity of LICENSED PATENT RIGHTS.

8-3 INSMED shall have the right to terminate thiFREEMENT at anytime following sixty (60) days weitt notice of termination to
FUJISAWA.

8-4 Termination of this Agreement shall not affeay rights or obligations accrued prior to the efifee date of such termination,
specifically INSMEL's obligation to make payments according to theipions of this Agreemen

ARTICLE 9. NOTICES

Any notice required by this Agreement shall be $gntegistered or certified air mail or delivereddmurier or transmitted by facsimile
or other electronic means, then confirmed by aiit,tathe following:

To FUJISAWA:

FUJISAWA PHARMACEUTICAL CO., LTD.
4-7, Doshomachi 3-chome, Chuo-ku,
Osaka 541-8514, Japan,

Attn.: Director, Legal Affairs

Facsimile No.: 81-6-6206-7929

To INSMED:

INSMED INCORPORATED
4851 Lake Brook Drive,

Glen Allen, VA 23060, U. S.A.

Attn.: Executive Vice President
Facsimile No.: (804) 565-3510

Such notice shall be effective on the third busiraesy following express mailing or on the day faliog transmission if transmitted by
electronic means. The above address may be chéygsatice to the other party as provided in thisidke.

ARTICLE 10. MISCELLANEOUS

10-1 This Agreement, together with the EXHIBIT A heretonstitutes the entire agreement between thespaglating to the subject mat
thereof. It may not be modified except in writirigreed by both partie!

10-2 In the event further lawful performance okthigreement or any part thereof by either partyl flearendered impossible by or as a
consequence of any law, order or act of any goventror political subdivision thereof having juristion over such party, or by acts
public enemies, war, strikes or other labor disindes, fires, floods, acts of Gods or any causékeobr different kind beyond th



1C-3
10-4

10-5

10-6

10-7

10-8

10-9

control of the parties including acts, omissionslelays of the other party, the parties heretd $leaéxcused from any failure to
perform any obligation hereunder to the extent dadtre attributable to such causes.

This Agreement shall be governed by and interprigteatcordance with the laws of Jap

In case any dispute arises out of this Agreentiee parties will endeavor to settle such dis@rmicably between themselves. In the
event that the parties fail to agree, any suchutiisphall be finally settled by arbitration admiaied by and according to the Rules of
Conciliation and Rules of Arbitration of the Intational Chamber of Commerce by one or more arbitsadppointed in accordance
with said Rules. Such arbitration shall be in tmglish language and shall take place in Richmor&l(W.S.A.) if demanded by
FUJISAWA and in Osaka (Japan) if demanded by INSM

Any waiver on the part of either party heret@ right or interest hereunder shall not implg Waiver of any other right or interest, or
subsequent waive

The illegality, invalidity or unenforceabilityf any clause or part of this Agreement shallaftgct the legality, validity or
enforceability of the remainder. If any such claasgart is found by any competent court or autlydd be illegal, invalid or
unenforceable, the parties agree that they wils8tuie provisions in form as similar to the offémgiprovisions as is possible without
thereby rendering them illegal, invalid or unentable.

INSMED shall not assign, or otherwise transigy right or obligation under this Agreement withthe prior written consent of
FUJISAWA. However, INSMED may assign, or otherwisssfer any right or obligation under this Agreateithout the prior
written consent of FUJISAWA, if (1) such assignmentransfer is accompanied by a sale or othestearof INSMED'’s entire
business or that portion of INSMED’s business whittudes in its entirety the product line relatedhe LICENSED PATENT
RIGHTS and/or LICENSED PRODUCT, (ll) such assigageees in writing to be bound by the terms and itiom3 of this Agreeme!
and (l1) INSMED notifies FUJISAWA in writing prioto such sale or transfe

Neither party shall hold itself out to third pagias possessing any power or authority to enterany contract or commitment
behalf of the other party. It is not intended tthégé Agreement shall be construed under any cirtamee to create any agency, joint
venture, partnership or employer/employee relatign€ach party is an independent contractor obther party

Except as required by applicable laws or rgguris, no public announcement, press releasesolodure to a third party concerning
this Agreement or its terms shall be made by ejplagty hereto without the prior written consent apgroval of the other part



10-10  This Agreement may be executed in any numbeounterparts, each of which shall be deemedigimal but all of such together
shall constitute one and the same instrur

IN WITNESS WHEREOF, the parties hereto have catisisdAgreement to be executed in their names hy ftineperly and duly
authorized officers or representatives as of tiedfif/e Date.

FUJISAWA PHARMACEUTICAL CO., LTD. INSMED INCORPORATEL
/sl Hatsuo Aoki, Ph.D. /sl Geoffrey Allan
Name: Hatsuo Aoki, Ph.L Name: Geoffrey Allar
Title: President and CE Title: Chairman and CE!
8

EXHIBIT 23.1
Consent of Independent Auditors

We consent to the incorporation by reference imdegistration Statement (Form S-8 Registration.[888-39198 and 333-39200)
pertaining to the Insmed Incorporated Employee ISRiarchase Plan and the Insmed Incorporated Stmantive Plan, respectively, of our
report dated January 22, 2004, with respect tetmsolidated financial statements of Insmed Incaeal included in the Annual Report
(Form 10-K) for the year ended December 31, 2003.

/sl Ernst & Young LLP

McLean, Virginia
March 12, 2004
EXHIBIT 31.1

SECTION 302 CERTIFICATION OF PRINCIPAL EXECUTIVE OF FICER

I, Geoffrey Allan, Chairman of the Board and Chiadecutive Officer of Insmed Incorporated, certifat:
(1) I have reviewed this Annual Report on Form 1@Kthe year ended December 31, 2003, of Insmedrporated,;

(2) Based on my knowledge, this report does notainrany untrue statement of a material fact ortamstate a material fact necessary to
make the statements made, in light of the circuntgts.under which such statements were made, nigadisg with respect to the period
covered by this report;

(3) Based on my knowledge, the financial statememd 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, amdtife periods presented in this report;

(4) The registrans other certifying officer and | are responsibledstablishing and maintaining disclosure contamld procedures (as defir
in Exchange Act Rules 13a-15(e) and 15d-15(e)}Heregistrant and have:

(a) Designed such disclosure controls and procsgorecaused such disclosure controls and procsdoree designed under our
supervision, to ensure that material informatidatieg to the registrant, including its consolidhibsidiaries, is made known to us by
others within those entities, particularly durihg tperiod in which this report is being prepared;

(b) [Omitted in reliance on SEC Release No. 33-833847986 Section IlI.E.]

(c) Evaluated the effectiveness of the registradisslosure controls and procedures and presentisi report our conclusions about
the effectiveness of the disclosure controls andgatures as of the end of the period covered byrépiort based on such evaluation;

(d) Disclosed in this report any change in thegegnt's internal control over financial reportitiit occurred during the registrant’s
most recent fiscal quarter (the registrant’s fodigbal quarter in the case of an annual repo#) tfas materially affected, or is
reasonably likely to materially affect, the regasit's internal control over financial reporting;dan

(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 theitacmmmittee of the registrant’s board of direct@spersons performing the equivalent
functions):

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

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

Date: March 12, 2004

/sl Geoffrey Allan

Geoffrey Allan, Ph.D
Chairman of the Board and Ch
Executive Officel



(Principal Executive Officer
EXHIBIT 31.2

SECTION 302 CERTIFICATION OF PRINCIPAL FINANCIAL OF FICER

I, Kevin P. Tully C.G.A., Treasurer and Controltdrinsmed Incorporated, certify that:
(1) 1 have reviewed this Annual Report on Form 1@Kthe year ended December 31, 2003, of Insmedrporated;

(2) Based on my knowledge, this report does notasnrany untrue statement of a material fact ortamstate a material fact necessary to
make the statements made, in light of the circuntgts.under which such statements were made, nistatdisg with 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, amngtfe@ periods presented in this report;

(4) The registrans other certifying officer and | are responsibledstablishing and maintaining disclosure contamld procedures (as defir
in Exchange Act Rules 13a-15(e) and 15d-15(e)jHeregistrant and have:
(a) Designed such disclosure controls and procsgdorecaused such disclosure controls and procedaoitee designed under our
supervision, to ensure that material informatidatmeg to the registrant, including its consolidhibsidiaries, is made known to us by
others within those entities, particularly durihg toeriod in which this report is being prepared;
(b) [Omitted in reliance on SEC Release No. 33-833847986 Section IlII.E.]

(c) Evaluated the effectiveness of the registragiisslosure controls and procedures and presenttsi report our conclusions about
the effectiveness of the disclosure controls andgutures as of the end of the period covered Byrdipiort based on such evaluation;

(d) Disclosed in this report any change in thegsggnt's internal control over financial reportitigat occurred during the registrant’s
most recent fiscal quarter (the registrant’s fodigbal quarter in the case of an annual repo&) tfas materially affected, or is
reasonably likely to materially affect, the regasit's internal control over financial reporting;dan

(5) The registrant’s other certifying officer antldve disclosed, based on our most recent evatuatimternal control over financial
reporting, to the registrant’s auditors and theitacmmmittee of the registrant’s board of direct@spersons performing the equivalent
functions):

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

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

Date: March 12, 2004

/sl Kevin P. Tully

Kevin P. Tully C.G.A.
Treasurer and Controlls
(Principal Financial and Accounting Office
EXHIBIT 32.1

CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Annual Report on Form 10fKrsmed Incorporated (the “Company”) for the pdrending December 31, 2003
as filed with the Securities and Exchange Commiseinthe date hereof (the “Report”), I, Geoffreyafi, Ph.D., Chairman of the Board and
Chief Executive Officer of the Company, certify rpuant to 18 U.S.C. § 1350, as adopted pursugh®@s of the Sarbanes-Oxley Act of
2002, that:

(1) the Report fully complies with the requiremeotsSection 13(a) or 15(d) of the Securities ExgwAct of 1934; and

(2) the information contained in the Report faphesents, in all material respects, the finan@aldition and result of operations of the
Company.

/sl Geoffrey Allan, Ph.D.

Geoffrey Allan, Ph.D
Chairman of the Board ar
Chief Executive Office
March 12, 200:

A signed original of this written statement reqdit®y § 906 of the Sarbanes-Oxley Act of 2002 hanlprovided to the Company and will be
retained by the Company and furnished to the Séesiand Exchange Commission or its staff uponesgu
EXHIBIT 32.2



CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2002

In connection with the Annual Report on Form 10fKrsmed Incorporated (the “Company”) for the pdrending December 31, 2003
as filed with the Securities and Exchange Commiseinthe date hereof (the “Report”), I, Kevin PllfuTreasurer and Controller (Principal
Financial and Accounting Officer) of the Compangrtify, pursuant to 18 U.S.C. § 1350, as adoptedyant to § 906 of the Sarbanes-Oxley
Act of 2002, that:

(1) the Report fully complies with the requiremeotsSection 13(a) or 15(d) of the Securities ExgwAct of 1934, as amended; and

(2) the information contained in the Report faphesents, in all material respects, the finan@aldition and result of operations of the
Company.

/sl Kevin P. Tully

Kevin P. Tully C.G.A.

Treasurer and Controlli

(Principal Financial and Accounting Office
March 12, 200

A signed original of this written statement reqdit®y § 906 of the Sarbanes-Oxley Act of 2002 hanlrovided to the Company and will be
retained by the Company and furnished to the Séesiand Exchange Commission or its staff uponesgu
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