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PART I

We may from time to time make written or oral “fang-looking statements”, including statements camdd in our filings with the
Securities and Exchange Commission (includingAlnisual Report on Form 10-K and the Exhibits hegetd thereto), in our reports to
stockholders and in other communications. Suctestants give our current expectations or forecasfature events; they do not relate
strictly to historical or current facts. One careiatify these forward-looking statements by useasfisrsuch as “may,” “could,” “should,”
“would,” “believe,” “anticipate,” “estimate,” “expe ct,” “intend,” “plan,” “projects,” “outlook” or sim ilar expressions. In particular, these
include statements relating to our beliefs, plasigectives, goals, future actions, prospective pais or product approvals, future
performance or results of current and anticipatedducts, the outcome of contingencies, such ad ggaeedings and financial result
These statements are based upon the current bahefgxpectations of management and are subjesigtdficant risks and
uncertainties. Our actual results may differ maty from those set forth in the forward-lookingitements. Forward-looking statements
involve certain risks and uncertainties that aréjeat to change based on various factors (manyhi¢hvare beyond our control). Factors
that could cause or contribute to differences im actual results include those discussed in Itemutder the section entitled “Risk Factors,”
as well as those discussed in Item 7 under théogseentitled “Management’s Discussion and Analyi§inancial Condition and Results of
Operations” and elsewhere throughout this Annugb&eon Form 10-K and in any other documents incoaped by reference. We
undertake no obligation to publicly update forwdobking statements, whether as a result of newrimddion, future events or otherwise. You
are advised, however, to consult any further disgtes we make on related subjects in our 10-Q aKd&ports to the Securities and
Exchange Commissio

ITEM 1. BUSINESS
BUSINESS OVERVIEW

On December 1, 2010, we completed a business catidninvith Transave, Inc. (referred to as “Mergemnbughout this document),
a privately-held, NJ-based pharmaceutical Companyded on the development of differentiated, andvative inhaled pharmaceuticals for
the site-specific treatment of serious lung infesi. Under the terms of the merger agreement,ddspaid off all of Transave's $7.8 million
debt, and issued (on a pre-reverse stock-splishapproximately 25.9 million shares of Insmed camratock, and approximately 91.7
million shares of Insmed Series B Conditional Catilse Preferred Stock and cash consideration 6fL$80 in exchange for all of the
outstanding capital stock of Transave. Of the ®dilllon shares of Series B Conditional ConvertiBleferred Stock, 17.6 million shares w
retained by us as security for any indemnificafiayments required pursuant to the merger agreen@mtMarch 1, 2011, all of our shares of
Series B Conditional Convertible Preferred Stockensonverted into shares of our Common Stock, onesfor one basis, following the
approval of such conversion by our shareholdesssptecial meeting of our shareholders held on Mar@911. On March 2, 2011, we
completed a one for ten reverse stock split ofommmon stock. Unless otherwise noted, the peesiraounts in this 10-K give retroactive
effect to the reverse stock split for all periodsgented.

After giving effect to the Merger, former Transateckholders have approximately a 46.7% equityré@stein the combined
Company (on an as-converted, fully diluted basis}] legacy Insmed Incorporated shareholders h&2e386 equity interest. The shares
retained by us pursuant to the merger agreemeptdgimately 1.76 million shares of common stocleaffiving effect to the conversion of
the Series B Conditional Preferred Stock and theefon10 reverse stock split of our common stoci) lve delivered on June 12, 2012,
subject to reduction for any indemnification paynsdoeing made under the merger agreement.

We are a pharmaceutical Company and following teedinber 1, 2010 merger, have expertise in propyieddvanced liposomal
technology designed specifically for inhalationduttelivery. Our proprietary liposomal technologydesigned specifically for delivery of
pharmaceuticals to the lung and we believe it glesifor potential improvements to the conventiomiadlation methods of delivering drug to
the pulmonary system. These potential advantagdsde improvements in efficacy, safety and patemvenience. Our primary focus is
orphan markets with high unmet medical needs whielbelieve presents a significant opportunity hesrtchallenge and complexity best fit
our knowledge, know-how and expertise.

Our strategy is to utilize our patented advanceadsiomal technology to develop safe and effectivdiomees that improve upon
standards of care for those orphan respiratonades®in which patient needs are currently unmatir@tial primary target indications are
Pseudomonas aeruginosa (hereafter referred toeasl®®onas) lung infections in cystic fibrosis (@Bjients and patients with non-
tuberculous mycobacteria (NTM) lung infections.

Our lead product candidate, ARIKACE™ (liposomal kaain for inhalation), is a differentiated, inhalaatibiotic supported by
positive Phase 2 results for treating serious lnfertions due to susceptible bacteria. AlthoudtACE is considered a New Chemical
Entity (NCE) by the U.S. Food and Drug AdministoatiFDA) due to its patented liposomal technoldfg, key active ingredient, amikacin,
is an FDA approved antibiotic with proven efficanythe treatment of gram-negative infections. Aciéas in the aminoglycoside class of
antibiotics.

We believe that ARIKACE has potential usage ireast two orphan indications (CF patients who haeigomonas lung infections
and patients who have NTM lung infections) bothhwathigh unmet-need. We estimate the global maxdntial for these two orphan
indications to be over $1 billion combined.

For CF patients, we believe ARIKACE has the potdrit be differentiated from other marketed drumstifie treatment of chron



Pseudomonas lung infections due to its abilityativeér high, sustained levels of amikacin dire¢tythe lung, potentially providing
sustained improvement in lung function and improgatin patient symptoms with only once a day dosegimen. In phase 2 clinical
studies ARIKACE was shown to improve lung functlmsth during and between treatment periods in pestieith cystic fibrosis and could
potentially be the first inhaled antibiotic to hepaoved for once-daily administration.

The Company has orphan drug designation for Clepiatithat have Pseudomonas lung infections in thetiunited States and the
European Union.

For NTM lung infections, the Company filed an intigational new drug (“IND") application with the FDfor initiating Phase 3
clinical trials in the first quarter of 2011. Iddition, the Company plans to file for orphan ddegignation for NTM lung infections in both
the United States and the European Union by theoé2@11.

Our current priority is to conduct Phase 3 stuthieginning in 2011 for ARIKACE in the treatment of Qatients with Pseudomonas
lung infections and patients with NTM lung infect®do We believe we have the financial resourceglamdlinical and regulatory expertise to
advance ARIKACE through Phase 3 development andbappfor these two current target indications.

In addition to the ARIKACE program, we have a seatany proprietary program, IPLEX™. Under the profaig IPLEX protein
platform, while drug supplies last, we plan to ntaiim an expanded access program for amyotroplecalsclerosis (ALS), also known as |
Gehrig's disease. In July 2009, due to the sateiofPLEX manufacturing facility in March of thggar, we announced that Insmed would
cease the supply of IPLEX to any new patients ttseove inventory for existing ALS patients and tiha Company would not initiate further
clinical trials with IPLEX in the near term. We albave provided IPLEX for an early stage researolgnam investigating retinopathy of
prematurity (ROP) through an IPLEX Material TramsAgreement with Premacure in Sweden. Sufficierargity of IPLEX has been
supplied to Premacure to complete a Phase 2wiiath they are conducting. The Company intendstyae the ongoing data collected for
these indications, and assess the overall viatufithe IPLEX development program in 2011. We ently expect that our supply of IPLEX
will be exhausted in the third quarter of 2011.

ARIKACE - Our Lead Product Candidate

We believe that ARIKACE has the potential to bdatiéntiated from other marketed drugs for the tregt of chronic lung
infections due to its ability to deliver high, saisted levels of amikacin directly to the lung, anthimize the serum levels of amikacin
compared to IV administration, which may reducepbtential to cause side effects, such as ototigxéid nephrotoxicity. In addition,
ARIKACE may be more convenient to administer, ds @telivered once daily compared to the curremtfyrketed inhaled antibiotics, which
require administration two to three times daily.

We believe that ARIKACE has the potential to betfar differentiated because the liposomal delivtechnology may allow
ARIKACE to reach the site of the lung infection teetthan other aminoglycoside antibiotics. Foatireg pseudomonas lung infections in CF
patients, ARIKACE has been shown, in vitro, to gestte the bacterial biofilm, a protective barrieogluced by pseudomonas, whereas the
other aminoglycoside antibiotics have not been shtmnpenetrate the biofilm effectively. This medmat ARIKACE may reach the site of
the Pseudomonas infection in the lung better tharother aminoglycoside antibiotics. For NTM lunfgctions, ARIKACE has been shown
to be potentially preferentially taken up by thecnogphages. Since NTM is an intracellular pathogeis,may allow Arikace to reach the site
of the NTM lung infection better than other aminagiside antibiotics.

In phase 2 studies in CF patients with Pseudomiomgsinfections ARIKACE has been shown to providstained improvement in
lung function, including improving lung function ttoduring and between treatment periods in patieftts cystic fibrosis and could
potentially be the first approved inhaled antiliidt be administered once-daily.

The data from our completed randomized, placebdrolded Phase 2 clinical trial program in CF patgeewith Pseudomonas lung
infections indicated that ARIKACE, delivered at@sé of 560 mg once daily via an optimized, invegtanal eFlow® Nebulizer System for
28 consecutive days, demonstrated superior clibieakfit compared to placebo as measured by signifiand sustained improvement in |
function and reduction in Pseudomonas density. bhéigfit was sustained over multiple cycles asmfeskin a long-term, multi-cycle, open-
label study. In addition, ARIKACE was wetblerated with overall adverse events reportedasistent with those expected in a populatio
CF patients receiving inhaled medicines.

Our primary focus is to advance ARIKACE through &#8 clinical studies for CF patients with Pseudeasdung infections and
patients with NTM lung infections.

We plan to commence patient accrual to Phase 8stofl ARIKACE for CF patients with Pseudomonasglimfections during the
second half of 2011 to support potential approirathe United States and the European Union. dnithited States, the main primary
efficacy study (Phase 3 clinical trial) will coasbf a randomized, double-blind trial in which ABRCE will be compared to placebo for one
28-day treatment period plus a 56 day off treatnpeniod in approximately 300 subjects. The primamgpoint is time to pulmonary
exacerbation over the 84 days. In the EuropeaniJitihere will be a randomized, double-blind Phaggal comparing ARIKACE to an
approved competitive product, inhaled tobramycintson (TOBI®), in approximately 300 subjects. Ti@mary endpoint will be change in
pulmonary function (FEV-1) measured at the enchefdff period following the third treatment cyclbput six months) after three 28 day on
treatment and three 28 day off treatment cyclestieRts from both of the primary efficacy studia8 then be consented to receive ARIKA!
in an open label safety and tolerability studyddotal of at least six cycles (about one yeatyadtment. Some patients may receive Arikace
for up to two years in an open label manner. Téyeddements of these study designs and regulatihshave been agreed to with the
FDA and the European Medicines Agency (EMA). Wanpio conduct each of the Phase 3 trials in mel@pluntries.



In the NTM indication we filed an IND application &nter Phase 3 in patients with NTM lung infecticluring the first quarter of
2011. Assuming we achieve agreement with FDA,menid to initiate patient accrual to a Phase 3gfla controlled trial in the second half
of 2011. We anticipate the trial design havingienpry endpoint related to the reduction in the Npthogen with trial duration of three
months of treatment in approximately 100 subjegliefved by an open label trial of three months.

The overall product profile that we are workingdtevelop for ARIKACE may potentially lead to a diféatiated inhaled antibiotic
treatment which could result in: (1) improved edfiy resulting from sustained deposition of druthmlung, penetration of Pseudomonas
biofilm and facilitated drug release (virulencettas), and for NTM, enhanced uptake into macrophagbéere NTM often grows; (2)
decreased side effects and improved tolerabil@yréduced dosing frequency; and (4) decreasednasimaition time.

According to the Cystic Fibrosis Foundation, CFeaf$ roughly 30,000 children and adults in the &thiBtates and roughly 70,000
children and adults worldwide. According to then§many’s sponsored analysis conducted by SDI Healthenore than 30,000 patients
visited physician offices suffering with NTM lungseéase in the United States during 2008.

In addition to CF and NTM, we believe that ARIKAQ®E&S potential to be used for treating other tygeonoditions, such as non-CF
bronchiectasis characterized by Pseudomonas aesagiang infections, for which we also have orptiarg status in the United States.

We believe the Company has the financial resowanésthe clinical and regulatory expertise to adeaiRIKACE through Phase 3
development and approval for our two current tanggitcations. Our initial intention is to retain rkating rights for ARIKACE in the United
States and retain marketing or co-marketing rightsurope although we have the option of seekiligemsing partner for commercialization
if we choose to do so. Because of the highly cotmated nature of the prescribing population, wieele ARIKACE™ will require limited
commercial infrastructure (e.g. less than 50 sapresentatives in the United States) which maplerthe Company to achieve profitability
sooner after market launch than an indication tb@aiires a large internal commercial infrastructure

Market Opportunity: Cystic Fibrosis Patients with Pseudomonas aeruginosa Lung Infections

Cystic fibrosis (CF) is an inherited chronic dise#isat is often diagnosed before the age of twocofding to the Cystic Fibrosis
Foundation, CF affects roughly 30,000 children addlts in the United States and roughly 70,000dcéii and adults worldwide (The
Company has orphan drug designation for CF patiatshave Pseudomonas lung infections in botltliteed States and the European
Union.) Among other issues, CF causes a thickkgtinucous to develop in and clog the lungs, cngadin ideal environment for various
pathogens, such as Pseudomonas, to form and grfaeting the lung and leading to inflammation aossl of lung function.

Despite extensive treatment with multiple antilistimproved nutrition, and other treatments, difpectancy of a CF patient is only
about 36 years. Deterioration in lung functiothis main cause of death in these patients andtddsgst efforts, lung function declines by
to 3% annually with some patients experiencingramual decline of 10% or more. (Liou et al, JourmiaCystic Fibrosis 9 (2010) 250-256)

According to the Cystic Fibrosis Foundation (Pdtieagistry, 2009), over half of all CF patients d&®seudomonas lung infections
by age 18. Patients generally receive extensitibiatic treatments which can be delivered viadhal, intravenous and inhaled
routes. Antibiotics delivered via inhalation hadxecome part of standard treatments for CF patigittsPseudomonas lung infections and are
generally thought to be a way to deliver more dtirgctly to the site of infection compared to othautes of administration. However, in ¢
because of the thick sticky mucous these patieoduge in their lungs, CF patients seldom cleaPbeudomonas permanently from their
lungs and they become chronically infected in spitall currently available antibiotic treatments.

CF therapy significantly impacts patients’ qualifylife. Some patients with CF presently spendap hours per day taking
medications and other treatments, including inhal&tibiotics. The current most commonly used iatiantibiotic in the U.S. is administel
twice daily over 30-40 minutes per day for 28 dipfowed by a 28 day period "off drug". This cydé"on" and "off" treatment is repeated
in a chronic pattern. We anticipate that ARIKACH We administered once daily for approximatelyrBiutes per day for 28 days followed
by 28 days off the drug. Any inhaled treatment tieduces the treatment burden of a CF patiendomyresent a significant breakthrough in
improving the patient's quality of life. A once lyashorter treatment could lead to better compkaacd potentially better efficacy.

Because current marketed inhaled antibiotics dgoraduce an improvement in lung function as meakshyeForced Expiratory
Volume in one second (FEV-1) that lasts during2Bealay off treatment periods, CF thought leadeve teegun to recommend more
aggressive inhaled antibiotic treatment for CFguat by using a different class of inhaled antibiwt the off month with the goal of better
maintaining lung function. It is anticipated tlaminoglycosides including ARIKACE if approved wibntinue to be recommended as core
therapy in the on-month due to their establishéecdfeness against Pseudomonas.

The global CF market for inhaled antibiotics is esigd to experience significant growth in the rfee years from about $400
million today. Expected growth in the market ieda:

Physicians moving to alternating regimens every tmas opposed to giving patients holidays on adtiermonths;
Physicians initiating inhaled antibiotics at earbtages;

CF patients living longer; and

Standard of care in the rest of the world contigumadvance closer to that of the EU and US.

As mentioned above, CF patients produce and havéldup of mucus in their lungs. In addition, Pdemnonas organisms creat



biofilm within the mucus, which acts as a barrisstpcting the bacteria from direct attack by awtiiois. Current belief is that this
biofilm barrier is charge negative and since cotieg@al aminoglycosides antibiotics are charge pasitt is believed that they are attractel
the surface of the biofilm, and therefore havetiiability to penetrate it, preventing effectivasd levels of the drug from getting to the
bacteria. In addition, many studies have shownniaketed drugs delivered via inhalation often hawvery short residence time in the lung
and are cleared rapidly into the blood stream.

We believe that the proprietary liposomal technglogon which ARIKACE is based, which utilizes ligithat occur naturally in the
lung, may make it possible for the antibiotic teemome the Pseudomonas protective physical bapiesented by the CF patient's own
mucus and by the bacterial biofilm. We believe tha charge-neutral surface of the liposomes irsedr patented liposomal formulation
allows them to penetrate the negatively chargefilini@nd deliver the drug near the bacteria encagédn. We have conducted in vitro
experiments, which demonstrate that ARIKACE lipossmpenetrate into both human CF sputum and thérbiof Pseudomonas macro-
colonies. We believe getting the FDA approved aatity, amikacin, in close proximity to the bacteeiahances the antimicrobial effect of
ARIKACE because virulence factors secreted fromtéingeted bacteria have been shown to facilitedeatease of amikacin from the
ARIKACE liposomes once they have penetrated thélivipa “Trojan Horse” type of effect. In other wis, by causing the liposomes to leak
once ARIKACE is inside the biofilm, the drug iseaked where it is needed most, near the bactadattaus, the bacteria participate in their
own potential destruction. (Meers et al, Jourdadmtimicrobial Chemotherapy (2008) 61, 859—868)

Evidence to date leads us to believe that the isgstdevels of drug in the lung reduces dosingdetpy, thereby easing a patient's
treatment burden and potentially improving pati@rmpliance. Maintenance of the antibiotic aboeettiterapeutic level (minimal level of
drug needed to kill Pseudomonas) between dosesitsayncrease efficacy and decrease the potentighé development of resistant strains
of bacteria. In preclinical animal studies, thsidence time of drug in the lungs from inhalatiéM&IKACE was significantly longer than
that from inhalation of amikacin solution or tobrgein solution; the half-life of antibiotic in thehg was increased by more than 100 times
with the use of ARIKACE.

The second part of our delivery technology, suppgrthe Company patented liposomal formulation, is the statéhefdrt nebulize
which we believe represents a competitive advandage the nebulizer that was approved for use bycthrrent inhaled antibiotic market
leader. ARIKACE will be administered once dailyavwhhalation using an optimized, investigationdb&f® Nebulizer System developed by
PARI Pharma GmbH. We believe the optimized, ingasibnal eFlow® Nebulizer System significantly vegs treatment time, thereby
easing the patient's treatment burden and potinitiaproving patient compliance. The patented eFMebulizer System uses eFlow
Technology to enable highly efficient aerosolizataf medication including liposomal formulationga vibrating, perforated membrane
which includes thousands of specially designed ldsled holes, which aids the delivery of ARIKAGE the lung. We believe that
compared to other nebulizer systems, eFlow Teclgyasignificantly more efficient by deliveringvary high density of active drug, a
precisely defined and controlled droplet size, ardgh proportion of respirable droplets deliveired relatively short period of
time. Combined with its quiet mode of operatianadl size, light weight, and battery use, we badie¥low Technology reduces the burde
taking daily, inhaled treatments.

Insmed plans to commence patient accrual to Phasgd®s of ARIKACE for CF patients with Pseudom®hang infections during
the second half of 2011 to support potential apaloin the United States and the European Union.

Market Opportunity: Non-tuberculous Mycobacteria Lu ng Infections

Non-tuberculous mycobacteria (NTM) lung infectiaras cause severe pulmonary disease for which #nereurrently limited
effective treatments. NTM may be considered ta lseusin of tuberculosis (TB), but not contagiodd:M is found in the environment, e.
soil and water, and can lead to serious infectittresmost common of which occur in the lung. Maepple have NTM in their bodies, but it
does not normally cause a problem and lead tofaction as it is believed the bodies self regutatinmune system usually successfully
combats the threat of NTM infection. It is not quetely understood why some individuals are susiolepto NTM infections. However, the
patients affected often are immune-compromiseletitne they become infected.

Mycobacteria are intracellular organisms that irevadd multiply chiefly within macrophages. Theg aharacteristically resistant to
most antibiotics. NTM lung infections usually ate@nic conditions that can lead to frequent exaatishs and lengthy hospital stays.

According to a Company sponsored analysis condumnte®DI| Healthcare, more than 30,000 patientsadsithysician offices
suffering with NTM lung disease in the United Ssatleiring 2008. There were between 14,000 and @5afients who had a hospital visit
a primary diagnosis of NTM. The average age ofehgatients was about 66. About two-thirds ofNA®M patients received at least one
antibiotic and of those receiving an antibiotiegythreceived between 7 and 8 courses in 2008.

We believe the unmet need for new therapies i€meéty high. Patients are often treated with theesantibiotics that are used to
treat TB. Current treatment usually consists nfity multi-drug antibiotic regimens that are ofgmorly tolerated and not very effective,
especially in patients with severe disease orasahwho have failed prior treatments. Few clinidals are under way to identify treatment
recommendations, and no new antibiotics have bssgsaed for treating NTM lung infections in muliiter, randomized clinical trials for
many years.

Amikacin, in the currently approved formulation.edanot have an FDA approved indication for NTM lumigctions, but is often
recommended as part of the standard treatment eegfion some NTM patients. It is delivered mostly mtravenous administration, but
sometimes via inhalation. Since the drug is dediddor months at a time, there can be considetakleity associated with treatment due to
the high systemic (blood) levels of the drug, whieim lead to ototoxicity (ear) and renal toxickydfey).

We believe that ARIKACE has an attractive profiletieating patients with NTM because of the abitifyARIKACE to be taken u



inside lung macrophages which harbor invading degas such as NTM. In addition, we believe thatdbpot effect of ARIKACE
in the lung and lower level of systemic exposumnpared to intravenous amikacin may provide additido@nefits to these patients, and
reduce the oto and renal toxicity.

The Company filed an IND with the FDA for NTM lumgfections to initiate Phase 3 clinical trials fretfirst quarter of 2011. In
addition, the Company plans to file for orphan ddegignation for NTM lung infections both the UxitStates and the European Union by
end of 2011.

Market Opportunity: Non-CF Bronchiectasis Patientswith Pseudomonas aeruginosa Lung Infections

Although CF and NTM are the current primary indicas for ARIKACE, we believe Non-CF bronchiectasfers another potential
market opportunity. Non-CF bronchiectasis isr@oss pulmonary condition characterized by localizereversible enlargement of the
bronchial tubes. Accumulation of mucus in the lotortleads to frequent infections, which causesamfhation and further reduces lung
function in these patients. Patients evolve tbramic inflammation-infection cycle. Disease burdes primarily been linked to productive
cough and high levels of sputum (lung mucus) prtdoc

It is estimated about 30% of non-CF bronchiectpattents are infected with Pseudomonas. When breckasis patients become
infected with Pseudomonas, they tend to have mrerpiént exacerbations and hospitalizations anchare frequent users of antibiotics.

ARIKACE randomized, placebo-controlled Phase 2ictihtrial results in which the drug was administéonce daily for 28 days
demonstrated an improvement in time to pulmonapcerbations/reduced need for anti-Pseudomonaserégaiment, a decrease in
Pseudomonas Log CFU's and a decrease in frequéoygh with expectoration. The study also revediat ARIKACE was well-tolerated
with adverse events consistent with underlying olrdung disease in bronchiectasis patients. Retia the 560 mg cohort had a slightly
higher frequency of dry cough than those in the @80cohort, but the cough was of short duratiors s&lf-limiting, and did not result in any
physician choosing to discontinue a patient fromttral.

The Company has orphan drug designation in theedr8tates for non-CF bronchiectasis patients tmat Pseudomonas lung
infections.

While we believe there is a significant opportunidydevelop ARIKACE for non-CF bronchiectasis, wertbt intend to initiate
further clinical studies until we have completed Bhase 3 studies for the first two indications p@gents with Pseudomonas lung infections
and NTM lung infections.

IPLEX

Our other proprietary protein product, IPLEX (mexrasin rinfabate, recombinant DNA origin, injectipmhich is a complex of
recombinant human IGF-1 and its binding proteinBBF3 (rhIGF-1/rhIGFBP-3), has been studied asatnrent for several serious medical
conditions.

IPLEX is typically administered as a once-daily sutaneous injection, which can restore and main@if1 at physiologically
relevant levels. The binding protein, rhIGFBP-3egxis the residence time of IGF-1 in the bloodthinbound state, we believe IGF-1 is
inactive and remains so until delivered to targstues in the body where it is released and becbiokxjically active.

We continue to evaluate IPLEX as a treatment ftir®pathy Of Prematurity (“ROP”) and Amyotrophiateral Sclerosis (“ALS"),
but are not conducting clinical trials or spendamgresearch and development. In the ALS indicatierare working with patients in the U.S.
and Europe as part of our Expanded Access Prodt&)( In the ROP indication, we have supplied IRUE Premacure AB is located in
Sweden. Premacure has initiated, under their coati at their cost, a Phase 2 multicenter trinlRé.EX in the ROP indication using the
IPLEX already supplied to them, which they beliévsufficient to complete the Phase 2 trial. Weehbgen informed by Premacure that five
infants have been recruited into the trial to dathey plan to accrue up to 95 patients in ordeyetib80 evaluable patients.

Expanded Access Program for Patients in the U.Sddfurope with ALS

ALS is a progressive neurodegenerative diseaseatffeats nerve cells in the brain and the spinad.cdMotor neurons reach from the
brain to the spinal cord and from the spinal corthhervate muscles throughout the body. The sxjve degeneration of the motor neurons
in ALS patients eventually leads to death. Whenrtiotor neurons die, the ability of the brain titiate and control muscle movement is
lost. With voluntary muscle action progressivelfieeted, patients in the later stages of the dis@asy become totally paralyzed. IGF-1 has
been shown to be highly neurotrophic and normatiyutates in the body bound with its natural chaper, BP3. It is believed that IPLEX,
which is a complex of IGF-1 and BP3, increaseshti&life of IGF-1 in the bloodstream, allowingtd circulate in the body longer and
affording a greater opportunity for IGF-1 to crdisse blood-brain barrier and utilize its neurotrap@ualities in the area where it could prove
most effective.

At the request of the Italian Ministry of Healthewestablished an EAP in Italy to provide IPLEX twygicians for use in their patiel
with ALS. The request came as a result of sev&téhn Court rulings ordering the Italian Natiorééalth System to provide IPLEX to
specific ALS patients who have petitioned the Coditirough an agreement with Cephalon, which hpltent rights in the European Union
to IGF-1 as it relates to the treatment of ALS, we hawenhable to provide IPLEX to physicians in Italy aedeive payment for the drug, o
cost recovery basis, from the Italian Health Auifies. In November 2009, through an agreement Gitmentech Inc. and Ipsen Inc., we were
allowed to develop IPLEX on a royalty free basistfee rest of the world. Although we are not adthar directly pursuing any such
controlled clinical development at this time instltirea, we are gathering uncontrolled data on At&igh our ongoing Expanded Acci



Program.
IPLEX and ROP

ROP is a disease in which the small blood vessdlsa back of the eye, the retina, grow abnormalhs disorder primarily affects
premature infants weighing abou£2 4 pounds, or 1250 grams, or less that are bdioréd81 weeks of gestation (a full-term pregnanay &
gestation of 3842 weeks). The smaller a baby is at birth, the rlikedy that baby is to develop ROP. This disordehjch usually develops
both eyes, is one of the most common causes c&Misss in childhood and can lead to lifelong wisimpairment and blindness.

Today, with advances in neonatal care, smallemaoied premature infants are being saved. Theremgm@ximately 3.9 million infants
born in the U.S. each year; of those, about 28y@€igh 23/ 4 pounds or less. It is estimated that 14,00®aBpf these infants are affected
by some degree of ROP. Of these, 1,100-1,500 m&amiually develop ROP that is severe enough tanemedical treatment and 400-600
infants each year in the US become legally blindnflROP.

The most effective proven treatments for ROP aserltherapy or cryotherapy. Laser therapy "burrsydihe periphery of the retina,
which has no normal blood vessels. With cryotherapysicians use an instrument that generatesifrgézmperatures to briefly touch spots
on the surface of the eye that overlie the peripbéthe retina. Both laser treatment and cryotpgidestroy the peripheral areas of the retina,
slowing or reversing the abnormal growth of blo@dsels but destroying some side vision. Both l@eatments and cryotherapy are
performed only on infants with advanced ROP anth bhatatments are considered invasive surgeriee@pyte, and doctors don't know the
long-term side effects of each.

In an earlier clinical study of 84 gestational ag&tched premature infants with or without ROP,rtteman serum IGF-I was
significantly lower in those with ROP than withd®©OP, and a relationship was found with the severfitROP. This finding that the
development of ROP is associated with low level&adt-I after premature birth suggest the replacdrné&iGF- to physiological levels four
in utero might prevent the disease by allowing redrmascular development.

We have supplied IPLEX to Premacure AB which isated in Sweden. Premacure has initiated, underc¢baetrol and at their cost, a
Phase 2 multicenter trial for IPLEX in the ROP ation using the IPLEX already supplied to therhicl they believe is sufficient to
complete the Phase 2 trial. We have been inforngd@remacure that five infants have been recruiteglthe trial to date. They plan to acc
up to 95 patients in order to get 80 evaluablecpadi

IPLEX and Short-Stature Market

In the past, we were focused on development anmdrezrcialization of IPLEX for the treatment of gréwfailure in children with
severe primary IGF-1 deficiency. IPLEX was appiebby the FDA for treatment of severe primary IGHeficiency in December 2005 and
was commercially launched in the second quart@006. As a result of our settlement agreement Wtttica, Inc. and Genentech, Inc.,
discussed below, we have withdrawn IPLEX from thisrket.

In December 2004, Tercica (now Ipsen) and Gener{temli Roche) filed patent infringement suits agaussin the U.S. District
Court for the Northern District of California andlthe United Kingdom at the High Court of Justi€bancery Division, Patents Court. In
these cases, Tercica and Genentech alleged tithigtian and use of IPLEX infringed claims in cemtdl.S. and European patents, owned by
Genentech and licensed to Tercica, directed to mastbf using rhiIGF-1/rhiIGFBP-3 and methods of poaay rhIGF-1 and IGFBR- In Junt
2006, Tercica also filed an unfair competition sginst us in the U.S. District Court of the Eastistrict of Virginia, claiming that we
disseminated misleading statements to the markeadrinection with our marketing of IPLEX.

On December 6, 2006, a jury in the U.S. Districu@dor the Northern District of California fountat we infringed patents held by
Tercica and Genentech and awarded damages of $iiidhras an upfront payment and a royalty of 15fqoast sales of IPLEX below $100
million and 20% for past sales of IPLEX above $ifi0ion.

On March 5, 2007, we reached a settlement agreesnelitig all litigation with Tercica and Genentedtursuant to the agreement
agreed to cease sales and marketing of IPLEX ittlited States and agreed to withdraw our Européairketing Authorization Applicatior
IPLEX. We continue to provide IPLEX to named patgewith ALS in Italy and the rest of Europe undar Expanded Access Program. The
agreement also gives us the right, through a wade\development partnership with Tercica and Geradmtto market IPLEX for condition:
related to shorstature. These indications include severe ingekistance and myotonic muscular dystrophy, amdingrs. The developme
partnership includes provisions that give us a $0%re of profits and reimbursement for 50% of dgwelent costs if either Tercica or Ger
exercises opin rights for marketing of IPLEX in any of thesew@ndications that we develop. In addition, agt phthe settlement agreem
Tercica and Genentech waived the damages awardiz fpyry in the patent infringement suit from theS. District Court for the Northern
District of California. The settlement agreemergvents us from actively pursuing worldwide deveh@nt activities for this indication.

INSM-18 and rhiIGFBP-3 - Oncology Programs

INSM-18 and rhIGFBP-3 are two additional developireandidates of Insmed and could be primarily itigased for the treatment
of cancer. We believe both INSM-18 and rhIGFBBre promising potential novel treatments for @egp of cancer types. Preclinical moc
demonstrate that both treatments interact witH@tesystem to reduce tumor growth. We are novaltipursuing the development of either
of these products at this time and have outlicetisedights of INSM-18 to Napo Pharmaceuticalsdiabetes and to TriAct Inc. for other
INSM -18 indications. Due to the high cost oflgian the oncology area, we would need to iderdifyartner to co-develop rhiIGFBP-3.

CISPLATIN Lipid Complex



Inhaled Cisplatin Lipid Complex is a novel sustaifrelease formulation of cisplatin in a lipid-basminplex designed specifically
for administration via inhalation for cancers affieg the lung. It is in pre-clinical developmemidawe are not actively pursuing development
at this time. We have recently out-licensed thbtado Eleison Pharmaceuticals, a privately-helch@any focused on developing compounds
for orphan indications.

RESEARCH AND DEVELOPMENT
Development Program

We are developing ARIKACE liposomal amikacin fohafation for use in the treatment of gram-negaitifections of the lung, and
for the treatment of pulmonary mycobacterial infens. The development plan includes the treatroERseudomonas and Burkholderia
cepacia (B. cepacia) infection of the lungs ingrat with CF, and patients with NTM lung diseadee Tompany initiated non-clinical
development of liposomal amikacin for inhalatior2B00, and continued with optimization of the fofation to develop ARIKACE with the
perspective of having a commercial product withgbtential for enhanced safety, efficacy and corerae for patients. Pre-clinical
development of ARIKACE was initiated in 2006 andswihe basis of the US IND filing in May 2007. Trelg development of ARIKACE
has been partly funded under grants from the C¥himsis Foundation.

ARIKACE is a sterile aqueous liposomal dispersionifihalation via nebulization using an optimizenestigational eFlow®
nebulizer system. ARIKACE is comprised of amikasiffate encapsulated in liposomes composed ofrdifmylphosphatidylcholine
(DPPC) and cholesterol.

The ingredients of ARIKACE were selected to maxieilze potential therapeutic effects and stabilftthe product. Lipids are the
major constituents of pulmonary surfactant. Timgle most prevalent compound in pulmonary surfadtatie di-saturated phospholipid,
DPPC, which makes up about one-third of lung stafstgphospholipids. The principal neutral lipidpnimonary surfactant is
cholesterol. The ARIKACE liposomes are comprisétho lipids, DPPC and cholesterol. The lipids usethe liposomes of ARIKACE are
the same as those found in the surfactant lay#éreoiungs and are therefore biocompatible, andkelylito be associated with significant
adverse effects.

The electrically charge neutral liposomes of ARIKR&hield the entrapped cationic amikacin therehyimmizing electrostatic
interaction of the drug with the negatively chargedtum/biofilm within the lung of CF patients. i§kelectrostatic binding accounts for an
approximately 50% decrease in bioavailability dfated tobramycin (Hunt et al., 1995). The liposqaeticles of ARIKACE were found to
be small enough to penetrate and diffuse througtuspinto the bacterial biofilm deep in the lungdaleposit drug in close proximity to the
bacterial colonies thus improving the bioavaildapibf amikacin. In addition, there are Pseudomatexssed virulence factors (rhamnolipids)
which release amikacin from liposomes. Througls¢hmechanisms, it is believed that relatively kighcentrations of drug can accumulate
locally at the bacterial macro-colony environmenigl thus enhance bacterial killing. (Meers et@lydal of Antimicrobial Chemotherapy
(2008) 61, 859-868)

Cystic Fibrosis

CF is a genetic disease resulting from mutatiores230kb gene on chromosome 7 known as the CHitimbrane conductance
regulator (CFTR). There are more than 1,000 nutatknown to cause CF. Study subjects with CF fasinpathological changes in a
variety of organs that express CFTR. The lungdraguently affected, the sequelae being chrorfections and airway inflammation. The
principal goal of treatment of subjects with CRdsslow the chronic deterioration of lung function.

CF occurs primarily in individuals of central anéstern European origin. In the United StatesQid82 the median predicted age of
survival rose in 2009 to about 36 years, up frony@2rs in 2000 (Cystic Fibrosis Patient RegistB09®. The median predicted age of
survival is the age by which half of the current B&tient Registry population would be expecteditwise, given the ages of the patients in
the registry and the distribution of deaths in 2008e Eurocare CF Registry has confirmed approtéim@9,000 CF patients, with an
estimated 37,000 patients with CF in Europe (Datagnted at NACFC, 2007).

Bronchial infections with Pseudomonas are a maase of morbidity and mortality among patients v@fh. A major factor in the
respiratory health of CF subjects is acquisitiotofonic Pseudomonas infections. The infection watie Pseudomonas increases with age,
and by age twenty-four almost 80% of CF subjecthéUS are infected. Pseudomonas grows in malomies with biofilm-like
characteristics in the hypoxic environment of thepissated (process of thickening due to, for exanaghydration) mucus of CF patients.

A major contributor to the significant increasdifa expectancy is improved antibiotic treatmenthbfonic respiratory tract
infections in CF subjects (Goss and Rosenfeld, pa64vell as improved nutrition and earlier diageos

Therapies for Cystic Fibrosis

Pseudomonas is susceptible to several wide speetntifsiotics, notably aminoglycosides. Aminoglyicies are an important class
of antibiotics for the treatment of CF becauseheirtbroad antimicrobial activity and concentrataependent bactericidal activity (Lacy et
1998; Lortholary et al., 1995; Zembower et al., 8R9ntravenous antibiotics were originally used treatment of chronic infections
associated with CF and are still used for pulmomacerbations. Ototoxicity and nephrotoxicity esenmon adverse events (AE) associi
with the use of intravenous aminoglycosides andeteffects are related to plasma drug levels (Mittgeclercq and Tulkens, 1999).



The current standard of care in the U.S. for theagament of chronic Pseudomonas infection in stsjeith CF includes the use of
suppressive therapy with inhaled tobramycin (TOBI®&)haled tobramycin, 300 mg, administered twickag for cycles of 28 days followed
by 28 days off drug was shown to reduce Pseudonmaiasy counts, increase FEV1 % predicted, reduwspitalizations, and decrease
additional antibiotic use (Ramsey et al., 1999)ghHevels of tobramycin can be attained in theglwith relatively low systemic exposure
with inhaled drug compared to intravenous tobramy¢iiowever, patients must be dosed twice a daggproximately 15-20 minute
inhalation sessions per dose.

There are two main obstacles to effective and saé#¢ment. First, high-level multi-drug antibiotiEsistance complicates eradication
of such strains from the bronchial secretions ofp@ftents and second, there is limited penetraifanti-infectives into the sputum/biofilm
matrix and availability of the drug at the locatioithe microorganism is suboptimal. Aminoglycasahtimicrobial agents, such as amikacin
and tobramycin, are cornerstones of CF therapyelew due to this high-level resistance, largectféite exposures of these drugs are
required. Unfortunately, the intravenous dosesleddo achieve such exposures can be nephro- aftdat (Schentag et al., 1978; Smith et
al., 1978).

With ARIKACE, high lung and sputum concentratiohattare sustained for prolonged periods, with liiofienetration, are potenti
advantages over other aminoglycoside solutiongfwalation. We believe possible improvements oabaled tobramycin would be to
potentially increase the potency of antibacteridivity and efficacy of drug in the off-treatmergnnd to decrease the frequency of
administration, reduce the administration time, tmunprove quality of life.

We have been granted orphan drug designation igand EU for ARIKACE in CF.
Non-Tuberculous Mycobacterial Lung Disease

The non-tuberculous mycobacteria are ubiquitodkérenvironment. The pulmonary disease causebdsetorganisms has features
that overlap with tuberculosis, but disease definitan be more complex as recovery of a singlatisdrom the airway secretions does not
necessarily indicate disease. In contrast to tutbests, there is no convincing evidence of persepdrson spread. It appears that the
prevalence of human disease attributable to thegnisms over the past 2 decades is increasinmdpary disease due to NTM was
traditionally reported as primarily upper lobe fibavitary disease occurring in male smokers witpleyaema. More recently, certain disease
and demographic populations seem to be particutardgeptible to nodular bronchiectatic pulmonasgdse with predominant infection of
anterior aspect of the mid-lung. In CF, the premak of NTM (~75% Mycobacterium avium complex [MARD% M. abscessus) in the
lower airways is 13%, and increases with age. Bideaucasian women without apparent predisposimglitions have been reported with
increasing frequency to have pulmonary diseaseceged with MAC, and one community pulmonary pregtieported this to be a prominent
cause of chronic cough with infiltrates. Signs agohptoms of NTM pulmonary disease are variableranspecific. They include chronic
cough, sputum production, and fatigue. Less contynomalaise, dyspnea, fever, hemoptysis, and weagst can also occur, usually with
advanced NTM disease. Evaluation is often comg@atdy the symptoms caused by co-existing lunggdise These conditions include
chronic obstructive airway disease associated swithking, bronchiectasis, previous mycobacteriagass, CF, and pneumoconiosis. (Ol
et al 2003. Am J Resp Crit Care Med 167(6): p82B-34

Treatment guidelines for patients with MAC lungedise in the recently published ATS/Infectious DéssaSociety of America
(IDSA) consensus document were based primarilynaailsuncontrolled or non-comparative studies ingrds with predominantly severe or
recalcitrant MAC disease. There remains a lackuffcsently powered, prospective clinical trialsveed at the treatment of pulmonary MAC
disease. There were no sufficient clinical trfaklspulmonary M. abscessus upon which to basenresatt recommendations; the guidelines
drugs which may be effective based on either i\susceptibility or efficacy shown in skin andtdifsue infections. Many of the drugs
used in these prolonged, multi-drug regimens apeesive and poorly tolerated It is clear from siagite studies that more effective, less-
toxic therapeutic options are needed.

Amikacin solution for parenteral administratiorais established drug that is effective against &®aof NTM. However, its use is
limited by the need to administer it intravenoushd by toxicity to hearing, balance, and kidneycfion.

In the case of bacterial infections of the lung, itthalation route of administration is advantageover the intravenous route in that
the aminoglycoside is delivered directly to theeefisite with neither significant systemic absapthor the associated systemic
toxicities. Disadvantages of aerosolized aminoggyae solutions include rapid clearance from lusgue, which necessitates frequent dosing
(Geller et al., 2002) and the length of time regdito inhale sufficient amounts of drug. Both @astplace a high daily treatment burden on
patients and may limit patient compliance. Thipdomal amikacin for inhalation (ARIKACE) was déyged to overcome these limitations.
We are planning to file for orphan drug designaframthis indication.

ARIKACE Non-clinical Program

In addition to the release of drug in uninfectethmnary tissue, amikacin is released from ARIKAGESpecific factors present in
the infected airways of CF patients. Sputum coreptgconcentrated at the sites of infection anldnmiation in the CF lung release
amikacin from liposomes. In vitro studies showleat incubation of ARIKACE with sputum from CF patie led to an enhanced release of
amikacin when compared to incubation with salifiéis finding suggests that there are componengpitum of patients which can enhance
the release drug in vivo. Other in vitro studibewsed that the supernatant obtained from a cutiiRrseudomonas originating from a CF
patient released ~50% of the amikacin from ARIKA@Eer four hours. It was also shown that virulefezetors (rhamnolipids) derived from
Pseudomonas released amikacin from ARIKACE liposome concentration-dependent manner. These fisdnggest that the
microenvironment around bacteria may further featii release of amikacin near the infecting organis

Therefore, it is proposed that the relatively higimcentrations of drug that can be delivered lgdaltthe bacterial macrocolol



environment are the basis for the predicted efficfcARIKACE.

Results from the nonclinical evaluation of ARIKAGEmMonstrate: (1) High concentrations of drug &modited in the lung, and
high levels are sustained for prolonged period#) Weiw serum concentrations, (2) ARIKACE penetra@é&ssputum and biofilm, (3)
ARIKACE exhibits antipseudomonal activity in vitro andin vivomodels, including against resistant isolates (4)lence factors secreted
Pseudomonas facilitate the release of amikacin #&HKACE, (5) ARIKACE hasin vitro activity that is superior to amikacin solution
against different strains of NTM, and (6) data fremaluation of ARIKACE in toxicology studies suggehat there should not be
any important safety issues in patients adminigt@i@IKACE at 560 mg daily for up to three monthsisecutively, and possibly longer.
Also, neither ARIKACE nor its predecessor formuat(SLIT™ Amikacin) showed evidence of toxicitytime standard battery of genetic
toxicity studies. A carcinogenicity study with ARMCE is ongoing.

ARIKACE Clinical Program

Liposomal amikacin for inhalation has been evaldatea series of Phase 1 healthy volunteers, andafients (The predecessor
SLIT™ Amikacin formulation), and ARIKACE ™ in Phageclinical studies, in Cystic Fibrosis (CF) andBchiectasis (BR) patients.

Cystic Fibrosis Program

105 subjects were enrolled in two double-blindcplzo controlled Phase 2 studies in CF patients etithnic infections due to
Pseudomonas. The European study (TR02-105) wapleted in February 2008, and the US study (TRO02-#@6 completed in June 2009.

Both studies were conducted in CF patients > 6syehiage chronically infected with PseudomonadieRes received via inhalation
70, 140, 280, 560 mg dose of ARIKACE or placebdydar 28 days. Overall, all doses administeredeodaily were well tolerated. There
were no unexpected adverse events (AE) and thenenweedifferences between the groups in overadsraf AEs. The AEs were consistent
with underlying CF diseases, although there wasradttoward mild to moderate dysphonia in the 5¢0dwse group. There were no
appreciable changes in acute tolerability and therg improvement in oxygen saturation. Patierdsiving ARIKACE demonstrated supet
clinical benefit vs. patients receiving placebdefie was a statistically superior and sustainedatézh in Pseudomonas density, including
mucoid strains (~2.0 log reduction; p=0.021), almically meaningful and statistically significaavidence of clinical benefit as measured by
improvement in respiratory symptoms of CFQ-R- Regpry Scale (67% on ARIKACE improving vs. 36% daqebo). Patients receiving
560 mg of ARIKACE demonstrated improved lung fuaotbver baseline while patients on placebo declowext time. A statistically
significant treatment effect of relative changé&EV1 of 12.3%(p=0.003) was observed at one mori#r dfscontinuing study drug. Patients
receiving ARIKACE had prolonged time to exacerbat{ean = 45.3 days), as compared to placebo (Mezh5 days). There were dose
proportional and high levels of amikacin achiewaedhie sputum with low systemic exposure.

Pharmacokinetic and pharmacodynamic analyses deératetsstatistically significant correlations beemechange in FEV1 and do
and Pseudomonas aeruginosa CFU and dose at dbys27,, and 28 of the trial (p<0.05).

In addition, protocol TR02-105 was extended aspandabel study to include a long term safety dfidaey follow-up of six repeat
28 day cycles of 560mg ARIKACE and 56 days off gtddug. The study was completed in November 2@hd, final data analysis is
underway. 49 patients have been enrolled and 48npsitcompleted 6 cycles (18 months). Interim data 41 patients who had completed 5
cycles was presented at the October 2010 North isareCystic Fibrosis (“NACF”) Conference. OversfdRIKACE 560 mg administered
once daily for 5 cycles was well tolerated and destrated adverse effects that were consistentthvitbe expected in a population of CF
patients. At the end of the treatment period efftfih cycle, FEV1 was increased by 12.0% abowelae (p=0.0002). The improvement in
lung function was sustained at the end of two meoffistudy drug, as shown by an increase in FENA. %% (p=0.018).

We believe the safety and efficacy data from thaset? studies demonstrate that ARIKACE administere daily is generally s
and well tolerated in CF patients, and there idevte of clinical and microbiologic benefit, pantarly at the 560 mg dose. This is the bases
for the launch of the Phase 3 program for globgisteation of ARIKACE in the treatment of Pseudorasiinfections in CF patients.

Non-Tuberculous Lung Disease Program

Data obtained from in-vitro testing of ARIKACE Meur different strains of Mycobacterium avium coexhlnd M. abscessus, have
demonstrated dose response with ARIKACE and supadiivity to free amikacin. We have received gpogse to our Pre-IND application
for ARIKACE in the treatment of NTM Lung Diseasedamave since submitted an IND to launch a Phasedy ©f ARIKACE in CF and
non-CF patients with non-tuberculous mycobactduiad) disease.

We believe that the safety and efficacy data obthfnom the Phase 2 studies of ARIKACE in CF and-@& patients with chronic
lung disease and pulmonary infections, and thegatioical data summarized to date, serve as theslfasdurther development of ARIKACE
in patients with lung disease and infection witltrmtorganisms susceptible to amikacin.

We are launching a Phase 3 program for treatmeNTdf lung disease in CF and non-CF patients.

Bronchiectasis Program

In addition to the CF trials summarized above, ARGE has also been studied in patients with Non-@nBhiectasis (BR) and
chronic infection with Pseudomonas. This study e@spleted in May 2009. Study subjects receivedKdTE or placebo on study days 1

through 28 and completed follow-up assessmentsigir@ay 56. This Phase 2 placebo controlled stigaigonstrated safety, tolerability and
clinically meaningful efficacy of ARIKACE in thegatment of chronic Pseudomonas infection in-CF patients with BR



ARIKACE 280 mg and 560 mg, administered once d@ity28 days was safe and well tolerated. The AEgeveonsistent with
underlying chronic lung disease in BR patientser€hwas no evidence of renal-ototoxicity. Patients in the 560 mg Cohort @gpto have
slightly higher frequency of dry cough post adnti@ison than in the 280 mg Cohort. Cough was ofstiuration, and self-limiting. One
patient discontinued due to dysphonia and cough.

There was a statistically significant reductioriPgeudomonas density observed in the 560 mg ARIKA@EVsS. placebo. Patients
receiving ARIKACE experienced fewer pulmonary exaetions (4.7%) vs. those receiving placebo (10.5k9 patients in the ARIKACE
group required anti-pseudomonas rescue treatmatd &bP6 of patients in the Placebo group requiredtment. Greater frequency of any
cause hospitalization was noted in the Placebopy(618%) vs. ARIKACE group (2.3%). Patients reaejVARIKACE demonstrated
sustained superior clinical benefit vs. patienteidng placebo as measured by improvement in Rafespiratory Symptoms, and Quality of
Life assessment.

While we believe there is a significant opportundydevelop ARIKACE for non-CF bronchiectasis, wertht intend to initiate
further clinical studies until we have completed fhase 3 studies for the first two indications p@tents with Pseudomonas lung infections
and patients with NTM lung infections.

MANUFACTURING
ARIKACE

ARIKACE is manufactured by a third party contragganization using the technology developed andhdpéd within Insmed. The
contract organization is familiar with complex fastations such as ARIKACE, and has the facilitied aquipment to support the further
development and commercialization of the prodddte facilities meet cGMP requirements for the Earianufacturing of the finished
product. An active program is underway which evidadhe facility requirements for commercial praitut

IPLEX

We previously manufactured our own supply of IPL&X rhIGFBP-3 at the Boulder, Colorado, manufantufacility. The transfer
of the Boulder facility to Merck removed our intatnPLEX production capability. We believe, howeviirat we have sufficient inventory of
IPLEX to support subjects currently receiving IPLEXhe U.S. and Europe into approximately thedtljuarter of 2011. We have no plan
this time to pursue a manufacturing arrangementHbEX with a third party. If we were to pursuechuan arrangement, the production
process would likely require significant investmant could take 12 to 18 months once an accepitisibieparty is identified.

INTELLECTUAL PROPERTY
Patents and Trade Secre

Our success depends in part on our ability to raairgroprietary protection surrounding our prodeantdidates, technology and
know-how, to operate without infringing the propais rights of others, and to prevent others frafninging our proprietary rights. Our
policy is to seek to protect our proprietary pasitby filing U.S. and foreign patent applicatioetated to our proprietary technology,
including both new inventions and improvements»aéting technology, that are important to the depeatent of our business, unless this
proprietary position would be better protected gsiade secrets. Our patent strategy includesr@htapatent protection, where possible, on
compositions of matter, methods of manufacturehoug of use, treatment, dosing and administraggimrens, and formulations. We also
rely on trade secrets, know-how, continuing tecbgiglal innovation, in-licensing and partnership ogpnities to develop and maintain our
proprietary position. Lastly, we monitor third pas for activities that may infringe our propristaights, as well as the progression of third
party patent applications that may have the paétticreate blocks to our products or otherwiserfere with the development of our
business. We are aware, for example, of U.S. matant corresponding international counterpartsiealby third parties that contain claims
related to treating lung infections using inhaletit@iotics. If any of these patents were to be d@sdeagainst us we do not believe that our
proposed products would be found to infringe anidweaim of these patents. Any conclusions regaydhon-infringement and invalidity are
based in part on a review of publicly availableati@ises and other information. There may be infoomaot available to us or otherwise not
reviewed by us that might change our conclusidviereover, the scope and validity of patent claimsdetermined based on many facts and
circumstances, and in a litigation, a court maghea different conclusion on any given patent cltian the conclusions that we have
reached. Also there is no assurance that, if wessthor are required to seek a license, a licenapyt@f these patents would be available t
on acceptable terms or at all.

Reflecting our commitment to safeguarding proprietaformation, we require our employees and cdiasit$ to sign confidentiality
agreements. Furthermore, we enter into researgegnts in which we exchange proprietary mateaiadsinformation with collaborators
including material transfer agreements, researcbeagents, development agreements and clinicalagisdements. These agreements pro
unauthorized disclosure of our proprietary inforimat To the extent that our consultants, contraoto collaborators use intellectual prope
owned by others in their work for us, disputes ragge as to the rights in related or resulting kifmw and inventions. We also seek to
preserve the integrity and confidentiality of oataland trade secrets by maintaining physical ggafrour premises and physical and
electronic security of our information technologgg®ms. While we have confidence in these indivgluarganizations and systems,
agreements or security measures may be breaclstdjeamay not have adequate remedies for any breach.

Despite our efforts to protect our proprietary mfiation, unauthorized parties may attempt to okdaith use our proprietary
information. Policing unauthorized use of our piefary information is difficult and the steps wavie taken might not prevent
misappropriation, particularly in foreign countrigbere the laws may not protect our proprietariitsgas fully as do the laws of the Uni



States.

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

The patent positions of companies like ours aregdly uncertain and involve complex legal, techhiscientific and factual
guestions. Our ability to maintain and solidify quoprietary position for our technology will dekeon our success in promptly filing patent
applications on new discoveries, and in obtainiffigcéive claims and enforcing those claims oncentgd. We focus special attention on fil
patent applications for formulations and deliveagimens for our products in development to furiidrance our patent exclusivity for those
products. We seek to protect our proprietary teldgyoand processes, in part, by contracting withemployees, collaborators, scientific
advisors and our commercial consultants to en$iateany inventions resulting from the relationship disclosed promptly, maintained in
confidence until a patent application is filed gmdferably until publication of the patent applioat and assigned to us or subject to a right to
obtain a license. We do not know whether any ofawn patent applications or those patent applioatibat are licensed to us will result in
the issuance of any patents. Our issued patentthasd that may issue in the future, or those $iedrto us, may be challenged, narrowed,
invalidated or circumvented or be found to be ifdral unenforceable, which could limit our ability stop competitors from marketing
related products and reduce the term of patenégtion that we may have for our products. Neithemar our licensors can be certain tha
were the first to invent the inventions claimeaiur owned or licensed patents or patent applicatibnaddition, our competitors may
independently develop similar technologies or digié any technology developed by us and the rigffatsted under any issued patents may
not provide us with any meaningful competitive ambéges against these competitors. Furthermorepbec# the extensive time required for
development, testing and regulatory review of @ptal product, it is possible that any relatecepaitmay expire prior to or shortly after
commencing commercialization, thereby reducingattheantage of the patent to our business and preduct

We own or license rights to several issued pat@mispending patent applications in the U.S. argbteral foreign applications, which
are foreign counterparts of many of our U.S. pate@ur patent portfolio includes patents and paieptications with claims relating to
compositions and methods of treating lung infectiorhe patent positions for ARIKACE (liposomal aatin for inhalation), our product
candidate for treatment of lung infections, andEXL_our product candidate for treatment of retirtbgaf prematurity (ROP) and
amyotrophic lateral sclerosis (ALS), are describebbw:

« We own U.S. Patent No. 7,544,369 (issued June @9)2Q0.S. Patent No. 7,718,189 (issued May 18, p@bd pending U.S. a
foreign patent applications that cover the ARIKAC&mposition and its use in treating lung infectiomeluding Pseudomon:z
aeruginoszand nor-tuberculosis mycobacteri

« Through an agreement with PARI Pharma GmbH, we bai@ense to U.S. and foreign patents and appiicathat cover the eFlc
®Nebulizer Systen

« We have rights to several U.S. patents relatinght® composition, production, antibodies and methotisise for IPLEX an
rhIGFBP-3. In addition, foreign counterparts tee thbovereferenced U.S. patents have issued or are perigsug in majc
pharmaceutical markets, such as the European UGmmada and Japz

« We also own pending U.S. and foreign patent apjitina that cover the composition and use of ouplatm-lipid-comple>
technology.

As part of the development of ARIKACE and IPLEX wave filed or may file patent applications relateesiew production methoc
improved formulations, new medical uses and nevingaggimens in the United States and in many efrtiajor international pharmaceutical
markets. As with any pending patent applicatibeyé can be no assurance that any of these applisatill issue in the United States,
European Union, Canada, Japan or in any other pouttere we decide to file for protection. Thelgoacan be no assurance that a
subsequent U.S. or foreign patent will later belhvallid and enforceable.

Individual patents extend for varying time periat#pending on the effective date of filing the pasgplication or the date of patent
issuance, and the legal term of the patents icdhatries in which they are obtained. Generallyept issued in the U.S. are effective for:

« the longer of 17 years from the issue date or 20syffom the earliest effective filing date, if thatent application was filed prior
June 8, 1995; ¢

« 20 years from the earliest effective filing dafehie patent application was filed on or after J8n&995.

The term of foreign patents varies in accordandh miovisions of applicable local law, but typigail$ 20 years from the earliest
effective filing date.

The U.S. Drug Price Competition and Patent Ternmtd®ason Act of 1984, more commonly known as thédHaVaxman Act,
provides for an extension of one patent, known datah\Waxman statutory extension, for each new chemiuilyeto restore a portion of tf
patent term lost while awaiting premarket governtregproval from a regulatory agency. However,tteximum extension is five years and
the extension cannot extend the patent beyond d# yem New Drug Application approval. Similar exsions are available in European
countries, known as supplementary protection ¢eaté extensions, Japan and other countries. Hawaeewill not know what, if any,
extensions are available until a drug is approiredddition, in the U.S., under provisions of thesBPharmaceuticals for Children’s Act, we
may be entitled to an additional six month peribgatent protection for completing pediatric claistudies in response to a FDA iss!



Pediatric Written Request before said exclusivigrgire. An additional Orphan Drug Exclusivity (whiwas enacted before the
Hatch Waxman Act) prohibits approval of genericiespf an orphan drug (an orphan drug is a drug f@re disease or condition) (both r
drug and biologics), and delays approval of a sec@ompany’s version of the orphan drug even ifsiseond Company submits a full NDA
containing a new set of safety and effectivenegsstigations to the FDA for that drug, for seveange The seven year period reflects the
time it will take to recover the cost of developiag orphan drug from sales of such drug in theddn@tates. The exclusivity only applies to
the disease or condition for which the approvedydvas designated. The seven year exclusivity gerdm be extended for an additional six
months by pediatric study.

License Agreement

We consider from time to time the license of irgetual property that we feel may be important smdbvelopment and
commercialization of our products. The agreem#raswe have entered into are subject to earlyitextion upon material breach by us. Our
ability to maintain licensure under these agreementiependent on our ability to meet the obligegidefined in these agreements and
although we take steps to ensure compliance wélptbvisions of these agreements, we cannot atgirthe licensors will not take dispute
with our actions and will seek to terminate theeggnents.

We currently have a licensing agreement with PARAifha GmbH for use of the optimized eFI®Nebulizer System for delivery
ARIKACE in treating patients with cystic fibrosistonchiectasis, and non-tuberculosis mycobacteféciions. Insmed has rights to several
U.S. and foreign issued patents, and there aresfgiatent applications involving improvements te ¢fflow® Nebulizer System. In
consideration of this agreement, PARI shall recpi@gments either in cash, qualified stock or a doatibn of both totaling approximately
$4.5 million based on achievement of certain milestevents including Phase 3 trial initiation, NBéceptance and regulatory approval of
ARIKACE together with royalty payments on commelsiales of ARIKACE.

We also currently have the following licensing agaments for IPLEX and rhIGFBP-3 development ircgla

« In November 2008 we gained RoyaRyee Worldwide Rights for IPLEX from Tercica (nopskn) and Genentech in connection
potential expanded access ALS progra

« In March 2007, we were granted a license or sulieeas applicable to patents held by Tercica amg@ech to develop IPLEX
certain medical indications in the United Stated fameign territories, as discussed earlier in #eistion;

« In April 2005, we were granted a non-exclusiven®e to certain proprietary manufacturing technolfsggn Avecia Limited;

« In January 2004, we were granted a non-exclustensie to patent rights pertaining to the use of1GRerapy for the treatment
extreme or severe insulin resistant diabetes frajis&wa Pharmaceutical Co., Ltd.; €

« In November 1998, we were granted a mowlusive license to certain proprietary manufanturtechnology from Brookhawvi
Science Associates, LL!

We have also entered into an out-licensing agreemitim Eleison Pharmaceuticals granting Eleisonsige rights to patent
applications covering our cisplatin-lipid-complechnology.

Third Party Patents
Third parties hold U.S. and foreign patents thay l& construed as being directed to a compositimyuction and use of inhaled

antibiotics and rhIGF-1, rhIGFBP-3, IPLEX and redonant proteins generally. We are not aware ofatgnts that would pose an obstacle
to our potential commercialization plans for ARIKECIPLEX or rhiIGFBP-3, should we decide to do ¥de can provide no assurance,
however, that a third party would not assert a moptposition in the future, for instance in thentaxt of an infringement action. Likewise,
we cannot predict with certainty the outcome ofrsa@roceeding. In the event of a successful cgainst us for infringement or
misappropriation of a third party’s proprietaryhig, we may be required to:

« pay damages, including up to triple damages andtther party’s attorneys’ fees, which may be suti&h

« cease the development, manufacture, marketingaad§&products that infringe the proprietary rigbf others;

« expend significant resources to redesign our priostuthat it does not infringe the proprietary tgybf others;

- develop or acquire noimfringing proprietary rights, which may not be pitde and would require additional clinical trigdsic
regulatory approvals

« redesign our product to avoid infringing on thirary proprietary rights, which may result in sigeégit regulatory delays associc
with conducting additional clinical trials or oth&teps to obtain regulatory approval;

« obtain one or more licenses from third partiestf@ infringed proprietary rights, which may not deailable to us on accepta
terms or at all



Furthermore, litigation with any third party, eviéithe allegations are without merit, would likdg¢ expensive and time-consuming
and divert our attention.

In 2007, we settled patent infringement litigattmought against us by Tercica and Genentech. Aspthe settlement agreement,
we entered into a Consent Judgment and Permarjanttion in the United States District Court foetNorthern District of California. If ot
settlement agreement with Tercica and Genentegnrignated, the Consent Judgment and Permanemichign against us will survive
termination, which could have a material adverseceébn our business, financial condition and rissof operations.

Trademarks

In addition to our patents and trade secrets, we filed applications to register certain trademsarkthe U.S. and/or abroad,
including INSMED, ARIKACE, and IPLEX. At present] af the U.S. trademark applications for these ksdrave been either registered or
approved by the U.S. Patent and Trademark OfficeNwotices of Allowances and have been issued. We hBso received foreign allowant
or issued foreign registrations for certain of thasarks. Our ability to obtain and maintain traddaragistrations will in certain geographical
locations depend on making use of the mark in coroenen or in connection with our products and apakof the trademarks for our
products by regulatory authorities in each country.

COMPETITION

The biotechnology and pharmaceutical industrieshagkly competitive. We face potential competitbram many different areas
including commercial pharmaceutical, biotech and@ecompanies, academic institutions and scientigher smaller or earlier stage
companies and non-profits organizations developmtginfective drugs and drugs for respiratory dises. Many of these companies have
greater human and financial resources and may fraekict candidates in more advanced stages of a@weint and may reach the market
before our product candidates. Competitors magld@vproducts that are more effective, safer, éepensive, or that have better tolerability
or convenience. We may also face generic compgtithere third party payers will encourage uséhefgeneric products. While we believe
that our formulation delivery technology, respirgtand anti-infective expertise, experience andMedge in our specific areas of focus
provide us with competitive advantages, these pialetompetitors could reduce our commercial opyaity.

Major Competitors

Our major competitors include pharmaceutical amdeahnology companies mainly based in the U.S.ihaé approved therapies
or therapies in development for the treatment obiit lung infections. Most of these competitars Bocused on the Cystic Fibrosis market
for their lead indication. Inhaled antibiotics arstandard of care in the treatment of CF to mariag chronic Pseudomonas infections due to
the high concentrations of drug deposited dirdctiy the lung. We are not aware of any other camgsacurrently developing an inhaled
antibiotic for non-tuberculous mycobacteria lunfgations.

Inhaled tobramycin (TOBI®) was the first inhaledibiotic solution to be approved by the FDA and basn sold in the US since
January 1998 and is currently marketed by Novafi®BI® is administered for 15 to 20 minutes twdagly and continues to dominate the
treatment landscape as the first line standardua im most countries.

A second inhaled tobramycin (Bramitob®) has alserbapproved and is marketed in several Europeanmtiies by
Chiesi. Additionally, specialty pharmacies in theited States compound generic tobramycin origyni@tmulated for I.V. use and sell it for
inhalation purposes.

Forest Laboratories markets inhaled colistin (Cgloim®) in Europe including the U.K. and Irelandol@mycin is used in Europe
primarily as an adjunct therapy and in some casesm@imary therapy. Colistin is not approvedifdraled treatment in the U.S., but it is
frequently used off label for patients that caruns TOBI® and for more severe patients in the affith alternating with TOBI® in an
attempt to maintain lung function in patients wihe deteriorating on TOBI® alone.

Gilead Sciences received approval from the FDACfayston (Aztreonam for inhalation) in early 2010was launched in the
United States that same year with less convenieaettimes per day dosing over about 10 minutéstah. Gilead received conditional
approval for Cayston in Europe during Septembe®20lhe approval is for one cycle of treatment dimhyted to adult patients.

Market data on marketed competitors as reportethéyndividual companies is summarized below:
Competitor Indication Product Class of Product 2010 Global Sale:

(in millions)

CF Patients with
Pseudomonas Lung TOBI® (Tobramycin

Novartis Infections Inhalation Solution Aminoglycoside Marketed $ 27¢
CF Patients with Cayston®
Pseudomonas Lung (Aztreonam for Inhalation
Gilead Infections Solution) Monobactan Marketed $ 48
CF Patients with Colomycin®
Pseudomonas Lung  (Colistimethate Sodium Marketed in
Forrest Infections for Inhalation) Polymixin Europe only Not Reportec

CF Patients with
Pseudomonas Lur Bramitob® (Tobramycin



Chiesi Infections Inhalation Solution Aminoglycoside Marketed Not Reportec

Examples of competitive therapies in developmecititie inhaled antibiotic products to treat chramispiratory infections due to
Pseudomonas. These include dry powder tobramychdvartis, levofloxacin by Mpex, dry powder ciplafacin by Bayer, liposomal
ciprofloxacin by Aradigm, liposomal tobramycin byéntis, and a combination of fosfomycin/tobramyioinGilead. Therapeutic antibodies
are also being developed to treat Pseudomonastéeions by other potential competitors includialobios and Kenta Biotech. Although
therapeutic antibodies are potential competitdws garly studies conducted by Kalobios are usiagettompounds as
adjunctive/complimentary therapy to an inhaledlzatic.

While our product will have to compete with sevarfithese products that have current sales andrigstof effective and safe use
and may have to compete with other products theairadevelopment, we believe that our formulatiechnology, significantly higher
efficiency and patient convenience of the optimie&tbw Nebulizer System, respiratory expertiseetbgr with our experience and
knowledge in our specific areas of focus providevith an important competitive advantage for oadi@roduct candidate, ARIKACE. We
intend to compete by developing ARIKACE to be datiéntiated inhaled antibiotic treatment with tteggmtial for (1) improved efficacy
resulting from sustained deposition of drug inltieg, penetration of Pseudomonas biofilm and fedéd drug release (virulence factors),
enhanced uptake into macrophages, where NTM ofiengg (2) decreased side effects and improvedabikty; (3) reduced dosing
frequency; (4) decreased administration time; &dypproval to include treating CF patients withdhhiing disease (FEV-1 % Predicted of
>75%) where currently approved products are notamal for this use.

Government Regulation
FDA Approval Process

In the U.S., pharmaceutical products are subjeektensive regulation by the FDA. The Federal F@rdig, and Cosmetic Act a
other federal and state statutes and regulatian&rg, among other things, the research, developnesting, manufacture, storage,
recordkeeping, approval, labeling, promotion andkeizng, distribution, post-approval monitoring amgborting, sampling, and import and
export of pharmaceutical products. Failure to cognwgith applicable U.S. requirements may subjecbanBany to a variety of administrative
or judicial sanctions, such as FDA refusal to apprand even accept for review a pending new drpgjcgtions, warning letters, product
recalls, product seizures, total or partial susjpensf production or distribution, injunctions, &g, civil penalties, and criminal prosecution.

Pharmaceutical product development in the U.Scallyi involves preclinical laboratory and animadte the submission to the
FDA of a notice of claimed investigational exemptir an investigational new drug application, whiahst become effective before clinical
testing may commence, and adequate and well-ctedrolinical trials to establish the safety andeefiveness of the drug for each indication
for which FDA approval is sought. Satisfaction @A pre-market approval requirements typically takemy years and the actual time
required may vary substantially based upon the, tgpeplexity and novelty of the product or dised&eclinical tests include laboratory
evaluation of product chemistry, formulation angitity, as well as animal trials to assess the attaristics and potential safety and efficacy
of the product. The conduct of the preclinicalgesust comply with federal regulations and requéets including good laboratory practices.
The results of preclinical testing are submittethim FDA as part of an IND along with other infotioa including information about product
chemistry, manufacturing and controls and a progp@siaical trial protocol. Long-term preclinicalsis, such as animal tests of reproductive
toxicity and carcinogenicity, may continue aftee IND is submitted.

A 30-day waiting period after the submission afletND is required prior to the commencement afiickl testing in humans. If
the FDA has not commented on or questioned theWwitBin this 30 day period, the clinical trial pragexd in the IND may begin.

Clinical trials involve the administration of theviestigational new drug to healthy volunteers digoés under the supervision of a
qualified investigator. Clinical trials must be clutted in compliance with federal regulations, goliical practices (GCP), as well as under
protocols detailing the objectives of the triak fiarameters to be used in monitoring safety ameéffiectiveness criteria to be evaluated. Each
protocol involving testing on U.S. patients andseduent protocol amendments must be submittecetBEA as part of the IND.

The FDA may order the temporary or permanent diticoation of a clinical trial at any time or imposther sanctions if it
believes that the clinical trial is not being conthd in accordance with FDA requirements or presantunacceptable risk to the clinical trial
patients. The study protocol and informed consgforimation for patients in clinical trials mustalse submitted to an institutional review
board (IRB), for approval. An IRB may also reqtine clinical trial at the site to be halted, eitt@mporarily or permanently, for failure to
comply with the IRB’s requirements, or may imposieen conditions.

Clinical trials to support NDAs for marketing appab are typically conducted in three sequentialdésabut the Phases may
overlap. In Phase 1, the initial introduction of tfrug into healthy human subjects or patientsdthg is tested to assess metabolism,
pharmacokinetics, pharmacological actions, sidect$fassociated with increasing doses and, if plessarly evidence on effectiveness.
Phase 2 usually involves trials in a limited patigopulation, to determine the effectiveness ofdhey for a particular indication or
indications, dosage tolerance and optimum dosamgeidentify common adverse effects and safety rifks compound demonstrates evide
of effectiveness and an acceptable safety prafilehiase 2 evaluations, Phase 3 trials are undartalabtain the additional information about
clinical efficacy and safety in a larger numbepafients, typically at geographically dispersedichl trial sites, to permit FDA to evaluate
overall benefit-risk relationship of the drug andtrovide adequate information for the labelinghaf drug.

After completion of the required clinical testirap) NDA is prepared and submitted to the FDA. FDArapal of the NDA is
required before marketing of the product may bagithe U.S. The NDA must include the results ofpaéiclinical, clinical and other testing
and a compilation of data relating to the pro’s pharmacology, chemistry, manufacture, and cantfidie cost of preparing and submitt



an NDA is substantial. Under federal law, the sudsioin of most NDAs is additionally subject to asahtial application user fee,
and the manufacturer and/or sponsor under an apgnoew drug application are also subject to anpraduct and establishment user fees.
These fees are typically increased annually.

The FDA has 60 days from its receipt of a NDA tted@ine whether the application will be acceptadfifing based on the
agency’s threshold determination that it is sudfitly complete to permit substantive review. Oreegubmission is accepted for filing, the
FDA begins an in-depth review. The FDA has agreetkttain performance goals in the review of neuwgdipplications. Most such
applications for non-priority drug products areiesved within ten months. The review process magtiended by FDA for three additional
months to consider certain information or clarifioa regarding information already provided in twdbmission. The FDA may also refer
applications for novel drug products or drug prdadwehich present difficult questions of safety fiicacy to an advisory committee, typically
a panel that includes clinicians and other expéstseview, evaluation and a recommendation aghether the application should be
approved. The FDA is not bound by the recommendaifan advisory committee, but it generally follbauch recommendations. Before
approving an NDA, the FDA will typically inspect eror more clinical sites to assure compliance @i€@P. Additionally, the FDA will
inspect the facility or the facilities at which tHeug is manufactured. FDA will not approve theduret unless compliance with current good
manufacturing practices is satisfactory and the NidAtains data that provide substantial evidenaettte drug is safe and effective in the
indication studied.

After FDA evaluates the NDA and the manufacturing gesting facilities, it issues an approval letser approvable letter or a
complete response letter. Both approvable and catapésponse letters generally outline the defaténin the submission and may require
substantial additional testing or information imer for the FDA to reconsider the application.nflavhen those deficiencies have been
addressed to the FDA's satisfaction in a resubwrissf the NDA, the FDA will issue an approval lettEDA has committed to reviewing
such resubmissions in 2 or 6 months dependingetyfie of information included.

An approval letter authorizes commercial markeththe drug with specific prescribing informatiaor specific indications. As a
condition of NDA approval, the FDA may require stavgial post-approval testing and surveillance tmitor the drug’s safety or efficacy
and may impose other conditions, including labetiestrictions which can materially affect the pdi@market and profitability of the drug.
Once granted, product approvals may be withdrawnofpliance with regulatory standards is not maiet or problems are identified
following initial marketing.

In June 2007, we received clearance from the FDA@w IND for liposomal amikacin for inhalation,rfthe treatment of
Pseudomonas aeruginosa infection in patients wiaticfibrosis.

In the first quarter of 2011 we submitted our IN® NTM to the FDA.

In August 2008, we received clearance from the E®#itiate clinical trial of our liposomal amikacfor inhalation in the
treatment of Pseudomonas aeruginosa lung infettipatients with non- cystic fibrosis Bronchiectasi

The Hatch-Waxman Act

In seeking approval for a drug through an NDA, a@pits are required to list with the FDA each pateith claims that cover the
applicant’s product. Upon approval of a drug, eeicthe patents listed in the application for theglis then published in the FDA’s Approved
Drug Products with Therapeutic Equivalence Evabretj commonly known as the Orange Book. Drugsdistehe Orange Book can, in tu
be cited by potential competitors in support ofrappl of an abbreviated new drug application (ANDAh ANDA provides for marketing of
a drug product that has the same active ingrediente same strengths and dosage form as thd listey and has been shown through
bioequivalence testing to be therapeutically edeivieto the listed drug. ANDA applicants are najuieed to conduct or submit results of
preclinical or clinical tests to prove the safetyeffectiveness of their drug product, other thHaatequirement for bioequivalence testing.
Drugs approved in this way are commonly referredsdgeneric equivalents” to the listed drug, aad often be substituted by pharmacists
under prescriptions written for the original listeddig.

The ANDA applicant is required to certify to the A@oncerning any patents listed for the approvedipct in the FDA’s Orange
Book. Specifically, the applicant must certify th@} the required patent information has not blexl; (2) the listed patent has expired;
(2i) the listed patent has not expired, but wilbig® on a particular date and approval is soudiet gatent expiration; or (iv) the listed patel
invalid or will not be infringed by the new produét certification that the new product will not rirfge the already approved product’s listed
patents or that such patents are invalid is calBdragraph 4 certification. If the applicant deeschallenge the listed patents, the ANDA
application will not be approved until all the ésttpatents claiming the referenced product havieezkp

If the ANDA applicant has provided a Paragraph difieation to the FDA, the applicant must also demtice of the Paragraph 4
certification to the NDA and patent holders onae ANDA has been accepted for filing by the FDA. TMRA and patent holders may then
initiate a patent infringement lawsuit in respotséhe notice of the Paragraph 4 certification. Tilweg of a patent infringement lawsuit
within 45 days of the receipt of a Paragraph 4ifeeation automatically prevents the FDA from apyirgg the ANDA until the earlier of
30 months, expiration of the patent, settlemenheflawsuit or a decision in the infringement ctw is favorable to the ANDA applicant.

The ANDA application also will not be approved liatily non-patent exclusivity, such as exclusiviy débtaining approval of a
new chemical entity, listed in the Orange Booktfa referenced product has expired (New ChemicttyBvarket Exclusivity). Federal law
provides a period of five years following approwéia drug containing no previously approved actingredients, during which ANDAs for
generic versions of those drugs cannot be submittézks the submission contains a Paragraph Zedgallto a listed patent, in which case
submission may be made four years following thginal product approval. Federal law provides f@eaod of three years of exclusivity
following approval of a listed drug that containgyiously approved active ingredients but is apptbin a new dosage form, route



administration or combination, or for a new use, @ipproval of which was required to be supporteddw clinical trials conductt
by or for the sponsor, during which FDA cannot grefifective approval of an ANDA based on that listug for the same new dosage form,
route of administration or combination, or new use.

Other Regulatory Requirements

Once an NDA is approved, a product will be subjeatertain post-approval requirements. For instaRB&A closely regulates the
post-approval marketing and promotion of drugsluiding standards and regulations for direct-to-comsr advertising, off-label promotion,
industry-sponsored scientific and educational & and promotional activities involving the intet.

Drugs may be marketed only for the approved indicatand in accordance with the provisions of ghgraved labeling. Changes
to some of the conditions established in an apgt@pplication, including changes in indicationgding, or manufacturing processes or
facilities, require submission and FDA approvahafew NDA or NDA supplement before the change @imiplemented. An NDA
supplement for a new indication typically requicéigical data similar to that in the original apgation, and the FDA uses the same
procedures and actions in reviewing NDA supplemasti does in reviewing NDAs.

Adverse event reporting and submission of periogjorts is required following FDA approval of an NDrhe FDA also may
require post-marketing testing, known as Phasstihtg risk minimization action plans and surveittea to monitor the effects of an approved
product or place conditions on an approval thatctoestrict the distribution or use of the produntaddition, quality control as well as drug
manufacture, packaging, and labeling procedures ommtinue to conform to current good manufactupnactices, or cGMPs, after approv
Drug manufacturers and certain of their subcontracare required to register their establishmetitts RDA and certain state agencies, and
are subject to periodic unannounced inspectionth®yDA during which the agency inspects manufaufuiacilities to access compliance
with cGMPs. Accordingly, manufacturers must congino expend time, money and effort in the areggaduction and quality control to
maintain compliance with cGMPs. Regulatory authesimay withdraw product approvals or request pcodecalls if a Company fails to
comply with regulatory standards, if it encountarsblems following initial marketing, or if previsly unrecognized problems are
subsequently discovered.

Orphan Drugs

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 thatafféewer than 200,000 individuals in the U.S. Vigehobtained an orphan drug designation
in the U.S. for ARIKACE for the treatment of Psentmas aeruginosa lung infection in patients witlstiyFibrosis. We have also obtained
orphan drug designation in the US for the treatroéhing infections in patients with non-CF Bronettiasis. We anticipate filing for orphan
drug designation for ARIKACE for the treatment odiNtuberculous Mycobacterial Lung Disease by thee@2011. After the FDA grants
orphan drug designation, the generic identity efdiug and its potential orphan use are disclosétigly by the FDA. Orphan drug
designation does not convey any advantage in ateshthe duration of the regulatory review and appl process. The first NDA applicant
with FDA orphan drug designation for a particulative ingredient to receive FDA approval of theigaated drug for the disease indication
for which it has such designation, is entitled teaen-year exclusive marketing period (Orphan Eugusivity) in the U.S. for that product,
for that indication. During the seven-year peritd FDA may not finally approve any other applioat to market the same drug for the same
disease, except in limited circumstances, suchsa®wing of clinical superiority to the product idrphan drug exclusivity. Orphan drug
exclusivity does not prevent FDA from approvingiffiedent drug for the same disease or conditiorthersame drug for a different disease or
condition. Among the other benefits of orphan ddegignation are tax credits for certain researchaawaiver of the NDA application user
fee.

We have obtained an orphan medicinal product desigmin the EU from the EMA for ARIKACE for thegatment of
Pseudomonas aeruginosa lung infection in patieitks@ystic Fibrosis. We anticipate filing for orphaedicinal product designation from
EMA for ARIKACE for the treatment of Non-tuberculeiMycobacterial Lung Disease.

The EMA grants orphan drug designation to promio¢edevelopment of products that may offer therapéaginefits for life-
threatening or chronically debilitating conditioaféecting not more than five in 10,000 people ia ElJ. In addition, orphan drug designation
can be granted if the drug is intended for a hifeeatening, seriously debilitating or serious ambnic condition in the EU and that without
incentives it is unlikely that sales of the drughe EU would be sufficient to justify developirtetdrug. Orphan drug designation is only
available if there is no other satisfactory methpgroved in the EU of diagnosing, preventing oatirey the condition, or if such a method
exists, the proposed orphan drug will be of sigaifit benefit to patients.

Orphan drug designation provides opportunitiedree protocol assistance and fee reductions faesscto the centralized
regulatory procedures before and during the fiestryafter marketing approval, which reductionsranelimited to the first year after
marketing approval for small and medium enterpriteaddition, if a product which has an orphangddesignation subsequently receives
EMA marketing approval for the indication for whiitthas such designation, the product is entittedrphan drug exclusivity, which means
the EMA may not approve any other application tokatthe same drug for the same indication forréogeof ten years. The exclusivity
period may be reduced to six years if the designatriteria are no longer met, including wheresishown that the product is sufficiently
profitable not to justify maintenance of marketlestvity. Competitors may receive marketing apptaxalifferent drugs or biologics for the
indications for which the orphan product has exgitis In order to do so, however, they must demiate that the new drugs or biologics
provide a significant benefit over the existing leap product. This demonstration of significant imeay be done at the time of initial
approval or in post-approval studies, dependinthertype of marketing authorization granted.

As described in the section entitled “ARIKACE foysZic Fibrosis”, we believe that the orphan desiigmeof TOBI® in the EU
will not prevent us from obtaining marketing appmbuf ARIKACE in the EU for the treatment of Pseuttmas aeruginosa infection



patients with cystic Fibrosis because ARIKACE mpagvide significant benefits over TOBI®.
Pediatric Information

Under the Pediatric Research Equity Act of 2003ERR NDAs or supplements to NDAs must contain datassess the safety
and effectiveness of the drug for the claimed iatians in all relevant pediatric subpopulations smdupport dosing and administration for
each pediatric subpopulation for which the drugafe and effective. The FDA may grant deferralsstdymission of data or full or partial
waivers. Unless otherwise required by regulatidRER does not apply to any drug for an indicationvtnich orphan designation has been
granted.

Regulation Outside the U.S.

In addition to regulations in the U.S., we will gbject to a variety of regulations in other juitsidns governing clinical studies
our candidate products. Whether or not we obtaiA BPproval for a product, we must obtain approva product by the comparable
regulatory authorities of countries outside the.W&ore we can commence clinical studies or mar§jedf the product in those countries. ~
approval process varies from country to country, #e time may be longer or shorter than that regluior FDA approval.

To obtain regulatory approval of a drug under Egutatory systems, we may submit marketing authtiama either under a
centralized or decentralized procedure. The cemémiprocedure, which is compulsory for medicinesdpced by certain biotechnological
processes and optional for those which are higiripvative, provides for the grant of a single m#ngauthorization that is valid for all EU
member states. The decentralized procedure profodegpproval by one or more other, or concerneginiver states of an assessment of an
application performed by one member state, knowth@seference member state. Under this proceduarapplicant submits an application,
or dossier, and related materials including a drafimary of product characteristics, and draftllabeand package leaflet, to the reference
member state and concerned member states. Therreéemember state prepares a draft assessmentadisdodi the related materials within
120 days after receipt of a valid application. WitB0 days of receiving the reference member stassessment report, each concerned
member state must decide whether to approve tles@sent report and related materials. If a menthts sannot approve the assessment
report and related materials on the grounds ofrialeserious risk to the public health, the digglpoints may eventually be referred to the
European Commission, whose decision is bindingllomember states.

Pediatric Investigation Plan

On December 10, 2010 we received Positive OpinfchePediatric Committee of the European Medicidgency on the
agreement of a Pediatric Investigation Plan, orgtla@ting of a deferral, and on the granting ofeaver for amikacin (sulfate) nebulizer
suspension for inhalation use, in the Treatmemsgudomonas aeruginosa lung infection/colonizatiaystic fibrosis patients (EMA-
000525-PI1P01-08), in accordance with Regulation)(E€ 1901/2006 of the European Parliament and@buncil of The European
Medicines Agency.

Device Regulation

ARIKACE is administered via inhalation through gptimized, investigational eFlow® Nebulizer Systemhjch is a medical
device that is also subject to extensive governmegnilation. The device must be approved by FDibieeARIKACE can be
commercialized.

Based on the risks and benefits of this device, Elaasifies it as Class Il, which imposes a spedifvel of regulatory control.
FDA's statutory mechanism for reviewing such a ClagigVice before clearance to the US market is a &dazh Notification 510(k), detaile
in section 510(k) of the Federal Food, Drug, angdr@etic Act. This 510(k) application, which will sebmitted for review and subsequent
clearance by FDA in tandem with the aforementioN&d\, will have drug-specific indications for usdearing it to market only for use with
the pharmaceutical product. The application inekjchmong other items, pertinent device and ladp&tiformation, biocompatibility and
electrical safety/compatibility test results, arsfprmance data with the pharmaceutical produttis @ocumentation must demonstrate the
safety and efficacy of the device, as well asutssgantial equivalence to previously cleared deyigeorder for FDA to clear the subject
device to the US market.

Similar to an NDA-approved product, the medicalidevs subjected to certain post-clearance reqresn Those requirements
include continuing Quality System compliance, Medlidevice Reporting, and promotional material ragjohs.

In addition to regulations in the U.S., we will dgbject to a variety of regulations in other juiisidns governing the device.
Whether or not we obtain FDA approval for a produt the device that will be used with ARIKACE, meist obtain approval of a product
and the device by the comparable regulatory autbsrof countries outside the U.S. before we canmence marketing of the product in
those countries. The approval process varies fraumtty to country, and the time may be longer artgr than that required for FDA
approval.

Varying harmonization of Medical Device approvadaiance regulations outside the U.S. allows fdrtfasking of market
clearance in some countries, using U.S. clearasieebaseline. Other regions are harmonized wittstabldards, and therefore recognize the
CE mark (Conformité Européene, which means Euro@sariormity) as a declaration of conformity to apable standards. CE mark is
standard designation for EU member States for mankthorization, as 510k designation is for US.

EMPLOYEES



At December 31, 2010, we had a total of 40 emplsyieeluding 24 in regulatory and clinical, 9 indince and administration, 4
temporarily involved in the transition and 3 in EEX distribution.

Our success depends in large measure on our abilititract and retain capable executive offices lsighly skilled employees who
are in great demand. None of our employees aresepted by a labor union and we believe that@ations with our employees are
generally good.

AVAILABLE INFORMATION

We file electronically with the U.S. Securities aBxchange Commission, or SEC, our annual reportsoom 10-K, quarterly reports
on Form 10-Q, current reports on Form 8-K, and ain@nts to those reports filed or furnished purst@m@ection 13(a) or 15(d) of the
Securities Exchange Act of 1934. We make availahleur website at http://www.insmed.com, free ddrgje, copies of these reports as soon
as reasonably practicable after filing these repwith, or furnishing them to, the SEC.

ITEM 1A . RISK FACTORS

Our operating results and financial condition haxaied in the past and may in the future vary digantly depending on a number
of factors. Except for the historical informationthis report, the matters contained in this refpoclude forward-looking statements that
involve risks and uncertainties. The followingtéas, among others, could cause actual resultsfferdmaterially from those contained in
forward-looking statements made in this report and presgeisewhere by management from time to time. faotirs, among others, may
have a material adverse effect upon our businesslts of operations and financial condition.

You should consider carefully the following risktfa's, together with all of the other informatiorciuded in this annual report on
Form 1(—K. Each of these risk factors could adverselgafbur business, operating results and financaaddition, as well as adversely
affect the value of an investment in our commocksto

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

We are a pharmaceutical Company focused on thdaieaent of innovative inhaled pharmaceuticals far $ite-specific treatment
of serious lung diseases. We have incurred lasaels previous year of operation until 2009 withghk of our manufacturing facility and
other Follow-On Biologics (“FOB"pssets to Merck. We expect to continue incuropgrating losses for the foreseeable future. Thegs:
of developing and commercializing our products reggusignificant pre-clinical testing and clini¢ehls as well as regulatory approvals for
commercialization and marketing before we are adidwo begin product sales. In addition, commemzEsbn of our drug candidates would
require us to establish a sales and marketing @g@on and contractual relationships to enablelpcd manufacturing and other related
activities. We expect that our activities, togetiwéh our general and administrative expensed,agihtinue to result in substantial operating
losses for the foreseeable future. As of DecerBlbgeP010, our accumulated deficit was $235 milli¢ior the year ended December 31, 2010
our consolidated net loss was $6.4 million.

If we fail to meet the continued listing requiremé&nof the NASDAQ Capital Market by June 13, 201Lr@ommon stock may be delist
from the NASDAQ Capital Market which may cause thalue of an investment in our common stock to sutally decrease

We may be unable to meet the continued listingireqents of the NASDAQ Capital Market. If a daligt from the NASDAQ
Capital Market were to occur, our common stock widaé eligible, upon the application of a market erako trade on the OTC Bulletin
Board or in the “pink sheets.” These alternativarkats are generally considered to be less effitham, and not as broad as, the NASDAQ
Capital Market or the NASDAQ Global Market. Themed, delisting of our common stock from the NASD&@pital Market could adverse
affect the trading price of our common stock andlddimit the liquidity of our common stock and tieéore could cause the value of an
investment in our common stock to decrease.

We have been granted an additional 180-day congdigeriod, or until June 13, 2011, by the NASDAGting Qualification Staff (the
“Staff") to regain compliance with the $1.00 peashminimum bid price rule for continued listing ®he NASDAQ Capital Market, which
requires us, among other things, to maintain g ddsing bid price per share of $1.00. We weevjmusly notified by the Staff that we did
not meet the minimum bid price rule required fontimued listing and we were initially provided uridiecember 15, 2010 to achieve
compliance. In order to assist us in regaining gieance with the minimum bid price requirement ioéd NASDAQ Capital- Market we have
implemented a one-for-10 reverse stock split, wiiebame effective on March 3, 2011 after receigingreholder approval. While the
reverse stock split could bring us back into coanptie, there can be no assurance that the marketqirthe common stock will rise in
proportion to the reduction in the number of outdtag shares resulting from the reverse stock eplitny increase in the market price for our
common stock resulting from a reverse stock spliyld be sustainable since there are numerousréaata contingencies that would effect
such price, including the market conditions for oommon stock at the time, our reported resultgpefrations in future periods and general
economic, geopolitical, stock market and industrigditions. Accordingly, the total market capitalion of our common stock after a reverse
stock split may be lower than the total market tzdjgiation before such reverse stock split andhénfuture, the market price of our common
stock may not exceed or remain higher than the etamiice prior to such reverse stock split. Whileigher share price may help generate
investor interest in our common stock, there candassurance that a reverse stock split wouldtriesa per share market price that attracts
institutional investors or investment funds, ortthiach price would satisfy the investing guidelioéfstitutional investors or investment
funds.



Our business combination with Transave is expectedesult in benefits to the combined Company, i combined Company may not
realize those benefits due to challenges associatil integrating the companies or other factors

We have recently completed a business combinatitnwansave. The success of the business combmaiil depend in part on the
success of management of the combined Companyegrating the operations, technologies and perdafrike two companies. The
inability of the combined Company to meet the aradles involved in integrating successfully our afiens or to otherwise realize any of the
anticipated benefits of the business combinatiarcceeriously harm the combined Company’s resdltsperations. In addition, the overall
integration of the two companies may result in dicgrated operations problems, expenses, lialslitied diversion of management’s
attention. The challenges involved in integratiodude:

integrating the two Company’s operations, technielo@nd products;
« coordinating and integrating research and developme
« assimilating the personnel of both companies atetjmating the business cultures of both companies;
« consolidating corporate and administrative infrastiires and eliminating duplicative operations; and
« maintaining employee morale and motivation.

We may not be able to successfully integrate oeratpns in a timely manner, or at all, and the biord Company may not realize the
anticipated benefits of the business combinatiociuding synergies or growth opportunities, to élxéent or in the time frame anticipated.
anticipated benefits and synergies of the busioceswination are based on assumptions and currgeteations, not actual experience, and
assume a successful integration. In addition tgthiential integration challenges discussed abineecombined Company’s ability to realize
the benefits and synergies of the business conibmebuld be adversely impacted to the extentabatrelationships with existing or
potential customers, suppliers or strategic pastieeadversely affected as a consequence of thedsgscombination, or by practical or legal

constraints on its ability to combine operationsrtRermore, financial projections based on thesaraptions relating to integration may not
be correct if the underlying assumptions provedangzorrect.

The ongoing integration of Insmed and Transave mayeament following the recent business combinationyrmesent significant
challenges.

Our business combination with Transave was onlgntg completed and we may face significant chgléenin combining our
management and internal control and disclosuressin a timely and efficient manner. This inteigratwill be complex and time-
consuming because, among other things, our execatficers are currently located in separate Viegemd New Jersey offices. If we are
unable to integrate our management and intern&sgssuccessfully, we might not achieve the arateigh potential benefits of the business
combination.

We have not completed the research and developretage of any of our product candidates. If we aneable to successfully
commercialize our products, it will materially adrgely affect our business, financial condition arrdsults of operations.

Our long-term viability and growth depend on thecassful commercialization of products which leadevenue and

profits. Pharmaceutical product development isxgrensive, high risk, lengthy, complicated, reseuntensive process. In order to succeed,
among other things, we must be able to:

« identify potential drug product candidates;

« design and conduct appropriate laboratory, prexdirand other research;

« submit for and receive regulatory approval to penfalinical studies;

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

« select and recruit clinical investigators;

« select and recruit subjects for our studies;

« collect, analyze and correctly interpret the davanfour studies;

« submit for and receive regulatory approvals for keting; and



« manufacture the drug product candidates accordirngMP.

The development program with respect to any giveduyct will take many years and thus delay ouriigttib generate profits. 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, ineffective, todidiflt or expensive to develop or manufact
too difficult to administer, or unstable.

In order to conduct the development programs foempooaducts we must, among other things, be abseitoessfully:

To generate any growth, we also would need to camialeze more than one product, which we currehtlye no plans to
do. Failure to successfully commercialize our picid will adversely affect our business, financ@ahdition and results of operations.

We depend heavily on the success of our most adedmiroduct candidate, ARIKACE. Clinical trials of RIKACE may not be successful.
If we are unable to commercialize ARIKACE, or expence significant delays in doing so, our busines#l be materially harmed

We are investing a significant portion of our effoand financial resources in the development ofK&E. Our ability to generate
product revenue, which we do not expect will odourat least the next several years, if ever, déjpend heavily on the successful
development and commercialization of ARIKACE. Thesessful commercialization of our product candidaill depend on several factors,
including the following:

We currently plan to conduct Phase 3 clinical $rial 2011 for ARIKACE™ in the treatment of CF pati® with pseudomonas lung
infections and patients with NTM lung infectiongdRive results from clinical trials or in preclaail studies of a drug candidate may not be
predictive of similar results in human clinicaktis, and promising results from earlier clinic#ls of a drug candidate may not be replicated
in later clinical trials. A number of companiestive pharmaceutical and biotechnology industrie® lsaffered significant setbacks in late-
stage clinical trials even after achieving prongsiasults in early-stage development. Accordintig,results of the completed clinical trials
for ARIKACE™ may not be predictive of the resulte way obtain in later stage trials. We do not ekpay of our drug candidates to be
commercially available for at least several ye#at all.

If our preclinical studies do not produce positivesults, if our clinical trials are delayed or ifesious side effects are identified during drt
development, we may experience delays, incur addél costs and ultimately be unable to commercial@ur product candidates.

Before obtaining regulatory approval for the sdleur product candidates, we must conduct, at aur expense, extensive
preclinical tests to demonstrate the safety ofppaduct candidates in animals, and clinical trtalsemonstrate the safety and efficacy of our
product candidates in humans. Preclinical andadirtiesting is expensive, difficult to design ampiement and can take many years to
complete. A failure of one or more of our preclalistudies or clinical trials can occur at any staftesting. We may experience numerous
unforeseen events during, or as a result of, prieali testing and the clinical trial process thaaild delay or prevent our ability to obtain
regulatory approval or commercialize our productdidates, including:

« our preclinical tests or clinical trials may pro@ugegative or inconclusive results, and we mayd#eair regulators may require us
conduct additional preclinical testing or clini¢ahls or we may abandon projects that we expebgetpromising

« regulators or institutional review boards may natharize us to commence a clinical trial or condadinical trial at a prospective tr
site;

« conditions imposed on us by the FDA or any mb8-: regulatory authority regarding the scope @igteof our clinical trials may requ
us to resubmit our clinical trial protocols to iiistional review boards for -inspection due to changes in the regulatory envimt;

« the number of patients required for our clinicals may be larger than we anticipate or participanay drop out of our clinical trials ¢
higher rate than we anticipa

« our third party contractors or clinical investigetanay fail to comply with regulatory requiremerts fail to meet their contractt
obligations to us in a timely manni

« we might have to suspend or terminate one or mboaioclinical trials if we, the regulators or thestitutional review boards determ
that the participants are being exposed to unaab&phealth risks

« regulators or institutional review boards may reguhat we hold, suspend or terminate clinical aede for various reasons, includ
noncompliance with regulatory requiremet

« the cost of our clinical trials may be greater thananticipate;

« the supply or quality of our product candidate®threr materials necessary to conduct our clinigalst may be insufficient or inadequ
or we may not be able to reach agreements on atsegerms with prospective clinical research oizmions; anc

« the effects of our product candidates may not bed@sired effects or may include undesirable sifdets or the product candidates r
have other unexpected characterist

In addition, if we are required to conduct additiahclinical trials or other testing of our produatandidates beyond those that we currer



contemplate, if we are unable to successfully coetplour clinical trials or other testing, if the railts of these trials or tests are not posit
or are only modestly positive or if there are safebncerns, we may:

« be delayed in obtaining, or may not be able toinbtaarketing approval for one or more of our prcidtandidates;

« obtain approval for indications that are not asadras intended or entirely different than thosecamibns for which we sought appro\
or

« have the product removed from the market afterioinig marketing approval.

Our product development costs will also increaseeifexperience delays in testing or approvals. Waat know whether any
preclinical tests or clinical trials will be initied as planned, will need to be restructured drbeilcompleted on schedule, if at all. Significant
preclinical or clinical trial delays also could stem the patent protection period during which weyrhave the exclusive right to
commercialize our product candidates. Such delay&lallow our competitors to bring products to kedrbefore we do and impair our abi
to commercialize our products or product candidates

If we cannot enroll enough patients to complete oelinical trials, such failure may adversely affecur business, financial condition an
results of operations.

The completion rate of clinical studies of our pot$ is dependent on, among other factors, themagnroliment rate. Patient
enrollment is a function of many factors, including

« investigator identification and recruitment;

« regulatory approvals to initiate study sites;

« patient population size;

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

« patient proximity to clinical sites;

« eligibility criteria for the study;

« competition from other companies’ clinical studiesthe same patient population; and
« ability to obtain comparator drug/device.

We believe our procedures for enrolling patientgehaeen appropriate; however, delays in patierdllenent would increase costs and
delay ultimate commercialization and sales, if afygur products. Such delays could materiallyeadely affect our business, financial
condition and results of operations.

We have limited experience in conducting and managithe preclinical development activities and cliai trials necessary to obtain
regulatory approvals, including approval by the FDA

We have limited experience in conducting and margthie preclinical development activities and datitrials necessary to obtain
regulatory approvals, including approval by the EB&cept for IPLEX, which we do not currently matskee have not obtained regulatory
approval nor commercialized any of our product ddaies. We will conduct a Phase 11l clinical triai ARIKACE in the near future but ha
not yet completed a Phase Il clinical trial foyasf our product candidates. Our limited experiemight prevent us from successfully
designing or implementing a clinical trial. We hdweited experience in conducting and managingaghglication process necessary to obtain
regulatory approvals and we might not be able toatestrate that our product candidates meet theopppte standards for regulatory
approval. If we are not successful in conductind eranaging our preclinical development activitieglmical trials or obtaining regulatory
approvals, we might not be able to commercializelead product candidate, or might be significadyayed in doing so, which will
materially harm our business.

We may be unable to obtain an adequate supply diuieer devices for timely completion of our clirdtstudies. The failure to obtain
these devices and any resulting delays in clinipabgrams may materially adversely affect our busssefinancial condition and results of
operation.

We are dependent upon PARI Respiratory EquipmehPa#RI Pharma GmbH for the production and supplgedfulizer devices.
We may encounter delays in the delivery of devioass due to manufacturing delays, regulatory astidirected against the manufacturer, or
issues in the shipping of devices. Such delays affegt the enrollment and treatment schedulestiépts and delay the receipt of evaluative
clinical data. We may be delayed in obtaining retirlg approval for one or more of our product cdatés. Our product development costs
will also increase if we experience delays in teéveéry of nebulizer devices to us.

The commercial success of any product candidatest the may develop, including ARIKACE, will depengan the degree of market



acceptance by physicians, patients, third party g&yand others in the medical communi.

Any products that we bring to the market, includikigIKACE, may not gain market acceptance by phgsisj patients, third party
payors and others in the medical community. If ¢h@®ducts do not achieve an adequate level op&amoee, we may not generate significant
product revenue and we may not become profitalfie.degree of market acceptance of our product datesi, if approved for commercial
sale, will depend on a number of factors, including

« the prevalence and severity of any side effectduding any limitations or warnings contained ipraduct’s approved labeling;
« the efficacy and potential advantages over altar@ateatments;

« the pricing of our product candidates;

« relative convenience and ease of administration;

« the willingness of the target patient populatiortrionew therapies and of physicians to presctilesé therapies;

« the strength of marketing and distribution supjod timing of market introduction of competitiveogducts;

« publicity concerning our products or competing pratd and treatments; and

« sufficient third party insurance coverage or reinsement.

Even if a potential product displays a favorablecaty and safety profile in preclinical and clialdrials, market acceptance of the
product will not be known until after it is launaheDur efforts to educate the medical community taird party payors on the benefits of our
product candidates may require significant resaiacel may never be successful. Such efforts toageltlce marketplace may require more

resources than are required by the conventionhhtdogies marketed by our competitors.

If we are unable to obtain adequate reimbursemerdri governments or third party payors for any pratts that we may develop or if v
are unable to obtain acceptable prices for thoseducts, our prospects for generating revenue andiaging profitability will suffer.

Our prospects for generating revenue and achiguiofitability will depend heavily upon the availéityi of adequate reimbursement
for the use of our approved product candidates fgorernmental and other third party payors, botth&U.S. and in other markets.
Reimbursement by a third party payor may depenah @gpoumber of factors, including the third party@as determination that use of a
product is:

» a covered benefit under its health plan;

« safe, effective and medically necessary;

appropriate for the specific patient;
« cost-effective; and

neither experimental nor investigational.

Obtaining reimbursement approval for a product feach government or other third party payor isreetconsuming and costly
process that could require us to provide supposgigntific, clinical and cost effectiveness datathe use of our products to each payor. We
may not be able to provide data sufficient to gaineptance with respect to reimbursement or we tiggd to conduct post-marketing
studies in order to demonstrate the cost-effecégerof any future products to such payors’ satisfacSuch studies might require us to
commit a significant amount of management time famhcial and other resources. Even when a payerisknes that a product is eligible
reimbursement, the payor may impose coverage liimits that preclude payment for some uses thatgpeoved by the FDA or non-U.S.
regulatory authorities. In addition, there is & tisat full reimbursement may not be availableHigh priced products. Moreover, eligibility
for coverage does not imply that any product wéllrbimbursed in all cases or at a rate that allesv® make a profit or even cover our costs.
Interim payments for new products, if applicabl@ynalso not be sufficient to cover our costs ang n be made permanent.

A primary trend in the U.S. healthcare industry atstwhere is toward cost containment. We expent@és in the Medicare
program and increasing emphasis on managed camatimue to put pressure on pharmaceutical progiicing. For example, the Medicare
Prescription Drug Improvement and Modernization #ic2003 provides a new Medicare prescription dyegefit that began in 2006 and
mandates other reforms. While we cannot predicfuti®@utcome of the implementation of this legisha, it is possible that the new Medic.
prescription drug benefit, which will be manageddivate health insurers and other managed ca@na@ations, will result in additional
government reimbursement for prescription drugschvimay make some prescription drugs more affoelbbt may further exacerbate
industry wide pressure to reduce prescription gmices. If one or more of our product candidateshes commercialization, such changes
may have a significant impact on our ability to @gtrice we believe is fair for our products and/rafiect our ability to generate revenue and
achieve or maintain profitability.



We cannot be certain that we will obtain regulatoapprovals in the United States, European Unionaher countries. The failure tc
obtain such approvals may materially adversely affeur business, financial condition and results operations.

We are required to obtain various regulatory apaioprior to studying our products in humans amshthgain before we market and
distribute our products. The regulatory review apgroval process required to perform a clinicadlgtin both the United States and
European Union includes evaluation of preclinicabiges and clinical studies, as well as the evadoaif our manufacturing process. This
process is complex, lengthy, expensive, resouteaive and uncertain. Securing regulatory approvanarket our products also requires
submission of extensive preclinical and clinicatadananufacturing information regarding the procass facility, scientific data
characterizing our product and other supporting tiathe regulatory authorities in order to estdbiis safety and effectiveness. This process
is also complex, lengthy, expensive, resource gitenand uncertain. We have limited experienddiing and pursuing applications
necessary to gain these regulatory approvals.

Data submitted to the regulators is subject to imgrinterpretations that could delay, limit or peet regulatory agency approval. '
may also encounter delays or rejections based angds in regulatory agency policies during theqaein which we develop a product and
the period required for review of any application fegulatory agency approval of a particular pridiDelays in obtaining regulatory agency
approvals could adversely affect the developmedtraarketing of any drugs that we or our collabeapartners develop. Such delays could
impose costly procedures on our collaborative gaistror our activities, diminish any competitive advagga that our collaborative partner:
we may attain and adversely affect our abilitydoeaive royalties, any of which could materially ebely affect our business, financial
condition and results of operations.

In order to market our products outside of the &hiBtates and European Union, our collaborativienpes and we must comply with
numerous and varying regulatory requirements ofotiountries. The approval procedures vary amongtcies and can involve additional
product testing and administrative review periodibe time required to obtain approval in these iotbeitories might differ from that requir
to obtain FDA or European Agency for the EvaluatidMedicinal Products, or EMA, approval. The riedary approval process in these
other territories includes at least all of the sisissociated with obtaining FDA and EMA approvdhilied above. Approval by the FDA or the
EMA does not ensure approval by the regulatoryaittbs of other countries. The failure to obtairch approvals may materially adversely
affect our business, financial condition and resaftoperations.

We will need regulatory approval for both the prociuand the medical device (nebulizer) that will bsed to administer our lead product
ARIKACE. Without these regulatory approvals, wellwiot be able to market or commercialize our leptbduct candidate

Our lead product candidate, ARIKACE is administeveda nebulizer, which is a medical device thdt seiquire regulatory
approval. We are dependent upon PARI Pharma Gmilaipty and receive the appropriate regulatory aggsan parallel to the product
candidate regulatory applications and approvaklufe to obtain the regulatory approval for theide could delay, limit or eliminate the
ability of Insmed to commercialize the product.

We estimate that our supply of IPLEX, our materiaburce of operating revenues, will be exhaustedhe third quarter of 2011, which
could adversely affect our financial condition aneésults of operation

Our supply of IPLEX is currently forecast to be ambted in approximately the third quarter of 20At that time, our revenues from
the Expanded Access Program, or EAP, in Italy &st cecovery will end and, unless we execute aonrgenerating transaction, we will
have no material sources of operating revenue.

The Italian Health Authority may refuse to pay fdPLEX used by patients in Italy under EAP, which ald have an adverse effect on our
business, financial condition and results of opeiats.

At present the Italian Health Authority approvdsdalig payments for IPLEX used by Italian patientth ALS in Italy as part of the
EAP. Should the Italian Health Authority decidestop approving IPLEX for ALS it would impact ourg@wing cash position.

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

We do not have an in-house manufacturing capalaility depend completely on a small number of thindypmanufacturers and
active pharmaceutical ingredient formulators fa thanufacture of our products. We do not have kengr agreements with any of these tl
parties, and if they are unable or unwilling tofpan for any reason, we may not be able to locherative acceptable manufacturers or
formulators or enter into favorable agreements witgm. Any inability to acquire sufficient quangisi of our products in a timely manner fr
these third parties could delay clinical trials gmevent us from developing our products in a effgetive manner or on a timely basis. In
addition, manufacturers of our products are suliectGMP and similar foreign standards and we ddhawge control over compliance with
these regulations by our manufacturers. If oneunfomntract manufacturers fails to maintain commd, the production of our products could
be interrupted, resulting in delays and additiauats. In addition, if the facilities of such maacturers do not pass a pre-approval or post-
approval plant inspection, the FDA will not grappeoval and may institute restrictions on the manigeor sale of our products.

We are reliant on third party manufactures and Bengpto meet the demands of our clinical suppliBglays in receipt of materials,
scheduling, release, custom’s control, and regnjatompliance issues may adversely impact ourtghidi initiate, maintain, or complete
clinical trials that we are sponsoring. We belibegvever, that we have a good relationship withsayopliers, and have worked to establish
timelines and schedules to meet our continued ne€dsmmercial manufacturing and supply agreemeais mot been established. Issues
arising from scale-up, environmental controls, pment requirements, or other factors, may havedaarae impact on our ability to
manufacture the product. The transfer of the Baulgeility to Merck in connection with the sale @fir FOB platform eliminated our interr



IPLEX production capability. We believe, howevirat we have sufficient inventory of IPLEX to supipour ongoing ALS EAP in
the U.S. and Europe into approximately the thirdrtgr of 2011. Any requirements for IPLEX beyohdttor any significant increase in
demand beyond our current commitments in the Aefi$i will require that we identify a Contract Maacitfuring Organization or CMO to
produce the necessary IPLEX to meet the demandaré/eot pursuing any third party manufacturinguagement at this time, but if we
chose to do so, we estimate that the technicasfieanf our IPLEX production process could requsignificant investment and take 12 to 18
months once a CMO has been identified.

We are dependent upon retaining and attracting kggrsonnel and others, the loss of which could mad#ly adversely affect our business,
financial condition and results of operation:

We depend highly on the principal members of olerdific and management staff, the loss of whoseices might significantly
delay or prevent the achievement of research, dpuant or business objectives and would materéiersely affect our business, financial
condition and results of operations. Our succegedds, in large part, on our ability to attradt egtain 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 competitarsuch personnel and relationships. We canrmtrashat we will attract and retain such
persons or maintain such relationships.

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

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

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

- we may not be able to effectively control whether corporate partners will devote sufficient resmsrto our programs or products;

« disputes may arise in the future with respect ® dlwnership of rights to technology developed wiibensed to or licensed frc
corporate partner:

» disagreements with corporate partners could résutiss of intellectual property rights, delay erminate the research, developmet
commercialization of product candidates or resulitigation or arbitration

« contracts with our corporate partners may failnovile sufficient protection of our intellectualoperty;
« we may have difficulty enforcing the contracts iifeoof these partners fails to perform;

« corporate partners have considerable discreti@ieicting whether to pursue the development of aldjtianal products and may pur:
technologies or products either on their own arallaboration with our competitors; a

« corporate partners with marketing rights may chdos#evote fewer resources to the marketing ofppaducts than they do to product:
their own developmen

Given these risks, a great deal of uncertaintytexegarding the success of any current and futoiteborative efforts. Failure of
these efforts could delay, impair or prevent theettjoment and commercialization of our products aeersely affect our business, finan
condition and results of operations.

Our growth depends on technologies that may notlvailable or, if available and licensed, might nimhprove our business, financial
condition or results of operations.

As part of our business strategy, we expect ticenke new products and technologies. Nonethelessannot assure you that we
will identify suitable products or enter into suatense agreements on acceptable terms.

We could conduct proprietary development prograritis @ollaborators, and any conflicts with them a@bbhrm our business,
financial condition and results of operations. Wéeld enter into collaborative relationships thaid involve our collaborators conducting
proprietary development programs. Any conflicthaatur collaborators could reduce our ability toadbtfuture collaboration agreements and
negatively influence our relationship with existiogllaborators, which could have an adverse effacur business, financial condition ¢



results of operations. Moreover, disagreements ot collaborators could develop over rights toiatellectual property.

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

« developing competing products;

« precluding us from entering into collaborationshatheir competitors;
« failing to obtain regulatory approvals;

« terminating their agreements with us prematurely; o

failing to devote sufficient resources to the depehent and commercialization of products.

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

We may require additional future capital in ordeconduct Phase 11l clinical trials and commere@lARIKACE and continue our
research and development activities, or to acquireplementary technology. As of December 31, 2@&0had $110 million of cash and
investments on hand. That amount may not be seffito meet the capital requirements of any bissiraetivity that we may generate. Our
future capital requirements will depend on manydes; including factors associated with:

« Phase lll clinical trials and commercializationARIKACE;

« research and development, including, among otberst preclinical testing and clinical studies,
« process development and scale up;

« Obtaining marketing, sales and distribution cajitds!;

« Obtaining regulatory approvals;

- retaining employees and consultants;

« filing and prosecuting patent applications and sifig patent claims;

« establishing strategic alliances;

« manufacturing; and

« potential future litigation.

We may also need to spend more money than currexplgcted because we may further change or aligrakvelopment plans,
acquire additional drugs or drug candidates or \ag misjudge our costs. We have no committed ssurteapital and do not know whether
additional financing will be available when needed,if available, that the terms will be favorabl€here can be no assurance that our cash
reserves together with any subsequent fundingsatisfy our capital requirements. The failuredatis$y our capital requirements will
adversely affect our business, financial conditiod results of operations.

We may seek additional funding through stratediamtes, private or public sales of our securitiecensing all or a portion of our
technology. Such funding may significantly dilatesting shareholders or may limit our rights ta ourrently developing technology. There
can be no assurance, however, that we can obtditicadl funding on reasonable terms, or at dilwé cannot obtain adequate funds, we
need to significantly curtail our product developrprograms and relinquish rights to our techn@egir drug candidates. This may

adversely affect our business, financial conditiod results of operations.

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

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

Our patent positions are highly uncertain, andfahyre patents we receive for our potential progduwdtl be subject to this
uncertainty, which may adversely affect our bussnéisancial condition and results of operatiolge intend to actively pursue patent
protection for products resulting from our reseaanld development activities that have significasteptial commercial value. Nevertheless,
it is possible that, in the patent application @sx; certain claims may be rejected or achieve lfndied allowance that the value of the
patents would be diminished. Further, there candbassurance that any patents obtained will afisrddequate protection. In addition,



patents we procure may require cooperation withpaoies holding related patents. We may have diffidorming a successful
relationship with these other companies.

Third parties may claim that we are infringing ugmrhave misappropriated their proprietary righ¥arious third parties have
obtained, and are attempting to obtain, pateneptimn relating to the production and use of oyraped product and product
candidates. We can give no assurances as to wiathéssued patents, or patents that may latee igsthird parties, would affect our
contemplated commercialization of ARIKACE or anyet product. We can give no assurances that sateim{s can be avoided, invalidated
or licensed. With respect to any infringementrolaisserted by a third party, we can give no asseshat we will be successful in the
litigation or that such litigation would not havereterial adverse effect on our business, finamaatition and results of operation. In the
event of a successful claim against us for infrimgat or misappropriation of a third party’s propaiy rights, we may be required to:

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

« expend significant resources to redesign our prisdoicour processes so that they do not infringepitoprietary rights of others, wh
may not be possibl

« redesign our products or processes to avoid thamdyporoprietary rights, we may suffer significaegulatory delays associated v
conducting additional clinical trials or other step obtain regulatory approval; a

« Obtain one or more licenses arising out of a gatla of litigation or otherwise from third partiés the infringed proprietary righ
which may not be available to us on acceptablegemat all.

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

Any conclusions we may have reached regarding nsmgjement and invalidity are based in part oedaaw of publicly available
databases and other information. There may benrd#tion not available to us or otherwise not rexddvy us that might change our
conclusions. Moreover, as described above, thgesand validity of patent claims are determinededas many facts and circumstances,
in a litigation, a court may reach a different doston on any given patent claim from the conclasithat we have reached.

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

Our agreement with Merck prohibits us from compeginvith Merck in the FOB arena.

In connection with the sale of our FOB platformMerck in March 2009, we agreed not to compete ctliyeor indirectly, in the U.S.
with Merck in the business of developing, marketimgnanufacturing the FOB products or product cdatgis we sold to Merck for a period
of five years beginning March 31, 2009. As a result ability to pursue FOB product candidates tlsignificantly limited.

We operate in a highly competitive environment aifeve are unable to adapt to our environment, we yrfze unable to compete
successfully, which will materially adversely affesur business, financial condition and results operations.

Biotechnology and related pharmaceutical technolmage undergone and should continue to experieapid and significant
change. We expect that the technologies associatediotechnology research and development vaititiue to develop rapidly. Our futu
success will depend in large part on our abilityn@intain a competitive position with respect tes technologies. Any compounds,
products or processes that we develop may becoswaib before we recover any expenses incurredrinaction with their
development. Rapid technological change could nsaikgroducts obsolete, and materially adversdlcabur business, financial condition
and results of operations.

We expect that successful competition will depemdpng other things, on product efficacy, safetljalbdity, availability, timing anc
scope of regulatory approval and price. Specificale expect crucial factors will include the r@la speed with which we can develop
products, complete the clinical testing and reguiagpproval processes and supply commercial gisstf the product to the market. We
expect competition to increase as technologicahades are made and commercial applications broadezach of our potential product
areas, we face substantial competition from lafigrmmaceutical, biotechnology and other companigiseusities and research
institutions. Relative to us, most of these esgithave substantially greater capital resourcesareh and development staffs, facilities and
experience in conducting clinical studies and atitg regulatory approvals, as well as in manufaetuand marketing pharmaceutical
products. Many of our competitors may achieve pob@ommercialization or patent protection eariem us. Furthermore, we believe that
our competitors have used, and may continue tolitigation to gain a competitive advantage. Hwabur competitors may use different
technologies or approaches to the developmentaafymts similar to the products we are seeking teldp.

Competitors could develop and gain FDA approvalpbducts containing Amikacin or rhIGF-1 which coulédversely affect our
competitive position in all indications where weeacurrently developing products developing ARIKACEGY IPLEX™.

In the event there are other Amikacin or rh-1 products approved by the FDA to treat indicatiotiger than those covered



ARIKACE and IPLEX, physicians may elect to preserdcompetitor’s product containing Amikacin orGft1 to treat the
indications for which ARIKACE or IPLEX has receivadd may receive approval. This is commonly reféto as off-label use. While
under FDA regulations a competitor is not allowegtomote off-label use of its product, the FDA sloet regulate the practice of medicine
and as a result cannot direct physicians as to proatuct to prescribe to their patients. As alteste would have limited ability to prevent
off-label use of a competitor’s product containfugikacin or rhIGF4 to treat any diseases for which we have recaii28l approval, even
it violates our patents and we have orphan drutpsixaty for the use of Amikacin or rhIGF-1 to ttesuch diseases.

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

Under the Orphan Drug Act, the FDA may grant orptiarg designation to drugs intended to treat ada®ease or condition, which
is generally a disease or condition that affeatgefethan 200,000 individuals in the United Statéhe Company that obtains the first
marketing approval from the FDA for a designatguhan drug for a rare disease receives marketinlggxity for use of that drug for the
designated condition for a period of seven ye&imilar laws exist in EU. If a competitor obtaimgproval of the same drug for the same
indication or disease before us, we would be blddkem obtaining approval for our product for sexammore years, unless our product can
be shown to be clinically superior. In additiompn@than one drug may be approved by the FDA feistime orphan indication or disease as
long as the drugs are different drugs. As a resu#in if our product is approved and receives ampiirug exclusivity, as in the case of our
drugs ARIKACE and IPLEX, the FDA can still approdiferent drugs for use in treating the same iniiliceor disease covered by our
product, which could create a more competitive regfbr us.

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

In order to protect our proprietary technology andcesses, we rely in part on confidentiality agreets with our corporate partne
employees, consultants, outside scientific collalm®s and sponsored researchers and other advis@se agreements may not effectively
prevent disclosure of confidential information andy not provide an adequate remedy in the evembafithorized disclosure of confidential
information. In addition, others may independenilscover trade secrets and proprietary informat@wstly and time-consuming litigation
could be necessary to enforce and determine theesaioour proprietary rights, and failure to obtaimmaintain trade secret protection could
adversely affect our competitive business, findnmadition and results of operations.

Our research, development and manufacturing actieg at our former Boulder Facility and those used the production of ARIKACE
involved the use of hazardous materials, which abelxpose us to damages that could materially adelraffect our results of operations
and financial condition.

Our research, development and manufacturing aiesvibr ARIKACE involved the controlled use of hedaus materials, and
chemicals. Our contract manufacture has the fasldnd equipment for the appropriate handlinguohsnaterial. However, if any liability
arises, we could be liable for any losses incubmgethe contract manufacturer and our results ofatmns and financial conditions could be
materially adversely affected.

Our research, development and manufacturing aiesvét our former Boulder Facility involved the tmfled use of hazardous
materials, including hazardous chemicals and ratiamaterials. Under the terms and conditionswfagreement with Merck for the sale
of our FOB assets, we retained our obligationsletilities under any environmental law relatingatctivities conducted before March 31,
2009 but which arise at any time during the tworysiod beginning on March 31, 2009. If any sabligation or liability arises, we could
be subject to an obligation to indemnify Merck floe losses incurred by Merck which could materiatiiyersely affect our results of
operations and financial condition.

We may be subject to product liability claims if oproducts harm people, and we have only limitesguct liability insurance.

The manufacture and sale of human therapeutic ptedavolve an inherent risk of product liabilittaoms and associated adverse
publicity. We currently have only limited produigbility insurance for our products. We do nobknif we will be able to maintain existing
or obtain additional product liability insurance acceptable terms or with adequate coverage agaotesttial liabilities. This type of
insurance is expensive and may not be availabkcoaptable terms. If we are unable to obtain ontaadi sufficient insurance coverage on
reasonable terms or to otherwise protect agairtethial product liability claims, we may be unatdecommercialize our products. A
successful product liability claim brought agaianstin excess of our insurance coverage, if any, r@qyire us to pay substantial
amounts. This could have a material adverse effiectur business, financial condition and resultsperations.

If our settlement agreement with Tercica and Geneclh (now Ipsen and Roche) is terminated, the cortsender from the court would b
reinstated, which would have a material adverseeetfon our business, financial condition and ressilbf operations

As part of our settlement agreement Wnentech and Tercica, we entered into a Conadgndent and Permanent Injunction in the
United States District Court for the Northern Digttof California, which permanently enjoins usrraising or selling any products contain
rhiGF-1 using any methods infringing the patentsl by Genentech and Tercica. If our settlemeneagrent with Tercica and Genentech is
terminated, the Consent Judgment and Permanemictign against us will survive termination, whiclowld have a material adverse effec
our business, financial condition and results aragions as we would no longer have a license toufaature IPLEX using the present
process without incurring significant penalties aogalties.



Exercise of warrants and options issued by us wlillte the ownership interest of existing shareheid.

As of March 10, 2011, the warrants issued by uday 2007 were exercisable for up to approximat@§,000 shares of our
common stock.

As of March 10, 2011, our outstanding restrictemtist restricted stock units and stock options toesaployees, officers, directors
and consultants were exercisable for up to 750sb@@es of our common stock.

The conversion or exercise of some or all of ourrars, restricted stock, restricted stock unit aptions will dilute the ownership
interests of existing shareholders. Any sales énpiblic market of the common stock issuable upmh £onversion or exercise could
adversely affect prevailing market prices of oumaaon stock.

We may be unable to use our net operating losses.

We have substantial tax loss carryforwards for fe8eral income tax purposes. Our ability to usehscarryforwards to offset future income
or tax liability is limited under section 382 ofetnternal Revenue Code of 1986, as amended. @kanghe ownership of our stock,
including those resulting from the issuance of ehaf our common stock upon exercise of outstamndiagants or in connection with the
business combination with Transave, may furtheitloneliminate our ability to use our net opergtinsses.

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

Our common stock is listed on the Nasdaq Capitakitaunder the ticker symbol “INSM.” Beginning M&re, 2011 we are
temporarily trading under the symbol “INSMD” follomg the reverse stock split for a period of appmoadiely 20 days. The market price of
our stock has been and may continue to be highbtile and announcements by us or by third partiag have a significant impact on our
stock price. These announcements may include:

« our listing status on the Nasdaqg Capital Market;

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

« developments in our relationships with corporatereas;

« developments affecting our corporate partners;

« negative regulatory action or regulatory approvithwespect to our announcement or our competimaouncements of new products;
« government regulation, reimbursement changes awergmental investigation or audits related to usayur products;

« developments related to our patents or other petgw rights or those of our competitors;

« changes in the position of securities analysts vagipect to our stock; and

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

In addition, the stock market has from time to tiexperienced extreme price and volume fluctuatiatsch have particularly
affected the market prices for emerging biotechgyland pharmaceutical companies, and which haea diten unrelated to their operating
performance. These broad market fluctuations ndagsely affect the market price of our commonlstoc

In the past, when the market price of a stock & lvolatile, holders of that stock have oftenitutgd securities class action
litigation against the Company that issued thekstdEany of our shareholders bring a lawsuit agaus, we could incur substantial costs
defending the lawsuit. The lawsuit could also ditiee time and attention of our management.

Future sales of substantial amounts of common stotlke public market, or the possibility of su@les occurring, could also
adversely affect prevailing market prices for oomenon stock or our future ability to raise capitabugh an offering of equity securities.
Certain former Transave stockholders holding 40%uwfshares of common stock entered into lock-ogngiements with us in connection
with the merger, which provide that these sharedrsldnay only dispose of their shares beginningd8& following the closing date of the
merger (or May 30, 2011). Thereafter, these sluddehs can dispose of up to one-third of their ebaeceived in the merger during each six
month period following May 30, 2011 (with each aatial one-third increment being cumulative). Tdé&sck-up arrangements expire on
May 30, 2012. Other than the shares of our comstork subject to lock-up arrangements, all of mmmon stock is freely tradable in the
public market without restriction under the SedgesitAct, unless these shares are held by ouri@##”, as that term is defined in Rule 144

under the Securities Act.

Historically we have never paid dividends on oumawon stock and we currently intend to retain oturfe earnings, if any, to fund
the development and growth of our businesses aadefore, we do not anticipate paying any cashddivils from earnings in the foresees



future. The proceeds from the sale of our FOBtagseMerck will be primarily used for the Phaski8ls and commercialization
efforts of ARIKACE.

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

Certain provisions of Virginia law and our articlesincorporation and amended and restated bylavkidhamper a third party’s
acquisition of, or discourage a third party frorteaipting 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

« a provision allowing us to issue preferred stocthwights senior to those of the common stock withemy further vote or action by 1
holders of the common stock. The issuance of medestock could decrease the amount of earningassets available for distributior
the holders of common stock or could adverselycaffee rights and powers, including voting righagthe holders of the common stc
In certain circumstances, such issuance could tieveffect of decreasing the market price of thermon stock

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

» the amended and restated bylaws’ requirement tfzaiebolders provide advance notice when nominatimglirectors;

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

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

In addition, in May 2001, our board of directorpepred the adoption of a Rights Plan under whicretolders received rights to
purchase new shares of preferred stock if a peysgnoup acquires 15% or more of our common stdblese provisions are intended to
discourage acquisitions of 15% or more of our comistock without negotiations with the board. Thghts 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.

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

On December 1, 2010, in connection with the mengerpbtained the lease for our clinical, regulatéaporatory and administratio
facility located in Monmouth Junction, New Jerséje plan to use this site in New Jersey as our jpahcorporate office, where we occupy
approximately 22,000 square feet dedicated to c@&Search of our clinical drug ARIKACE and additibtaboratory and research and
development operations and administrative functiofise annual cash costs for this facility inclglistilities and services in 2010 were
approximately $1.0 million under an operating leaséch expires in November 2011.

Our previous headquarters located in Richmond,iNi@gwhere we occupied approximately 18,000 sqteetof space for corpore
and development activities under a lease expinn@étober 2016 is presently being closed down amatorrent plan is to sublet this
space. Our Richmond lease contains annuglt escalations of 3%. Our annual cash cost for thgida space including utilities and
services in fiscal 2010 was approximately $0.4iomll

We believe that our existing NJ facilities are atktg for our current needs and that suitable amtditior alternate space will be
available on commercially reasonable terms wherleages expire or when we need additional spaam. tBrour lease expiration in
November 2011, we are currently seeking alterndtieéities in order to meet the ongoing needswflousines:

ITEM 3. LEGAL PROCEEDINGS
Cacchillo vs. Insmed

On October 6, 2010, a complaint was filed agaisdtyiAngeline Cacchillo (Plaintiff) in the Uniteda®es District Court for the
Northern District of New York (Court) seeking monggmages and a court order requiring Insmed to@tppr compassionate u
application to the FDA and if approved, to provide with IPLEX. Plaintiff was a participant in tiphase Il clinical trial of IPLEX sponsor
by us evaluating the effectiveness of the invesiigal drug in patients with type 1 myotonic musculystrophy (“MMD”). The data from
this trial did not provide sufficient evidence thBtEX was effective to treat MMD. As a result, decided not to proceed to a phase Il trial.

In the complaint, Plaintiff alleges (i) violatiori constitutional due process and equal protectipddpriving Plaintiff of continued
access to IPLEX, (ii) fraudulent inducement to ettie phase Il clinical trial with the false promito support Plaintiff’'s compassionate use
application to the FDA, (iii) negligent represemdatthat we would support Plaint s compassionate use application, (iv) intentionglilction



of emotional distress by refusing to support Pifistcompassionate use application after providiBgEX, (v) violation of an
assumed duty of care to Plaintiff, (vi) breachidfi€iary duty to Plaintiff, (vii) negligence andiify unjust enrichment. Plaintiff seeks
compensatory and punitive monetary damages andhsmjgnction relief as noted above.

On October 7, 2010, Plaintiff filed a motion fopeeliminary injunction that would require us to pige a written statement
supporting the “compassionate use” of IPLEX foriftlff and directing us to provide IPLEX to Plaifitat cost in the event that the
compassionate use application were granted byt#e FOn October 8, 2010, the Court issued an Orm&how Cause requiring us to
respond to Plaintiff’'s motion. On October 13, 20d@ filed an opposition to Plaintiff's motion fidre preliminary injunction and on October
15, 2010, an oral argument was held before thet@outhe Plaintiff's motion.

On October 22, 2010, the Court denied Plaintiffation for the preliminary injunction concluding tithe Court lacked subject
matter jurisdiction with respect to her claim fopreliminary injunction. Plaintiff appealed the @8s denial of her motion for a preliminary
injunction to the United States Court of Appealstfee Second Circuit. The matter has been fuligfbd and oral argument has been
scheduled for March 15, 2011. Plaintiff's claimi foonetary damages remains outstanding. We bedlietdéhe allegations contained in the
complaint are without merit and we intend to coméirio vigorously defend this action. It is not pbkesat this time to estimate the amount of
loss or range of possible loss, if any, that migisult from an adverse resolution of this action.

Mackinson et al. v. Insme:

On February 24,2011, an action was filed againsbuissubsidiary Transave, LLC, Transave, our direcand the former directors
of Transave, captionddackinson et al. v. Insmed Incorporated et, &.A. No. 6216, as a purported class action sgekiquasi-appraisal
remedy for alleged violations of Delaware’s apmbstatute and the fiduciary duty of disclosure@mnection with the Merger consummated
pursuant to that certain Agreement and Plan of Blemdgated as of December 1, 2001, by and amongelth$ntorporated, River Acquisition
Co., Transave, LLC, Transave, Inc. and TVM V Lifgehce Ventures GmbH & Co. KG, in its capacity mekholders’ agent. We intend to
vigorously defend this action. It is not possibighas time to estimate the amount of loss or rasfggossible loss, if any, that might result
from an adverse resolution of this action.

ITEM 4 . (REMOVED AND RESERVED)
PART Il

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

Our common stock began trading on The Nasdag SPagllMarket on June 1, 2000 and moved to the NaGtistspl Market
(formerly the Nasdag National Market) on Augus2800. On February 29, 2009 our common stock veassterred from the Nasdaq Global
Market to the Nasdaq Capital Market as a resudt d@écision by the Panel in response to our appgehédstaff Determination.

Our trading symbol is “INSM.” Beginning March 2021 we are temporarily trading under the symbolSNID” following the
reverse stock split for a period of approximatedydays. The following table lists, for the periaddicated, the high and low sale prices per
share for our common stock as reported on the NpSdapital Market for both fiscal 2010 and fiscaD2Gdjusted for the 1 for 10 reverse
stock split:

Fiscal Year 201C High Low
Fourth Quarte $ 7.3C 3 5.7C
Third Quartel 7.7C 6.2C
Second Quarte 12.1C 5.9C
First Quarte 13.2( 7.5C
Fiscal Year 2009

Fourth Quarte 8.5( 7.0C
Third Quartel 10.9C 7.7C
Second Quarte 25.7( 8.7C
First Quarte 11.3C 4.0C

On March 10, 2011, the last reported sale pric@fwrcommon stock on the Nasdaq Capital Market$4a88 per share. As of
March 10, 2011, there were approximately 540 hal@érecord of our common stock.

We have never declared or paid dividends on oumeomstock. We anticipate that we will retain @f@ngs, if any, to support
operations and to finance the growth and developmieour business. Therefore, we do not expepifpcash dividends from earnings in the
foreseeable future. Any future determination ath&opayment of dividends will be at the sole dision of our board of directors and will
depend on our financial condition, results of ofieres, capital requirements and other factors @ardh of directors deems relevant.

PERFORMANCE GRAPH



COMPARISON OF 5 YEAR CUMULATIVE TOTAL RETURN®
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ITEM 6. SELECTED FINANCIAL DATA

In the table below, we present historical finandiafa for the past five years of our operationse Meve prepared this information
using consolidated financial statements for eadh®five years ended December 31, 2010. The diaastatements for each of the five fis
years ended December 31, 2010, have been auditéthBy& Young LLP, our independent registered usatcounting firm. Ernst ¢
Young LLP’s report on the consolidated financiatements as of December 31, 2010 and 2009 anddgrelars ended December 31, 2010,
2009 and 2008 appears elsewhere herein.

When you read this selected historical financiahgd# is important that you also read the hist@rfmancial statements and related
notes in our annual and quarterly reports filechvlite Securities and Exchange Commission, as wélManagement’s Discussion and
Analysis of Financial Condition and Results of Gyems.”

Year Ended December 31,

2006 2007 2008 2009 2010
Historical Statement of
Operations Data:
Revenue: $ 1,02t % 7581 $ 11,69¢ $ 10,37 $ 6,921
Operating expense
Cost of goods sol 1,49C 57€ - - -
Asset Impairmen 7,10z - - - -
Research and developmt 21,12 19,19¢ 21,04% 9,207 4,751
General and administrative 25,68: 8,24¢ 5,06¢ 9,84( 10,25¢
Total operating expenses 55,39¢ 28,02( 26,11( 19,04% 15,018
Operating los! (54,377 (20,439 (14,41) (8,679 (8,097)
Loss on investmen - - (500 - -
Gain on sale of asset, r - 127,47.

Interest incom: 1,937 1,15¢ 50C 80¢ 1,84t



Interest expense

Income or (loss) before income ta
Income tax expense

Net income or (loss

Basic net income (loss) per
share

Weighted average shar

Diluted net income (loss) per
share

Weighted average shar

Historical Balance Shee
Data:

Cash, cash equivalents and s-term investment

Certificate of deposi

Total asset

Long-term debt, ne

Net Stockholders' equity (defici

(3,709 (682) (1,256) (781) (109)
(56,139 (19,96 (15,66 118,82° (6,356)
- - - (477 (78)
(56,139 $ (19,967 $  (15667) $  118,35( (6,43/)
(5.89 $ 174 $ (1.26) $ 9.31 (0.49)
9,53z 11,46¢ 12,21 12,71: 13,25(
(5.89 $ 174 $ (1.26) $ 9.31 (0.49)
9,53z 11,46¢ 12,21° 12,72; 13,25(
2411: $ 16,47¢ $ 2,397 $ 12218 108,04
2,20t 2,08¢ 2,08¢ 2,08¢ 2,17¢€
28,34 19,50( 4,75¢ 126,69 196,26t
3,161 2,11% 487 - -
13,88( 11,48¢ (2,829) 123,91 192,84




ITEM 7. MANAGEMENT’S DISCUSSION AND ANALYSIS OF FI NANCIAL CONDITION AND RESULTS OF OPERATIONS
The following discussion also should be read injwaction with the Consolidated Financial Statemeantd notes thereto.
Overview

On December 1, 2010, we completed a business catidninvith Transave, Inc., a privately-held, baised pharmaceutical Comp.
focused on the development of differentiated, iratve inhaled pharmaceuticals for the site-spetiéatment of serious lung
infections. Under the terms of the merger agre¢nieemed paid off all of Transave's $7.8 millidebt, and issued approximately 25.9
million shares of Insmed common stock, and appras@hy 91.7 million shares of Insmed Series B Coodél Convertible Preferred Stock
and cash consideration of $561,280 in exchangalffof the outstanding capital stock of Transa@d.the 91.7 million shares of Series B
Conditional Convertible Preferred Stock, 17.6 roillishares were retained by us as security forragninification payments required
pursuant to the merger agreement. On March 1, 2a0&lspecial meeting of our shareholders, allofshares of Series B Conditional
Convertible Preferred Stock were converted intoehaf our Common Stock, on a one for one basiso At this meeting, our shareholders
approved a one for ten reverse stock split of eanrmon stock, which became effective at 5:00 pm B&March 2, 2011.

After giving effect to the merger and following a@mnsion of the preferred stock into common stookmer Transave stockholders
have approximately a 47% equity interest in the lzioed Company, and Insmed Incorporated shareholders a 53% interest on a fully
diluted, as exercised, basis. The shares retamed pursuant to the merger agreement (approxignatéb million shares of common stock
after giving effect to the conversion of the SeBe€onditional Preferred Stock and the one forei@erse stock split of our common stock)
will be delivered on June 12, 2012, subject to o#ida for any indemnification payments being madder the merger agreement.

We are a pharmaceutical Company and following teedinber 1, 2010 merger, have expertise in propyieddvanced liposomal
technology designed specifically for inhalationduttelivery. Our proprietary liposomal technologydiesigned specifically for delivery of
pharmaceuticals to the lung and provides for pakimprovements to the conventional inhalation Imoels of delivering drug to the
pulmonary system. These potential advantages iadhagrovements in efficacy, safety and patient emience. Our primary focus is orphan
markets with high unmet medical needs which preaesgnificant opportunity, as their challenge anthplexity best fit our knowledge,
know-how and expertise.

The Company'’s strategy is to utilize our patentédbaced liposomal technology to develop safe afet®fe medicines that
improve upon standards of care for those orphariragery diseases in which patient needs are ctiyranmet. Our initial primary target
indications are Pseudomonas lung infections inicyistrosis patients and non-tuberculous mycobé#teng infections.

Research and Development Activities

Since we began operations in late 1999, we havetddwsubstantially all of our resources to theasseand development of a
number of product candidates. Until the sale aff6DB platform on March 31, 2009, our research @exklopment efforts were principally
focused on pursuing a dual path strategy involenty into the FOB arena and advancing our prégmyeprotein platform into niche marke
with unmet needs. Our focus is now principallyaum proprietary, advanced liposomal technologygtesi specifically for inhalation lung
delivery. Our initial priority is to conduct Pha3estudies with patient accrual beginning in theosel half of 2011 for ARIKACE in treating
CF patients with Pseudomonas lung infections atiémqta with NTM lung infections

All of our research and development expenditurdsstihher conducted by our own staff or by externgrgists on our behalf and at our
expense, are recorded as expenses as incurredarBesnd development expenses consist primargplafies and related expenses, costs to
develop and manufacture products and amounts paidritract research organizations, hospitals amatddories for the provision of services
and materials for drug development and clinicallsi

Historically all of our research and developmemenditures related to our proprietary protein platf were interrelated as they are all
associated with drugs that modulate IGF-1 activitthe human body. A significant finding in anyeodrug for a particular indication may
provide benefits to our efforts across all of theseducts. All of these products also share atankial amount of our common fixed costs
such as salaries, facility costs, utilities andnteniance. Given the small portion of researchdavelopment expenses that are historically
related to products other than IPLEX we have ddteththat very limited benefits would be obtainezhf implementing cost tracking
systems that would be necessary to allow for e¢detination on a product-by-product basis. Prospeftiall of our currently planned R&D
activities are expected to be incurred in the dgwalent of ARIKACE.

At present we expect research of ARIKACE in thea®B NTM indications to represent our main researchdevelopment effort for
2011.

Ouir clinical trials with our product candidates atbject to numerous risks and uncertainties tlebatside of our control, including
the possibility that necessary regulatory approway not be obtained. For example, the durati@hthe cost of clinical trials may vary
significantly over the life of a project as a rasafldifferences arising during the clinical triaicluding, among others, the following:

« the number of patients that ultimately participatéhe trial;

« the duration of patient follow-up that is deterndrie be appropriate in view of results;



» the number of clinical sites included in the trjals
« the length of time required to enroll suitable eatisubjects; and
« the efficacy and safety profile of the product ddate.

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

Moreover, all of our product candidates and paldidy those that are in the preclinical or earlyidal trial stage must overcome
significant regulatory, technological, manufactgrand marketing challenges before they can be sefidly commercialized. Some of these
product candidates may never reach the clinicall $tage of research and development. As prealistadies and clinical trials progress, we
may determine that collaborative relationships iéinecessary to help us further develop or to cernialize our product candidates, but
such relationships may be difficult or impossildeatrange. Our projects or intended projects nt&y Ize subject to change from time to time
as we evaluate our research and development @®&and available resources.

Any significant delays that occur or additional erpes that we incur may have a material adversetedh our financial position and
may require us to raise additional capital soomén targer amounts than is presently expecteaduiition, as a result of the risks and
uncertainties related to the development and agpafour product candidates and the additionakuainties related to our ability to market
and sell these products once approved for comnies@ie, we are unable to provide a meaningful ptemi regarding the period in which
material net cash inflows from any of these prgéstexpected to become available.

Results of Operations
Fiscal 2010 compared to Fiscal 2009

On March 1, 2011, at a special meeting, our shddeh®approved a one for 10 reverse stock sphiuofcommon stock, which became
effective at 5:00 pm EST on March 2, 2011. Thigerse stock split is reflected in the shares onthtey and earnings per share calculations
throughout this 10-K.

For the year-ended December 31, 2010, revenudseddké.9 million, as compared to $10.4 million foe year-ended December 31,
2009. The reduction was primarily due to a yeasroxear decrease of $2.3 million in cost recoveoynfInsmed's IPLEX EAP in Europe, a
$1.0 million reduction in grant revenue relatedhe 2009 receipt of a $1.0 million grant from theddular Dystrophy Association and $0.1
million in reduced royalties. The causes of therflo quarter revenue variance were also responiibkbe full-year differences in revenue
between 2010 and 2009.

Net loss for the 12-months ended December 31, 2GHX$6.4 million, or $0.49 per share, comparedrietancome of $118.4 million,
or $9.31 per share, for the corresponding 12-mowit2909. This $124.8 million variance was du¢hi® $127.0 million after tax gain on the
sale of the Company's FOB assets to Merck in 26@9bined with a $3.5 million decrease in total reves. These were partially offset by a
$4.0 million reduction in total expenses, a $1.0iom increase in investment returns and a $0. Tionildecrease in interest expense.

The $4.0 million decrease in total expenses wadaaeb4.4 million reduction in R&D Expenses, whighs partially offset by a $0.4
million increase in SG&A Expenses. The $4.4 milli@duction in R&D Expenses was due primarily thearease in manufacturing expenses
following the sale of Insmed's FOB assets in M&@89, and was partially offset by the ARIKACE-reldtR&D Expenses incurred in
December 2010. The $0.4 million increase in SG&p&nses was due largely to the increased finaagal &nd consulting fees related to
strategic review and the business combination Witinsave on December 1, 2010. The improved remiinvestments reflected the
increased cash position and higher yield ratesievthe lower interest expense was due to the edititin of the debt discount amortization.

As of December 31, 2010, Insmed had total casHny, egsivalents, short-term investments, and ceatdéiof deposits on hand of $110.2
million, consisting of $108.0 million in cash anbst-term investments and $2.2 million in a ceetfe of deposit, as compared to $124.3
million of cash on hand as of December 31, 2008e $14.1 million decrease in total cash was duked8.0 million full payment of
Transave debt at the time of the merger, togetfithrtive payment of approximately $6.1 million inst® primarily related to the strategic
review during 2010 and the business combinatioh iansave.

Fiscal 2009 compared to Fiscal 2008

For the 12-months ended December 31, 2009, reveatsded $10.4 million, as compared to $11.7 millio the 12-months of
2008. Consistent with fourth quarter results,dberease was primarily attributable to a year-gsar decrease of $1.3 million in cost
recovery from our IPLEX EAP in Europe.

Net income for the 12Zaonths ended December 31, 2009 was $118.4 milio$0.93 per share, compared to a net loss of $hblion,
or $0.13 per share, for the corresponding 12-mooti2908. This $134.0 million improvement was paiity due to the $127.0 million after
tax gain on sale of our FOB assets to Merck, coptbimith a $7.1 million decrease in total expenaek).3 million improvement in
investment returns, a $0.5 million decrease inrggeexpense, and a $0.5 million reduction in dadized loss on investments, which were
partially offset by a $1.3 million reduction in meivenue.

The $7.1 million decrease in total expenses wasaaa $11.8 million reduction in R&D expenses, ethwas partially offset by a $£
million increase in SG&A expense



The $11.8 million reduction in R&D expenses was grimarily to a decrease in manufacturing expefsésving the sale of our FOB
assets in March 2009. The $4.7 million increasB@&A expenses was due largely to a combinatiah@fecognition of stock compensat
expense for the restricted stock and restricteckstoits that vested on March 31, 2009, and the@dwhbonuses, together with the increased
finance, legal and consulting fees related to thgoing strategic review. The improved return orestments reflected the increased cash
position, the lower interest expense was agairtatee reduction in debt discount amortization #re$0.5 million reduction in investment
loss was due to the write-off of the NAPO investmerhich occurred in 2008.

As of December 31, 2009, Insmed had total casln, egsivalents, short-term investments, and ceatéiof deposits on hand totaling
$124.3 million, consisting of $122.2 million in ¢aand short term investments and $2.1 million aedificate of deposit, as compared to $2.4
million of cash on hand as of December 31, 2008e $121.9 million increase in total cash was dufedb127.5 million in before tax
proceeds from the sale of Insmed's FOB assets toky$4.1 million from the conversion of warranteleoptions into common stock, the
release of a $2.1 million previously restrictectifieate of deposit, and a $0.4 million increaseiiirealized gains on investments, which was
partially offset by $11.0 million utilized to furmperations and $1.2 million for the partial repaptief the Company's 2005 convertible
notes .

Liquidity and Capital Resources

There is considerable time and cost associateddeitieloping a potential drug or pharmaceutical pobdo the point where FDA
approval for sales is received. In our financianagement, we have generally sought to raise tiasfoecessary for such development
primarily through the issuance of equity securitieprivate and public placement transactions. Elav, we may pursue additional financing
options, including entering into agreements withadmwrative partners in order to provide milestpagments, license fees and equity
investments.

We have funded our operations to date through p@id private placements of debt and equity séesitdnd the proceeds from the
sale of our FOB platform to Merck. We will contmto incur losses to the extent we expand our relseand development and do not expect
material revenues for at least the next severabyeaurthermore, revenues from our EAP in Italyoagated with cost recovery will be
eliminated by approximately the third quarter oL 20when our current IPLEX¥ inventory is depleted. At December 31, 2010, @ashcan

investments were approximately $110.2 million, ame invested in money market instruments, treasumunicipal bonds and mutual
funds. This is a decrease of $14.0 million front&maber 31, 2009, primarily as a result of debt paynand transaction expenses associated
with merger with Transave, Inc.

Expenditures in fiscal 2010 were principally rethte support of our EAP, our ongoing Strategic RevProcess and the
Merger. Planned expenditures in 2011 include timeling of our Phase 3 trials of ARIKACE, other oimgpresearch and development
activity and general and administrative supportos

On March 31, 2009, we completed the sale of our paBorm for an aggregate price of $130 milliohfter fees, taxes and other
costs related to the transaction, we receivedfi@tt@ax proceeds of approximately $127 milliorea®sult of this transaction.

Even though we currently have sufficient funds &etrour financial needs for the upcoming year,business strategy in the future
may require us to raise additional capital eitheough licensing, debt or equity sales. In thereitwe may require additional funds for the
continued development of our potential product ddaes or to pursue the license of complementatyelogies. There can be no assurance
that adequate funds will be available when we rieeth or on favorable terms. If at any time wewarable to obtain sufficient additional
funds, we will be required to delay, restrict arrehate some or all of our research or developrpengrams, dispose of assets or technology
or cease operations.

We could, but have no plans to, enter into agre¢méh corporate partners in order to fund operagithrough milestone payments,
license fees and equity investments.

We do not have any off-balance sheet arrangemieatdraive or are reasonably likely to have a cuwefiture effect on our
financial condition, revenues or expenses, regidltperations, liquidity, capital expenditures apital resources that we believe is material to
investors. In particular, we do not have any ieséin entities referred to as variable interesitieq, which include special purpose entities
and structured finance entities.

Contractual Obligations
We are obligated to make future payments undeouarcontracts as set forth below:
Payments Due by Years (in thousand:

2015
Total 2011 2012 2013 2014 & Beyond

Operating lease obligatiol $ 3,231 $ 1,017 $ 437 $ 445 $ 45¢ $ 874

Critical Accounting Policies



Preparation of financial statements in accordanite generally accepted accounting principles inlimited States requires us to
make estimates and assumptions affecting the egparnounts of assets, liabilities, revenues andresgs and the disclosures of contingent
assets and liabilities. We use our historical elgpee and other relevant factors when developimgestimates and assumptions. We
continually evaluate these estimates and assungptidhe accounting policies discussed below areethge consider critical to an
understanding of our consolidated financial statembecause their application places the mostfgignt demands on our judgment. Actual
results could differ from our estimates. For aiddil accounting policies, see Note 1 to our Cddstéd Financial Statements — “Description
of the Business and Summary of Significant Accoum®olicies.”

Research and Development

Research and development costs are expensed aseth&xcept for purchased precess research and development. Researc
development expenses consist primarily of salamebrelated expenses, cost to develop and mantggmtoducts, patent protection costs
amounts paid to contract research organizatiorspitads and laboratories for the provision of seggiand materials for drug development
clinical trials. Our expenses related to clinigédls are based on estimates of the serviceswedeaind efforts expended pursuant to cont
with third-party organizations that conduct and manage clirtitals on our behalf. These contracts set fdhth scope of work to |
completed at a fixed fee or amount per patientletto Payments under these contracts depend dorpemce criteria such as the succe:
enrollment of patients or the completion of cliditéal milestones. Expenses are accrued basemboimacted amounts applied to the leve
patient enroliment and to activity according to thiaical trial protocol.

Revenue Recognitic

We record revenue from product sales when the gazdelivered and title passes to the custométheitime of sale, estimates for
sales deductions, including rebates to governngendes, are recorded. These provisions are md\fit in the same period the related
product sales are recorded. Following our settléragreement with Tercica (now Ipsen) and Genenieotv Roche) on March 5, 2007, we
ceased to supply IPLEX to patients and discontirasels of IPLEX for short stature disorders as aféhh 7, 2007. Revenue from our
Expanded Access Program in Italy is recognized wherdrugs have been provided to program patiemdsallectability is
assured. Royalties that were paid to Tercica agwke@tech are netted against Expanded Access Progvamue. License income is
recognized as revenue when the milestones arevachéd payments are due. Grant revenue is rezjpince payment has been received.

Stock-Based Compensation

We adopted the fair-value-based method of accogrfm share-based payments effective January 16,20€ing the fhodifiec
prospective transition method”. Currently, we ube Black-Scholesderton formula to estimate the value of stock amiayranted t
employees and expect to continue to use this optiduation model. Under that transition methodnpensation cost recognized during
year included: (a) compensation cost for all s-based payments granted prior to, but not yet vesdenf January 1, 2006, based on the |
date fair valug and (b) compensation cost for all shbdesed payments granted subsequent to January @, 28€ed on the grant date
valued.

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

We invest excess cash in investment grade, intbegging securities and, at December 31, 2010$440.2 million invested in
money market instruments, treasuries, municipatlbpmutual funds and a certificate of deposit anto&uch investments are subject to
interest rate and credit risk and are not insusethb federal government. Our policy of investindnighly rated securities whose liquidities
December 31, 2010, are all less than two yearsmizes such risks. In addition, while a hypothdta@e percent per annum decrease in
market interest rates would have reduced our isténeome for fiscal 2010, it would not have resdlin a loss of the principal and the dec
in interest income would have been immaterial. Qumpose in making these investments is to generagstment income.

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

ITEM 8 . FINANCIAL STATEMENTS AND SUPPLEMENTARY DATA

The information required by Item 8 is set forthpages 58 — 80.

ITEM 9. CHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON AC COUNTING AND FINANCIAL
DISCLOSURE
None.
ITEM 9A . CONTROLS AND PROCEDURES

Disclosure Controls and Procedure¢



We carried out an evaluation, under thgesvision and with the participation of certainmizers of our management, including our
Chief Financial Officer, of the effectiveness of @lisclosure controls and procedures (as defindtlies 13a-15(e) and 15d-15(e) under the
Securities Exchange Act of 1934, as amended). BBase¢hat evaluation, as of December 31, 2010Chief Financial Officer has concluded
that our disclosure controls and procedures asx@éfe at the reasonable assurance level.

Management's Report on Internal Control Over Finarad Reporting

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

Our management assessed the effectivefiess internal control over financial reporting af December 31, 2010 based on the criteria
set forth by the Committee of Sponsoring Organizetiof the Treadway Commission (COSO)riternal Control — Integrated
Framework. Management’'s assessment included an evaludtite @esign of our internal control over finanagi@borting and testing of the
operational effectiveness of our internal contnarofinancial reporting. Based on this assessnoemtmanagement concluded that, as of
December 31, 2010, our internal control over finaheporting was effective.

Management’s assessment of the effectivenesseshimtcontrol over financial reporting excludes évaluation of internal controls
over financial reporting of the Transave Inc. bassicombination, which merged with the Company eadinber 1, 2010. The aggregated
total assets and total operating expenses of tEe@tions represent approximately 1% and 17%entisely, of the consolidated financial
statements as of and for the year ended Decembe0320.

Ernst & Young LLP, our independent regiistl public accounting firm, has issued an augibmeon the effectiveness of our internal
control over financial reporting. The report ohBr & Young LLP is contained in Item 15 of this Arat Report on Form 10-K.

There have been no changes in our inteordrol over financial reporting that occurredidg the quarter ended December 31, 2010
that have materially affected, or are reasonakbjlyjito materially affect, our internal control af@ancial reporting.

ITEM 9B . OTHER INFORMATION
None.
PART Il
ITEM 10 . DIRECTORS, EXECUTIVEOFFICERS AND CORPORATE GOVERNANCE

The information required by Item 10 of Form 10-Krisorporated by reference from the discussionaesive thereto under the
captions “Election of Directors” and “Section 16(Bgneficial Ownership Reporting Compliance” in alefinitive proxy statement for our
2010 annual meeting of stockholders to be filedhlie Securities and Exchange Commission.

ITEM 11 . EXECUTIVE COMPENSATION

The information required by Item 11 of Form 10-Krisorporated by reference from the discussionamespe thereto under the
captions “Compensation Committee Report,” “Comp#aoraDiscussion and Analysis,” “Compensation Contegitinterlocks and insider
Participation” and “Directors Compensation” in aafinitive proxy statement for our 2011 annual rireebf stockholders to be filed with the
securities and Exchange Commission.

ITEM 12 . SECURITIES OWNERSHIP OF CERTAIN BENEFICIAL OWNERS A ND MANAGEMENT AND RELATED
STOCKHOLDER MATTERS

The information required by Item 12 of Form 10-Krisorporated by reference from the discussionaesive thereto under the
captions “Security Ownership of Certain Benefiéalners,” “Security Ownership of Management,” andf@ensation Discussion and
Analysis” in our definitive proxy statement for a2011 annual meeting of stockholders to be filethhe Securities and Exchange
Commission.

ITEM 13 . CERTAIN RELATIONSHIPS AND RELATED TRANSACTIONS AND DIRECTOR INDEPENDENCE

The information required by Item 13 of Form 10-Krisorporated by reference from the discussionaesive thereto under the
captions “Election of Directors” and “Related Paftynsactions” in our definitive proxy statement déoir 2011 annual meeting of
stockholders to be filed with the Securities andliange Commission.

ITEM 14 . PRINCIPAL ACCOUNTING FEES AND SERVICES

The information required by Item 14 of Form-K is incorporated by reference from the discussemponsive thereto under t



caption “Designation of Auditors” in our definitiygroxy statement for our 2011 annual meeting dfldtolders to be filed with the Securities
and Exchange Commission.




ITEM 15 .

PART IV
EXHIBITS AND FINANCIAL STATEMENT SCHEDU LES
(@8 Documents filed as part of this report.

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

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

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

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

10.1, 10.2, 10.14, 10.16, 10.17, 10.19, 10.20,11,A.2.22, 10.26, 10.27 and 10.28 constitute manageoontracts
or compensatory plans or arrangements required fiddal as exhibits hereto.




SIGNATURES

Pursuant to the requirements of Section 13 or 1&f(the Securities Exchange Act of 1934, the Regyithas duly caused this report
to be signed on its behalf by the undersignedetieto duly authorized in the City of Richmond, Coamwealth of Virginia, on the 18day
of March, 2011.

INSMED INCORPORATED
a Virginia corporation
(Registrant)

By: /sl Timothy Whitten
Timothy Whitten
Chief Executive Officer (Principal Executive Office

Pursuant to the requirements of the Securities &xgh Act of 1934, this report has been signed bbélptihe following persons on
behalf of the Registrant and in the capacitiesciaigid on thel6 thday of March, 2011.

Signature Title
/s/_Donald Hayden, J
Donald Hayden, J Chairman of the Boar
/sl Kevin P. Tully, C.G.A
Kevin P. Tully, C.G.A. Chief Financial Officer (Principal Financial Offigeand

Executive Vice Presidel
/s/ Melvin Sharoky, M.D

Melvin Sharoky, M.D. Director
/s/ Richard S. Kollende
Richard S. Kollende Director
[s/ Steinar J. Engelsen, M.
Steinar J. Engelsen, M.I Director

/s/ Randall W. Whitcomb, M.C
Randall W. Whitcomb, M.D Director




Report of Independent Registered Public Accountindrirm
The Board of Directors and Stockholders of Insmedricorporated

We have audited the accompanying consolidated balaheets of Insmed Incorporated as of Decembe2@) and 2009, and the rele
consolidated statements of operations, stockhdldersty (deficit), and cash flows for each of theee years in the period ended Decer
31, 2010. These financial statements are the resiibty of the Companys management. Our responsibility is to expresspamian on thes
financial statements based on our audits.

We conducted our audits in accordance with thedstats of the Public Company Accounting OversightaBlo(United States). Thc
standards require that we plan and perform thet anidibtain reasonable assurance about whethdindmgcial statements are free of mate
misstatement. An audit includes examining, on &ltesis, evidence supporting the amounts and disads in the financial statements.
audit also includes assessing the accounting piegiused and significant estimates made by maragems well as evaluating the ove
financial statement presentation. We believe thatadits provide a reasonable basis for our opinio

In our opinion, the financial statements referregbove present fairly, in all material respedts, tonsolidated financial position of Insr
Incorporated at December 31, 2010 and 2009, andahsolidated results of its operations and ith dksvs for each of the three years in
period ended December 31, 2010, in conformity wit8. generally accepted accounting principles.

We also have audited, in accordance with the stasdaf the Public Company Accounting Oversight BogUnited States), Insm
Incorporated’s internal control over financial refiny as of December 31, 2010, based on critetabéished in Internal Contrdhtegrate:
Framework issued by the Committee of Sponsoringa@mations of the Treadway Commission and our tedated March 16, 20:
expressed an unqualified opinion thereon.

/sl Ernst & Young LLP

Richmond, Virginia
March 16, 2011




Report of Independent Registered Public Accountindrirm
The Board of Directors and Stockholders of Insmedricorporated

We have audited Insmed Incorporatedhternal control over financial reporting as oéd@mber 31, 2010, based on criteria establish
Internal Control—ntegrated Framework issued by the Committee ofnSpng Organizations of the Treadway Commissidre €OS(
criteria). Insmed Incorporates’management is responsible for maintaining effecinternal control over financial reporting, amat fts
assessment of the effectiveness of internal cootret financial reporting included in Managemsrieport on Internal Control over Finan
Reporting. Our responsibility is to express an mpiron the company’s internal control over finahcgporting based on our audit.

We conducted our audit in accordance with the stadedof the Public Company Accounting Oversighti@dq&@nited States). Those stand:
require that we plan and perform the audit to abtaasonable assurance about whether effectiven@dteontrol over financial reporting w
maintained in all material respects. Our auditideld obtaining an understanding of internal cordx@r financial reporting, assessing the
that a material weakness exists, testing and etwatptne design and operating effectiveness ofiatecontrol based on the assessed risk
performing such other procedures as we considezedssary in the circumstances. We believe thatodit provides a reasonable basis
our opinion.

A companys internal control over financial reporting is sopess designed to provide reasonable assurancediregahe reliability o
financial reporting and the preparation of finahc#atements for external purposes in accordandb génerally accepted account
principles. A company internal control over financial reporting inclsdénose policies and procedures that (1) pertathéamaintenance
records that, in reasonable detail, accurately fairty reflect the transactions and dispositionstloé assets of the company; (2) pro
reasonable assurance that transactions are recasdadcessary to permit preparation of financitlestents in accordance with genel
accepted accounting principles, and that receiptsexpenditures of the company are being made ion¢ccordance with authorizations
management and directors of the company; and @jige reasonable assurance regarding preventigimety detection of unauthoriz
acquisition, use, or disposition of the companygseds that could have a material effect on then@izé statements.

Because of its inherent limitations, internal cohtver financial reporting may not prevent or @etmisstatements. Also, projections of
evaluation of effectiveness to future periods argiect to the risk that controls may become inadégjbbecause of changes in condition
that the degree of compliance with the policieprocedures may deteriorate.

As indicated in the accompanying Management’s AhReport on Internal Control over Financial Repugti managemerd’assessment
and conclusion on the effectiveness of internaltrabrover financial reporting did not include theternal controls of the Transave, |
acquisition which is included in the 2010 consdkdhfinancial statements of Insmed Incorporatece agregated total assets and
operating expenses of these operations represprxamately 1% and 17%, respectively, of the coinsdéd financial statements as of
for the year ended December 31, 2010. Our audittefnal control over financial reporting of Insmbttorporated also did not include
evaluation of the internal control over financieporting of the Transave, Inc. acquisition.

In our opinion, Insmed Incorporated maintainedallimaterial respects, effective internal contreéfinancial reporting as of December
2010, based on the COSO criteria.

We also have audited, in accordance with the stdsdaf the Public Company Accounting Oversight Bo@ynited States), the consolida
balance sheets of Insmed Incorporated as of Deaedih@010 and 2009, and the related consoliddtgdraents of operations, stockholders’
equity (deficit) and cash flows for each of theethryears in the period ended December 31, 2010oandeport dated March 16, 2(
expressed an unqualified opinion thereon.

/sl Ernst & Young LLP

Richmond, Virginia
March 16, 2011




Assets

Current asset:
Cash and cash equivale
Shor-term investment
Income tax receivabl
Accounts receivable, n
Prepaid expenses
Total current asse

Long-term assets
Certificate of depos
In-process research and developn
Goodwill
Fixed assets, n
Deferred financing costs, net

Total long-term assets

Total assets

Liabilities and stockholders' equity
Current liabilities:
Accounts payabl
Accrued project costs & oth
Payroll liabilities
Interest payabl
Deferred ren
Capital lease obligations, curre
Deferred revenu

Convertible deb

Debt discoun
Net convertible debt

Total current liabilities

Long-term liabilities:
Capital lease obligations, lc-term

Total liabilities

Stockholders' equity

Common stock; $.01 par value; authorized sh

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

500,000,000; issued and outstanding shares, 15858 2010 and 13,020,810 in 2C

Preferred stock; $.01 par value; authorized st

200,000,000; issued and outstanding shares, 98945010 and zero in 20(

Additional paic-in capital
Accumulated defici

Accumulated other comprehensive incol

Unrealized gain on investmel
Net stockholders' equity

Total liabilities and stockholders' equity

See accompanying notes.

December December
31, 31,
2010 2009
$ 10,74: $ 12,74(

97,30¢ 109,44

- 2,02¢

471 24E

277 15¢
108,79° 124,60¢
2,17¢ 2,08t
77,90( -
6,29( -
1,102 -

- 2

87,46¢ 2,087

$ 196,26 $ 126,69!
$ 1,45C $ 312
13¢ 1,15C
1,117 58C

- 1

15C 132

81 -

402 39¢

- 231
- (23

- 20€

3,33¢ 2,781

83 -

3,42: 2,781
1,56¢ 1,30z
91¢ -
423,87 350,24
(234,51 (228,07¢)
992 44E
192,84 123,91
$ 196,26 $ 126,69!







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

Twelve Months Ended
December 31

2010 2009 2008

Royalties $ 4 $ 12¢ % 144
Grant revenu - 1,044 1,04
Other expanded access program income, net 6,917 9,20( 10,51:

Total revenue 6,921 10,37 11,69¢
Operating expense
Research and developmt 4,75] 9,207 21,04
Selling, general and administrative 10,25¢ 9,84( 5,06:

Total expenses 15,01 19,041 26,11(
Operating los! (8,099 (8,679 (14,417
Investment incom 1,84¢ 80¢ 50C
Realized loss on investme - - (500
Interest expens (209 (781) (1,256
Gain on sale of asset, net - 127,47: -
Income (loss) before tax (6,35€) 118,82 (15,667
Income tax expense 78 A77 -
Net (loss) incom $ (6,439 $ 118,35( $ (15,667
Basic net (loss) income per share $ (0.49 $ 9.31 $ (1.2§)
Shares used in computing basic net (loss) incomshzre 13,25( 12,71: 12,21
Diluted net (loss) income per share $ (0.49 $ 9.3C $ (1.2§)
Shares used in computing diluted net (loss) incqraeshare 13,25( 12,727 12,21

See accompanying notes.




INSMED INCORPORATED
CONSOLIDATED STATEMENTS OF STOCKHOLDERS' EQUITY (DE FICIT)
YEARS ENDED DECEMBER 31, 2010, 2009, AND 2008
(in thousands, except share amounts)

Accumulated

Other
Common Additional ~ Accumulated Comprehensive
Stock Capital Deficit Income (Loss) Total

Balance at December 31, 20C 1,21¢ 341,27( (330,759 (242) 11,48¢
Comprehensive earning

Net loss (15,66 (15,667

Realized gain on investme 242 242

Comprehensive loss - - (15,425
Issuance of 34,970 shares of
common

stock from Employee Stock
Purchase Pla 4 117 - - 121
Issuance of 24,000 shares of
common

stock for consulting servici 2 141 - - 142
Stock compensation expense - 85( - - 85(
Balance at December 31, 20C 1,22t 342,37¢ (346,420 - (2,827
Comprehensive earning

Net income 118,35( 118,35(

Unrealized gain on investme 44k 44E

Comprehensive income 118,79!
Issuance of 292,745 shares of
common

stock for warrant exercis 29 3,462 - - 3,491
Issuance of 325,314 shares of
common

stock upon issuance of
restricted stock awarc 33 1,39¢ - - 1,42¢
Issuance of 53,365 shares of
common

stock upon exercise of stock
options 5 57t - - 58C
Issuance of 99,985 shares of
common

stock upon conversion of not 10 1,28t 1,29t
Stock compensation expense - 1,147 - - 1,147
Balance at December 31, 20C 1,30z 350,24 (228,07¢) 44F 123,91«
Comprehensive earning

Net loss (6,439 (6,439

Unrealized gain on investme 54¢ 54¢

Comprehensive loss (5,886)
Issuance of 39,042 shares of
common

stock upon issuance of
restricted stock awarc 4 - - - 4
Issuance of 2,593,882 shares
common

stock upon merge 25€ 18,16( - - 18,41¢
Issuance of 9,174,589 shares
preferred

stock upon merge 91 55,10¢ - - 56,02¢
Stock compensation expense - 36€ - - 36€
Balance at December 31, 201 $ 1,56¢ $ 91¢ $ 423,870 $ (234,510 $ 99% $ 192,84:

See accompanying notes.







INSMED INCORPORATED

CONSOLIDATED STATEMENTS OF CASH FLOWS

Operating activities
Net income (loss
Adjustments to reconcile net income (loss) to resh
used in provided by operating activitit
Depreciation and amortizatic
Stock based compensation expe
Gain on sale of asset, r
Change in trading securiti
Realized loss on investmer
Changes in operating assets and liabilit
Accounts receivabl
Income tax receivabl
Prepaid expenst
Accounts payabl
Accrued project costs & oth
Payroll liabilities
Income tax liability
Deferred ren
Deferred revenu
Restricted stock unit liabilit
Asset retirement obligatic
Interest payable

Net cash used in operating activit

Investing activities
Cash consideration for merger, net of cash aed
Cash received from asset s
Sales of sha-term investment
Purchases of sh-term investment
Net cash provided by investing activiti

Financing activities

Proceeds from issuance of common si
Payments on capital lease obligatit
Repayment of convertible not

Certificate of deposit

Warrants converted into shai

Other

Net cash provided by (used in) financing activi

Increase (decrease) in cash and cash equiv:
Cash and cash equivalents at beginning of period

Cash and cash equivalents at end of period

Supplemental informatic
Cash paid for intere:
Cash paid (received) for taxes, |

See accompanying notes.

(in thousands)

Twelve Months Ended
December 31
2010 2009 2008

$ (643) $ 11835 $  (15,66)

54 707 1,047
36¢€ 2,542 85C

- (127,47 -

5 5 142

- - 50C

19 (129) -
2,02¢ (2,029) 12¢
(78) - -
(2,750 (85) 17C
(1,142) (96E) 372
201 214 43z

- 127 (17)

18 (36) 53

4 96 57

- (119) 112

- (2,217) -

@ 12 (10
(7,722 (11,01%) (11,997)
(6,739 5 5
- 127 47: -
115,15: - 12,67:
(102,465 (108,742 -
5,95¢ 18,73( 12,67¢
- 58C -

(6) - -
(231) (1,246) (2,211)
- 10 -

- 3,491 -

4 42 121
(239) 2,871 (2,090
(1,997) 10,59¢ (1,409)
12,74( 2,14¢ 3,55¢
$ 10,740 $  1274C $ 2,14¢
$ - $ 82 $ 234
(1,884 2,79¢ -




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

On December 1, 2010, we completed a business catidninwith Transave, Inc., a privately-held, NJdzapharmaceutical Company
focused on the development of differentiated, iraiwe inhaled pharmaceuticals for the site-spetiéatment of serious lung
infections. Under the terms of the merger agreéniiesmed paid off all of Transave's $7.8 millidebt, and issued (on a pre-reverse stock-
split basis) approximately 25.9 million sharesmgrned common stock, and approximately 91.7 mililoares of Insmed Series B Conditional
Convertible Preferred Stock and cash consideraticék561,280 in exchange for all of the outstandiagital stock of Transave. On March 1,
2011 at a special meeting of our shareholdersfalur shares of Series B Conditional Convertitief@red Stock were converted into shares
of our Common Stock, on a one for one basis. Atdhis meeting, our shareholders approved a antefforeverse stock split of our common
stock, which became effective at 5:00 pm EST ondia;, 2011 (see note 13).

After giving effect to the business combination doitbwing conversion of the preferred stock inttnumon stock, former Transave
stockholders have approximately a 47% equity isterethe combined Company, and Insmed Incorporsitadeholders have a 53% interest
on a fully diluted, as exercised, basis.

We are a pharmaceutical Company and following thedinber 1, 2010 merger, have expertise in propyiedadvanced liposomal
technology designed specifically for inhalationduttelivery. Our proprietary liposomal technologydiesigned specifically for delivery of
pharmaceuticals to the lung and provides for p@akimprovements to the conventional inhalation Imoels of delivering drug to the
pulmonary system. These potential advantages iadhagrovements in efficacy, safety and patient emience. Our primary focus is orphan
markets with high unmet medical needs which preaesgnificant opportunity, as their challenge anthplexity best fit our knowledge,
know-how and expertise.

The Company'’s strategy is to utilize our patenténbaced liposomal technology to develop safe afettfe medicines that improve
upon standards of care for those orphan respiratisgases in which patient needs are currently trftne initial primary target indications
are Pseudomonas lung infections in cystic fibrpatsents and non-tuberculous mycobacteria lungtitfe patients.

Principles of Consolidation

The consolidated financial statements include twants of the Company and its wholly-owned subsiés, Transave, LLC, Insmed
Therapeutic Proteins, Insmed Pharmaceuticals, hacated and Celtrix Pharmaceuticals, Incorpordtédlfrix”). All significant
intercompany balances and transactions have baeimaled in consolidation.

Use of Estimates

The preparation of the consolidated financial stetets in conformity with accounting principles geally accepted in the United Sta
(“GAAP”) requires management to make estimatesamstimptions that affect the amounts reported icdhsolidated financial statements
and accompanying notes. Actual results could dfffam those estimates.

Common Stock Reverse Split

On March 2, 2011, our shareholders approved a 1Gaeverse stock split of the Company’s outstagpdimmmon stock (see note
13). Unless otherwise noted, the accompanyingatimiaded financial statements and notes give retigaeffect to the reverse stock split for
all periods presented.

Cash, Cash Equivalents and Short-Term Investments

The Company considers investments with maturitfehree months or less when purchased to be cashadents. Short-term
investments are available for sale and consistaiynof short-term municipal bonds, U. S. treagssrand mutual funds. These securities are
carried at market. The cost of the specific segwalid is used to compute the gain or loss on éfeaf marketable securities.

Fair Value of Financial Instruments

We consider the recorded cost of our financialtassed liabilities, which consist primarily of casfash equivalents and short-term
investments, to approximate the fair value of gspective assets and liabilities at December 310 20d 2009 due to the short-term
maturities of these instruments. See Note 12 fdhéu discussion on fair value of our cash andstments. We also hold an investment in
NAPO Pharmaceuticals, In“NAPQ”), which was previously classified as an “dable-for-sale” security but was considered ottiam
temporararily impaired as NAPO was liged from the London Stock Exchange in 2008. sTiipairment is reported as a loss on investn
on our consolidated statement of operations fo8200



Stock-Based Compensation

In some instances, we receive employee servicesdnange for providing equity instruments of therpany or liabilities that are
based on the fair value of our equity instrumemtthat may be settled by the issuance of suchemstruments. These share-based
transactions are accounted for using a fair-valksel method to recognize noash compensation expense; this expense is reeagratably
over the requisite service period, which generatjyals the vesting period of options, and is adfiftr expected forfeitures.

Revenue Recognition

We record revenue from product sales when the gamdelivered and title passes to the custométheitime of sale, estimates for
sales deductions, including rebates to governngendes, are recorded. These provisions are md\fi in the same period the related
product sales are recorded. Following our settléragreement with Tercica and Genentech on Mar@08/, we ceased to supply IPLEX to
patients and discontinued sales of IPLEX for sktature disordersas of March 7, 2007. Revenue from our Expandecggs®rogram in
Italy is recognized when the drugs have been peal/td program patients and collectability is assurRoyalties that were paid to Tercica
Genentech are netted against Expanded Access Rrogvanue. License income is recognized as rewehee the milestones are achieved
and payments are due. Grant revenue is recogoireslpayment has been received. Shipping andihgratists charged to customers are
included in revenue and totaled $0.2 million, $®iflion and $0.4 million for 2010, 2009 and 2008spectively.

Research and Development

Research and development costs are expensed athencept for purchase in-process research arelafenent (see below and note
3). Research and development expenses consistrilyimiasalaries and related expenses, cost toldpvend manufacture drug candidates,
patent protection costs, amounts paid to contessarch organizations, hospitals and laborataoviethé provision of services and materials
for drug development and clinical trials. Our expemrelated to clinical trials are based on eséimat the services received and efforts
expended pursuant to contracts with third part@nizations that conduct and manage clinical toal®ur behalf. These contracts set fortt
scope of work to be completed at a fixed fee oramhper patient enrolled. Payments under theseatistdepend on performance criteria
such as the successful enroliment of patientseoctéimpletion of clinical trial milestones. Expenaes accrued based on contracted amounts
applied to the level of patient enrollment and ¢t\ity according to the clinical trial protocol.

Identified Intangible Assets

In conjunction with the recent Merger, we have rded in-process research and development intangdislets as part of our
recognition and measurement of assets acquiretiailities assumed. Identifiable intangible ass@ts measured at their respective fair
values as of the acquisition date and are not aedruntil commercialization or unanticipated markeents occur. Once commercialization
occurs, these intangible assets will be amortizet the estimated useful lives. A discounted dbst model was used in valuing these
intangible assets, and these models require thefusgnificant estimates and assumptions in suehsaas growth rates, profitability and the
discount rate applied to the cash flows. Whilebgbeve the fair values assigned to our acquir&ahgible assets are based on reasonable
estimates and assumptions given the available factcircumstances as of the acquisition date,tioigated market events may occur which
could affect the accuracy or validity of the estiesaand assumptions.

Impairment of Goodwill and Indefinite Lived Intabli Assets

Goodwill and indefinite lived intangible assets tasted for impairment annually or more frequemthen events occur or
circumstances change that would more likely tharireduce the fair value of the asset below itsytagramount. Events or circumstances
that may require an interim impairment assessnmetitde negative clinical trial results, the non+am@al of a new drug application by the
FDA, or a sustained decline in market capitalizatibhe potential impairment of goodwill is determinby comparing the fair value (using
income or market approaches) of the products wstbarrying amount, including goodwill. No impairmevas noted for 2010.

Income Taxes

Income taxes are accounted for in accordance wittoAnting Standards Codification (ASC) 7#t;ome Taxes Deferred tax assets
and liabilities are recognized for the future taxsequences attributable to differences betweefirthecial statement carrying amounts of
existing assets and liabilities and their respectax bases and operating loss carryforwards. rieféax assets and liabilities are measured
using enacted tax rates expected to apply to teaxiabbme in the years in which those temporanediifices are expected to be recovered or
settled. The effect on deferred tax assets abdifias of a change in tax rates is recognizethaome in the period that includes the
enactment date.

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

Net Income (Loss) Per Share

Basic net income /(loss) per share is computeddoagen the weighted average number of common sleatetanding during the
year. The following table sets forth the compuwtatf basic and diluted (loss) earnings per st

Twelve Months Ended December :



2010 2009 2008

(in thousands except per share d

Numerator:

Net income (loss) for basic and diluted incomegjqzer share $ (6,439 $ 118,35( $ (15,667
Denominator

Weighted average shares for basic income (loss3hare 13,25( 12,71: 12,21:

Effect of dilutive securities
Preferred stoc - - -

Stock options and restricted stock - 16 -
Denominator for diluted income (loss) per share 13,25( 12,727 12,21
Basic income (loss) per share $ (0.49 $ 9.31 $ (1.2§)
Diluted income (loss) per share $ (049 $ 9.3C $ (1.2¢)

For the years ended 2010 and 2008, our dilutetbastper share was the same as our basic netdostiare because all stock
options, warrants, and other potentially dilutieeugrities were antidilutive and, therefore, exciffem the calculation of diluted net loss per
share. Shares excluded for 2010 and 2008 wer®®@&)8d zero, respectively. Also, our average spoide for the year ended December 31,
2009 was $9.80, therefore any warrant, option arvedible note that contained a strike price abtneamount was excluded from diluted
earnings per share for 2009.

Segment Information

The Company currently operates in one businessasigrvhich is the development and commercializatibpharmaceutical
products. The Company is managed and operatedealsusiness. A single management team that refootite Chief Executive Officer
comprehensively manages the entire business. dhg&ny does not operate separate lines of busivittesespect to its products or product
candidates. Accordingly, the Company does not lseparately reportable segments.

2. Risks and Uncertainties

For the period from inception to December 31, 2@ti®,Company has incurred recurring operating basel has accumulated a
deficit of $235 million. During 2010, the Compargcognized a net loss of $6.4 million. Our net aasdd in operations for 2010 was $7.7
million.

3. Business Combination

We entered into an Agreement and Plan of Mergdr Wwiinsave, Inc. on December 1, 2010. The memgbhen accounted for
using the acquisition method of accounting andpedingly, the tangible and intangible assets aeguand liabilities assumed were recorded
at their estimated fair values as of the date efatquisition. Transaction costs related to thegelewere $6.0 million of which $4.8 million
is expensed in 2010 and $1.2 million is expense20DO and is included in selling, general and adstrative expenses in the statement of
operations. Our evaluation of the estimate offflirevalue of the assets acquired and the liabgiissumed from Transave and the related
allocations of purchase price are shown in theestabklow (on a pre-reverse stock-split basis).hBbthese evaluations are “Level 3” as
defined in Note 12.

Total Purchase Consideration

Cash consideration pa $ 8,54¢
Fair value of common stock consideration (25,938 &iares issuel 18,41¢
Fair value of preferred series B stock considenafi, 745,892 shares issut 56,02(
Purchase price of acquired assets $ 82,98(

The fair value of the common stock (on a pre-reystsck-split basis) was the Company’s closingksfwce on December 1, 2010
which was $0.71 per share. Based on a revieve dé#tures, the conditional convertible series &ered stock was considered economic
equivalent to the common stock. Accordingly, the ¥alue was estimated using the common stock padeced for a lack of marketability
between the acquisition date (or issuance date}rendnticipated date of conversion. This discdontack of marketability via a protective
put analysis and the fair value of the series Bepred stock was estimated at $0.61 per share esriteer 1, 2010.

Purchase Price Allocation

Current assel $ 2,17(C
Fixed asset 1,131
Other asset 91
In-process research and developr 77,90(
Goodwill 6,29(

Current liabilities assume (4,515



Long term liabilities assume (87)

Total assets $ 82,98(

A substantial portion of the assets acquired ctexbisf intangible assets related topirocess research and development and goo
Goodwill consists of the value of the remaining @amy operations. With the assistance of an inddgrarthird party the Company used the
income approach to estimate the value of Transave primary indications for its lead product. dtaigh this approach, the fair value of th
indications was determined by discounting to theésent value the estimated cash flows associatbdive indications as of the date of
acquisition taking into consideration estimatedoatuility of success. The estimated cash flows wesed on forecast revenues for those
indications net of operating expenses and othangible assets that contribute to the projectel fiae from this product. The projected
revenues were based on assumed revenue growtlaratgmtient uptake. Operating expenses were dstinbased on the supporting
infrastructure expected to sustain the assumedhuevgrowth rates. The discount rate was basedeorigks associated with the respective
cash flows taking into consideration the Companyesghted average cost of capital, which includesbgervable inputs. We expect to
amortize the value of the in-process research amdldpment over the remaining life of the patentstie product post
commercialization. The purchase consideration arnivuexcess of the readily identifiable assetsiarmgtocess research and development
was recorded as goodwill and will have an indeditifie and is not expected to be deductible forgasposes. It will be tested annually for
impairment.

Transave was a development stage Company pribetderger. As such it had not begun generatingmegs. Transave's
apportionment of the net loss for 2010 is $2.6ionlwhich reflects the one month of activity asombined entity. Transavehet loss for th
twelve months ended December 31, 2010 would hage $22 million and was also $22 million for the lveemonths ended December 31,
2009.

4. Debt and Stockholders’ Equity
Common Stock, Preferred Stock & Convertible Debt

On December 1, 2010, we entered into a merger agnaewith Transave, Inc. Under the terms of theagrent, the Transave
stockholders received (on a pre-reverse sgmit-basis) an aggregate of 25,938,818 newly gshares of the common stock, par value $
per share, of the Company and 91,745,892 shamesvd§ created Series B Conditional Convertible &mefd Stock, par value $0.01 per sk
of the Company (see Note 3). They also receiveaiggmegate of approximately $561,280 in cash. eCbilely, the shares of the Company
common stock and the Company preferred stock (asaronverted basis) issued in connection witiMaeger represent approximately 47%
of the capital stock of the Company on a fully tBlibasis. In connection with the closing of theryer the Company paid off Transave’s
existing debt facility totaling approximately $8lhain (see Note 13 regarding the conversion ofpiteferred stock to common stock and the 1
for 10 reverse stock split, which occurred in Ma2€ti 1).

On March 15, 2005, we entered into several purchgssements with a group of institutional investprgsuant to which we issued
and sold to such investors certain 5.5% convertibkes in the aggregate principal amount of $35@ which convert into a certain
number of shares of our common stock (the “200%I)tas well as warrants to purchase our commarkgthe “2005 Warrants”). On
March 1, 2010 our final payment to the remainingwatible note holders was paid. The 2005 Warrexpsred on March 15, 2010.

Stock Warrants and Options

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

Warrants for Weighted-

Shares of Average
Common Exercise
Stock Price
Outstanding at January 1, 20 519,08t $ 11.8C
Exercisec - -
Expired (361,53) 12.2C
Outstanding at December 31, 2010 157,55 $ 11.0C

As of December 31, 2010, we had two equity compersalans under which we were granting stock aopgtiand shares of non-
vested stock. We are currently granting stock-baseatds from our Amended and Restated 2000 Stastive Plan (the “2000 Plan”) and
our Amended and Restated 2000 Employee Stock PsgdPlan (the “2000 ESPP”). Both the 2000 Plan had?000 ESPP are administered
by the Compensation Committee of the Board of Rarecand the Board of Directors (the “Board”).

The 2000 Plan was originally adopted by the Boawd @pproved by our shareholders in 2000. Its caigienyear term was extend:
to March 15, 2015 when the 2000 Plan was last aggeridnder the terms of the 2000 Plan, we are aigftbto grant a variety of incentive
awards based on our common stock, including stptibs (both incentive options and non-qualifiediams), performance shares and other
stock awards. The 2000 Plan currently providesterissuance of a maximum of 925,000 shares of camstock which has all been utilize
The Company plans to seek shareholder approvdlia Br additional shares to be set aside for cuaad future use. These shares are
reserved for awards to all participants in the 2BGh, including nc-employee director:



The 2000 ESPP was adopted by the Board on Ap20680 and approved by our shareholders on the sateeltiwas amended by
the Board to increase the number of shares avaifablissuance, and such amendment was approvedrtshareholders on May 11, 2005.
The 2000 ESPP was subsequently amended and relsyadetion of the Board on October 4, 2006 andathendment and restatement was
approved by our shareholders on December 14, 20fder the terms of the 2000 ESPP, eligible empleyesre the opportunity to purchase
our common stock at a discount. An option givesidkler the right to purchase shares of our comstock, up to a maximum value of
$25,000 per year. The 2000 ESPP provides for theaize of a maximum of 150,000 shares of our constamk to participating employees.

The Company issues stock options to attract amdhrekecutive officers, key employees, non-emplaiesctors and other non-
employee advisors and service providers. The maximumber of shares issuable under the Comparock glan is 925,000 which have all
been utilized. There were 98,656 shares avaitahbbe issued at December 31, 2010. Options maydeed at the discretion of the board of
directors, compensation committee or a delegakterélwere no grants of stock options during 2012009. The weightedverage fair valu
of options granted during 2008 was $8.40. Thenewe stock options exercised during 2008 and 20t total fair value of shares vested
for 2010, 2009, and 2008 was $0.1 million, $0.5ionland $0.5 million respectively. As of Decemi3dr, 2010 there were zero nonvested
shares. A summary of stock option activity isa@®fvs:

Average
Average Remaining Aggregate
Exercise Contractual Intrinsic
Description 2010 Price Life in Years Value

Options outstanding at January 1, 2! 259,27 $ 23.0C
Granted - -
Exercisec - -
Cancelled (45,000 48.04
Options outstanding at December 31, 2010 214,27! 18.4: 20C $ 9,88(
Exercisable at December 31, 2010 214,27 $ 18.4: 20C $ 9,88(

The Company valued stock options granted in 200&us Black-Scholes-Merton valuation model whickessitates the
development of certain key assumptions. The itlafactor was estimated based on the Compantohcal volatility. The Company also
used historical data to derive the option’s expeetife and employee forfeiture rates within theuaglon model. The risk-free interest rate is
based on the U.S. Treasury yield curve in effeth@tdate of grant. The dividend yield is predidabn the current annualized dividend
payment. The weighted-average grant-date fairevafistock options awarded was estimated on theafagrant using the following
assumptions: risk-free interest rate of 2.42% @& Mo dividends, volatility of 107% in 2008, arperted life of 4.07 years in 2008 and a
forfeiture rate of 33% in 2008.

The following table summarizes awards outstandimtjavailable for issuance at December 31, 2010:

Number of Securities
Number of Securities tc  Weighted Average Remaining Available
Be Issued upon Exercis  Exercise Price of  for Future Issuance
of Outstanding Options. Outstanding Options Under Equity
Warrants and Rights  Warrants and Rights Compensation Plan:
Plan Category (1)

Equity Compensation Plans Approved by Sharehol

Amended and Restated 2000 Stock Incentive Pla 214,27' $ 18.4: 210,43¢
Amended and Restated 2000 Employee Stock Purclias — — 36,53¢
Total: 214,27 $ 18.4:% 246,97

Restricted Stock and Restricted Stock Units

In May 2008, under the 2000 Plan, we began gramiesfricted Stock (“RS”) and Restricted Stock U(fIBSU’s”) to eligible
employees, including our executives. Each RS and R$resents a right to receive one share of ommoon stock upon the completion of a
specific period of continued service or our achimeat of certain performance metrics. Shares of RSaued at the market price of our
common stock on the date of grant and RSU’s agedabased on the market price on the date of settle RSUS are classified as liabilitie
as they may be settled with a cash payment for eaitlvested, equal to the fair market value of cammon stock on the vesting date if there
are insufficient shares available in the pool. Weognize noncash compensation expense for thedlies of these RS and RSU’s on a
straightline basis over the requisite service period o$¢hawards, which is generally four years. Beloa table of RS activity for the twel
months ended December 31, 2010, all of which aséede

Effective on the closing of the Merger transactionDecember 1, 2010, all RS awards were fully wesfaue to the acceleration of
the vesting schedule, the Company recognized $0libmmin stock-based compensation expense relatd®lS awards. The weighted-average
grant date fair value of RS granted during the yeas $8.80.

Number of Share:
Restricted Stoc




Outstanding at January 1, 20 8,77z
Granted 30,27(
Vested 39,04
Outstanding at December 31, 2010 -

As of December 31, 2010, we had zero unrecognittedt-$ased compensation expense related to unve§ethd RSU’s. Stock-
based compensation expense related to RS was appiely $0.3 million for the twelve months endedcBmber 31, 2010.

A total of 408,367 shares of common stock werervesefor issuance at December 31, 2010 in conneetith restricted stock, sto
options, stock warrants, and the employee stockhase plan.

The Company recognized non-cash share-based coatjgenexpense of approximately $0.3 million for @0$2.5 million for 2009
and $1.0 million for 2008. This expense was inctlda the “Selling, general and administrative” aRésearch and developmetities of th
consolidated statement of operations. As of Dece@bge2010, there was zero unrecognized compemsatist related to stock awards.

5. Income Taxes

The Company is subject to U.S. federal and statenie taxes. The statute of limitations for tax aigdgenerally open for the years
2000 and later. However, except in 2009, the Compas incurred net operating losses since incep8anh loss carryforwards would be
subject to audit in any tax year in which thoseéssare utilized, notwithstanding the year of orifihe Company’s policy is to recognize
interest accrued related to unrecognized tax bisnafid penalties in income tax expense. The Compasyecorded no such expense. The
Company obtained additional loss carryforwards ftbmmMerger. As of December 31, 2010 and 2009Cthmpany has recorded no reserves
for unrecognized income tax benefits. The Compagsdot anticipate any material changes in the atafuunrecognized tax positions over
the next twelve months.

The net deferred tax assets of approximately $3%bmand $74 million at December 31, 2010 and 20@8pectively, arise primar
due to net operating loss carryforwards for incaaxepurposes. Due to the Company’s anticipataegtéubsses, these amounts have been
entirely offset by a valuation allowance.

At December 31, 2010 and 2009, the Company hadperating loss carryforwards for income tax purgasfeapproximately $310
million and $172 million, respectively, expiring warious years beginning in 2010. Utilization leése carryforwards will likely be
significantly limited due to changes in the ownéushf the Company’s common stock. The Companyrtea®r been audited by the Internal
Revenue Service.

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

2010 2009
Deferred tax asset: (in thousands
General Business Cred 7,70¢ 2,00¢
AMT Credit 41¢ 47C
Other 3,06¢ 6,66¢
NOL Carryforwards 112,72: 65,21«
Total deferred tax asset 123,91: 74,36
Deferred tax liabilities
In-process research and developr (29,609 -
Other (377) (16¢9)
Total deferred tax liabilities (29,98¢) (169)
Tax deferred asset/(liability) 93,92¢ 74,19:
Valuation allowance (93,925 (74,197)

Net deferred tax asset/(liability)

The differences between the U.S. federal statutoryate and the Company’s effective tax rate arilows:

2010 2009 2008
Statutory federal tax ra 34% 34% 34%
Permanent item -9% 0% -2%
State income taxes net of federal ber 1% 4% 4%

Research and development cre 0% 0% -7%



Expired net operating loss carryforwa 0% 0% -46%

Alternative minimum tas 1% 0% 0%
Change in valuation allowance -28% -38% 17%
Total Expense -1% 0% 0%
6. Leases

The Company leases office space in Richmond, Vilmgand office and lab space in Monmouth JunctioswNersey. The
Richmond, Virginia space is under an operatingdesgeement expiring in October 2016 and providesionthly rent of approximately
$35,777 with a 3% escalation per year. The Monmdutiction, New Jersey space is under an operaasglagreement expiring in
November 2011 and provides for monthly rent of agpnately $53,377. Lease expense is recognizegsiraigh-line basis. The Company
also leases a vehicle and office equipment. Futingnum payments on all these leases at Decembh&03D are presented in the table
below. Rent expense for all operating leases aqpated $0.5 million in 2010, $0.5 million in 20@&d $1.1 million in 2008.

Payments Due by Years (in thousand:
2015
Total 2011 2012 2013 2014 & Beyond

Operating lease obligatiol $ 3,231 $ 1,017 $ 437 $ 448 $ 45¢  $ 874

7. Employee Benefit Plans

The Company also maintains a tax-qualified empl®séngs and retirement plan (the “401(k) plant)dbgible employees.
Participating employees may defer up to the lesb86% of W-2 compensation or the maximum amouningited 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 nadeantributions to the plan.

8. Fixed Assets

Fixed assets are stated at cost and depreciatedatized when available by applying the straigm-method, based on useful lives
as follows:

Fixed
Asset Description Assets, Net Useful Life (years'
Lab equipmen $ 99t 5-1C
Furniture and fixture 15 5-7
Computer hardware and softwz 92 3-7
Total 1,102

Depreciation for 2010 totaled $23,000.
9. License and Collaborative Agreements
Muscular Dystrophy Association

On December 12, 2007, we announced that we weredadia grant of $2.1 million from the Muscular Dggthy Association for ot
Phase 3 enabling clinical trial of IPLEX in the Mgaic Muscular Dystrophy indication. We receivedflof the $2.1 million milestone
payments in 2008 and the remaining half in 2009.

NAPO

In 2007, we entered into an agreement with NAPQieheeuticals, whereby NAPO will license from us tbehnology surrounding INSNI8
also known as Masoprocal. The license gives NARQitiht to develop, manufacture and commercializsdprocal products for any
indications relating specifically to diabetes, ¢acddisease, vascular disease, metabolic diseas8yardrome X. The agreement calls for
payments from NAPO to us upon the achievement méicemilestones. In 2007 we received $1.5 milliomilestone payments.

TriAct

On December 20, 2010, we entered into an agreewitnm@riAct Therapeutics Inc, whereby TriAct obtathan exclusive license from
Insmed for INS-18 also known as Masoprocal. Thenge gives TriAct the right to develop, manufacamd commercialize Masoprocal
products for any indications relating specificatlyOncology. The agreement calls for the issuer#ct common stock to Insmed upon the
achievement of certain milestones. To date, nongomstock has been received.



Eleison

On February 1, 2011, we entered into an agreemiimtBAeison Pharmaceuticals whereby Eleison obthareexclusive license from Insmed
for Inhaled Cisplatin Lipid Complex. The licensegs Eleison the right to develop, manufacture amdmercialize inhaled Cisplatin Lipid
Complex for cancers affecting the lung. The agesgnoalls for payments from Eleison to us uponati@evement of certain milestones.

10. Quarterly Financial Data (Unaudited)
INSMED INCORPORATED
Quarterly Financial Data
(in thousands)
Fiscal Quarter
First Second Third Fourth
2010 2009 2010 2009 2010 2009 2010 2009
Revenue: $ 192¢ $ 237 $ 186/ $ 304 $ 1,807 $ 247 $ 1321 $ @ 2,48¢
Operating Income (Los! (257) (6,947 (913 (1,306 (59¢) (764) (6,330) 343
Net Income (Loss 11¢€ 117,79! (37¢) (1,607 (330 (150 (5,849 2,30¢

Net Income (Loss) P
Share (Basic and Diluted) $ 0.0C $ 9.4C $ 0.0C $ (0.100 $ 0.0C $ (0100 $ (0.42) $ 0.1¢

11. Legal Proceedings
Cacchillo vs. Insmed

On October 6, 2010, a complaint was filed agaisdtyiAngeline Cacchillo (Plaintiff) in the Uniteda®es District Court for the
Northern District of New York (Court) seeking monggmages and a court order requiring Insmed to@tppr compassionate u
application to the FDA and if approved, to provider with IPLEX. Plaintiff was a participant in tiphase Il clinical trial of IPLEXTM
sponsored by us evaluating the effectiveness oftrestigational drug in patients with type 1 mygdtomuscular dystrophy (“MMD”). The
data from this trial did not provide sufficient dence that IPLEX was effective to treat MMD. Aseault, we decided not to proceed to a
phase Ill trial.

In the complaint, Plaintiff alleges (i) the violati of constitutional due process and equal pratediy depriving Plaintiff of
continued access to IPLEX, (ii) fraudulent induceirte enter the phase Il clinical trial with théska promise to support Plaintiff's
compassionate use application to the FDA, (iii)ligemt representation that we would support Plifiatcompassionate use application, (iv)
intentional infliction of emotional distress by wsfng to support Plaintiff’s compassionate use iappbn after providing IPLEX, (v) violation
of an assumed duty of care to Plaintiff, (vi) bireat fiduciary duty to Plaintiff, (vii) negligencand (viii) unjust enrichment. Plaintiff seeks
compensatory and punitive monetary damages andsoygnctive relief as noted above.

On October 7, 2010, Plaintiff filed a motion fopeeliminary injunction that would require us to pige a written statement
supporting the “compassionate use” of IPLEX foriftlff and directing us to provide IPLEX to Plaifitat cost in the event that the
compassionate use application were granted bylte FOn October 8, 2010, the Court issued an Om&how Cause requiring us to
respond to Plaintiff’s motion. On October 13, 20d/@ filed an opposition to Plaintiff's motion fidre preliminary injunction and on October
15, 2010, an oral argument was held before thet@outhe Plaintiff's motion.

On October 22, 2010, the Court denied Plaintiffation for the preliminary injunction concluding tithe Court lacked subject
matter jurisdiction with respect to her claim fopreliminary injunction. Plaintiff appealed the @8s denial of her motion for a preliminary
injunction to the United States Court of Appealstfee Second Circuit. The matter has been fullgfed and oral argument has been
scheduled for March 15, 2011. Plaintiff's claimi foonetary damages remains outstanding. We beliatehe allegations contained in the
complaint are without merit and we intend to coméirio vigorously defend this action. It is not pbkesat this time to estimate the amount of
loss or range of possible loss, if any, that migisult from an adverse resolution of this action.

Genentech/Tercica vs. Insmed

On December 6, 2006, a jury in the United States$ridt Court for the Northern District of Califomnfound that we infringed patents
held by Tercica and Genentech and awarded damé&§&ssomillion as an upfront payment and a royalty 5% on sales of IPLEX below
$100 million and 20% for sales of IPLEX above $1@llion.

On March 5, 2007, we reached a settlement agreesnelitig all litigation with Tercica and Genentedtursuant to the agreement
agreed to cease sales and marketing of IPLEX Botréfatment of short stature disorders in the drf@ates and agreed to withdraw our Ei
Marketing Authorization Application for IPLEX forgatment of short stature disorders. We contioymdvide IPLEX to named patients w
ALS in Italy under our Expanded Access Program. Nomember 8, 2009, Genentech and Ipsen/Tercica&digretter of intent whereby the
consented to amend the agreement between Geneneclta, Inc. and Insmed Incorporated to permiiousupply IPLEX in connection wii
nametpatient ALS programs worldwide on a royi-free basis effective October 1, 201 We previously paid a 4% royalty under our agr



for all costrecovery that we receive under the Expanded Adeesgram. The agreement also gives us the rigtautin a worldwid
development partnership with Tercica and Genentecmarket IPLEX for conditions not related to stetature. These indications include
insulin resistance, MMD and HARS, among otherse @hvelopment partnership includes provisionsdhet us a 50% share of profits and
reimbursement for 50% of development costs if eiffercica or Genentech exercises wptights for marketing of IPLEX in any of thesew
indications that we develop. In addition, as pdthe settlement agreement, Tercica and Genemtasted the damages awarded by the ju
patent infringement suit from the U.S. District @ofior the Northern District of California.

Mackinson et al. v. Insme:

On February 24,2011, an action was filed againsbuissubsidiary Transave, LLC, Transave, our diimescand the former directors
of Transave, captionddackinson et al. v. Insmed Incorporated et, &.A. No. 6216, as a purported class action sgekiquasi-appraisal
remedy for alleged violations of Delaware’s appabstatute and the fiduciary duty of disclosure@mnection with the Merger consummated
pursuant to that certain Agreement and Plan of Blerdgated as of December 1, 2001, by and amongelth$éntorporated, River Acquisition
Co., Transave, LLC, Transave, Inc. and TVM V Lifgehce Ventures GmbH & Co. KG, in its capacity @mekholders’ agent. We intend to
vigorously defend this action. It is not possibiehas time to estimate the amount of loss or ramfggossible loss, if any, that might result
from an adverse resolution of this action.

12. Investments and Fair Value Measuremén

We categorize financial assets and liabilities rass and reported at fair value in the financiateshents on a recurring basis ba:
the level of judgments associated with the inpgeduto measure their fair value. Hierarchical lgwehich are directly related to the amot
subjectivity associated with the inputs used t@deine the fair value of financial assets and litd are as follows:

« Level 1 — Inputs are unadjusted, quoted pricegiiveamarkets for identical assets or liabilitiesh®e measurement date.

« Level 2 —Inputs (other than quoted prices included in LeMeare either directly or indirectly observable the assets or liabili
through correlation with market data at the measerd date and for the duration of the instrur's anticipated life

« Level 3 — Inputs reflect managemenbtest estimate of what market participants wouwlé i pricing the asset or liability at
measurement date. Consideration is given to gleinherent in the valuation technique and the iiglerent in the inputs to t
model.

Each major category of financial assets and litdilimeasured at fair value on a recurring basicategorized in the tables below based
the lowest level of significant input to the valioas. The fair value hierarchy also requires atityeto maximize the use of observable inj
and minimize the use of unobservable inputs wheasoméng fair value.

Financial instruments in Level 1 generally includss. treasuries and mutual funds listed in actiek®ts. Financial instruments in Leve
generally include municipal bonds listed in secondaarkets.

Assets and liabilities measured at fair value ararmarized below (in thousands):

Fair Value Measurements at Reporting Date

Using
Quoted Quoted
Prices in Prices in
Active Inactive

Markets for Markets for

December Identical Identical
31, Assets Assets
Description 2010 (Level 1) (Level 2)
Cash and Cash Equivalel $ 10,74: $ 10,74: $ -
Corporate bond 10,22¢ 10,22¢ -
U.S. Treasury securiti¢ 50¢ 50¢ -
Mutual Funds 54,31 54,31 -
Government agency bon 32,26: - 32,26:
Certificate of depos 2,17¢ 2,17¢
Total $ 110,22! $ 77,961 $ 32,26:

Fair Value Measurements at Reporting Date

Using
Quoted Quoted
Prices in Prices in

Active Inactive



Markets for Markets for

December Identical Identical
31, Assets Assets
Description 2009 (Level 1) (Level 2)
Cash and Cash Equivale! $ 12,74 $ 12,74 $ -
U.S. Treasury securitie 16,47: 16,47: -
Mutual Funds 52,821 52,821 -
Municipal bonds 40,14: - 40,14:
Certificate of depos 2,08t 2,08t
Total $ 124,26¢ $ 84,12t $ 40,14

At December 31, 2010, we held 9 securities whichevie an unrealized loss position with a totalrested fair value of $14.7 million and
gross unrealized losses of approximately $0.1 onilliWe also recorded $1.1 million of gross uneealigains. The net unrealized gain of
$1.0 is reported in accumulated other comprehernso@ne in the stockholder’equity section of our Balance Sheet. Of thec@isiges, non
had been in a continuous unrealized loss posibogreater than one year. Below is a table whichrearizes unrealized gains and losses for
2010.

December 31, 201

Gross Gross

Amortized Unrealized Unrealized Estimated

Cost Gains Losses Fair Value
U.S. Treasury securiti¢ $ 494 $ 11 $ - % 50E
Corporate bond 10,10¢ 12z - 10,22¢
Mutual Funds 53,46¢ 845 - 54,31:
Government agency bonds 32,24¢ 12: (107) 32,26:
Total $ 96,31 $ 1,10 $ (107 $ 97,30¢

At December 31, 2009, we held 23 securities whiehewn an unrealized loss position with a totainested fair value of $40.1 million and
gross unrealized losses of approximately $88,53f7the 23 securities, none had been in a continuausalized loss position for greater than
one year. Below is a table which summarizes urmegligains and losses for 2009. The net of ougalimed gains and losses, $445,000 is
reported in accumulated other comprehensive indartiee stockholder’s equity section of our Balafteet.

December 31, 200

Gross Gross
Amortized Unrealized Unrealized Estimated
Cost Gains Losses Fair Value
U.S. Treasury securitit $ 16,47 $ - 8 2 $ 16,47:
Mutual Funds 52,29 534 - 52,827
Municipal bonds 40,22¢ - (87) 40,14:
Total $ 108,99¢ $ 534 $ 89 $ 109,44

We review the status of each security quarterlgetiermine whether an other-than-temporary impaitrhas occurred. In making
our determination, we consider a number of facioaduding: (1) the significance of the decline) {hether the securities were rated below
investment grade, (3) how long the securities HBaen in an unrealized loss position, and (4) oiityiand intent to retain the investment for
a sufficient period of time for it to recover. Wave concluded that none of the available-for-satirities with unrealized losses at
December 31, 2010 has experience an other-thanstamypimpairment.

We also hold an investment in NAPO Pharmaceutitads,(“NAPQ”) which is currently valued at $0. Buog the year ended December 31,
2009 we recorded an other than temporary impairrokthtis investment of $392,000. This amount oréed as a loss on investments in our
statement of operations for 2009.

Relevant accounting literature requires the dissl®®f the estimated fair value of financial ingtents including those financial instruments
for which the fair value option was not electe@ihe carrying amount reported in the balance stogatdnvertible debt at December 31, 2009
approximates its fair value due to the short-teratumty of these instruments.

13. Subsequent Events

On January 12, 2011, we issued 30,469 restrictexk sinits to our Board of Directors. On JanuaryZ111 we issued 198,400 incentive
stock options and 325,500 restricted stock uniexecutive management.

On February 11, 2011 Insmed Incorporated entereda master services agreement with Chiltern matigonal Inc, Work a pharmaceutical
development services provider. Under the ternth@Agreement, Chiltern will provide project managgnt, clinical monitoring, data
management and related services to Insmed in ctonewith the conduct of Phase Ill clinical studEsArikace TM (liposomal amikacin fo



inhalation) for treatment of cystic fibrosis (* CJand nontuberculous mycobacteria (* NTM On March 11, 2011 work orders were sig
amounting to $17.5 million. Insmed may termindte agreement or any work order at any time forraagon and without cause upon 30
days’ prior written notice.

On March 1, 2011, we held a special meeting ofshiareholders to consider proposals relating tadmeersion of our Series B Conditional
Convertible Preferred Stock and a one-for-10 revetsck split of the common stock, par value $@érshare. At the special meeting of
shareholders, shareholders approved all of theggadp, as follows:

1. Preferred Stock Proposal: a proposal to approgectimversion of the Preferred Stock and the issuafichares of the Comm
Stock upon conversion of the Preferred Stock. Bwmshareholders, exclusive of such holders who hegeived the shares
Common Stock in the business combination with TamasInc., voted

2. Reverse Split Proposal: a proposal to approver@ndment to Insmed’s Articles of Incorporationaasended, to effect a one- for-
10 reverse stock split of the issued and outstanslimres of the Common Sto

3. Adjournment Proposal: a proposal to approve theuadment of the special meeting to a later datdaies, if necessary, to per
further solicitation and vote of proxie

As a result of the approval of the conversion ef Ereferred Stock, the 91,745,892 shares of tHeriRed Stock outstanding (on a
pre-reverse stockplit basis) were automatically and immediatelywarted into 91,745,892 shares of Insmed CommorkStircaddition, we
filed Articles of Amendment to our Articles of Ingmration, as amended, to effect a one-for-10 s&vetock split of the common stock, par
value $0.01 per share, of Insmed. The Amendmegdrhe effective at 5:00 P.M., Eastern Standard Tanévlarch 2, 2011. As a result of
the Amendment, each holder of 10 shares of Insnoedn@n Stock immediately prior to the effectivenekthe reverse stock split became
the holder of one share of Insmed Common Stoclarediolders will receive a cash payment in lieurof fractional shares of Common Stock
they are entitled to receive. Below is a tablailieg the conversion of the preferred shares Ard¢verse stock split.

Common stock shares outstanding February 28, 156,537,34
Preferred series B stock converted into commorkstadViarch 1, 201. 91,745,89
Total shares outstanding prior to reverse stodk spl 248,283,23
1 for 10 reverse stock sp 1:10

Approximate number of shares outstanding Marct02,12 24,828,32
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4.13

EXHIBIT INDEX

Asset Purchase Agreement, dated February 12, d@tWeen Protein Transaction LLC (a wholly ownedssdilary of Merck &
Co. Inc.) Insmed Incorporated and Merck & Co., Ifpeeviously filed as Exhibit 10.1 to Insmed Incorated’s Current Report on
Form &K filed on February 13, 2010 and incorporated hebsi reference’

Agreement and Plan of Merger, dated December 10,28fhong Insmed Incorporated, River Acquisition,Goansave, LLC
Transave, Inc. and TVM V Life Science Ventures GnbiEo. KG (previously filed as Exhibit 2.1 to Insthéncorporated’s
Current Report on Form-K filed on December 2, 2010 and incorporated helbogineference)

Articles of Incorporation of Insmed Incorporated,aanended (previously filed as Annex H to the JBhaixy Statement/Prospec
contained in Part | of Insmed Incorporated’s Regti&in Statement on Form S-4 (Registration No. 38898) and incorporated
herein by reference

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

Form of Articles of Amendment to Insmed IncorpodageArticles of Incorporation, as amended, creatingew series of Preferred
Stock designated as Series A Junior ParticipatiefeRred Stock (previously filed as Exhibit A tetRights Agreement, dated as
of May 16, 2001, between Insmed Incorporated anst Einion National Bank, as Rights Agent, filedeagibit 4.4 to Insmed
Incorporate’s Registration Statement on For-A filed on May, 17, 2001 and incorporated hereirrdéfgrence)

Articles of Amendment to Insmed Incorporated’s élgs of Incorporation, as amended, for Reversd §pkviously filed as
Exhibit 3.4 to Insmed Incorporated’s Annual RepmrtForm 10-K for the year ended December 31, 2@@2irzcorporated herein
by reference)

Articles of Amendment to Insmed Incorporated’s @lds of Incorporation, as amended, to create asegi@s of Preferred Stock
designated as Series B Conditional ConvertibledPredl Stock (previously field as Exhibit 3.1 tortred Incorporated’s Current
Report on Form-K filed on December 2, 2010, and incorporated Inelogireference’

Articles of Amendment to Insmed Incorporated’s élgs of Incorporation, as amended, for 1 for 1@rse stock split (previously
filed as Exhibit 3.1 to Insmed Incorporated’s CuatrReport on Form 8-K filed on March 2, 2011, andorporated herein by
reference)

Amendment to Amended and Restated Bylaws of Indmaatporated (previously filed as Exhibit 3.2 tehmed Incorporated’s
Current Report on Form-K filed on December 2, 2010, and incorporated Imelogireference’

Specimen stock certificate representing commorkst®O1 par value per share, of the Registranv{pusly filed as Exhibit 4.2 t
Insmed Incorporate s Registration Statement on Fori-4 (Registration No. 3:-30098) and incorporated herein by referen
Rights Agreement, dated as of the Registrant (ptesly filed as Exhibit 4.2 to Insmed Incorporate@&gistration Statement on
Form &4 (Registration No. 3:-30098) and incorporated herein by referen

Form of Rights Certificate (previously filed as Bbxih4.1 to Insmed Incorporated’s Registration Staént on Form S-4
(Registration No. 33-30098) and incorporated herein by referen

Rights Agreement by and between Insmed Incorporateldeach of the investors in the July 2003 priptaieement of common
stock and warrants to purchase common stock (pueljidiled as Exhibit 4.4 to Insmed IncorporateRsgistration Statement on
Form &3 (Registration No. 3--107308) on May 17, 2001 and incorporated hereirelsrence)

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. 3:-107308) on July 24, 2003 and incorporated hereirefgrence)

Form of Stock and Warrant Purchase Agreement bybahtleen Insmed Incorporated and each of the iorest the November
2004 private placement of common stock and warrtanpsirchase common stock (previously filed as BixHi0.1 to Insmed
Incorporate’s Current Report on Forn-K filed on November 10, 2004 and incorporated hrebsi reference]

Form of Warrant issued by Insmed Incorporated tdhexd the investors in November 2004 private plaeeinof common stock ai
warrants to purchase common stock (previously figdxhibit B to the Form of Stock and Warrant Rase Agreement by and
between Insmed Incorporated and each of the inkepteviously filed as Exhibit 10.1 to Insmed Inporated’s Current Report on
Form &K filed on November 10, 2004 and incorporated hebsi reference;

Form of Purchase Agreement dated March 15, 200&dwset Insmed Incorporated and each of the investdhe March 2005
private placement of notes and warrants to purcbasanon stock (previously filed as Exhibit 4.1 tsrined Incorporated’s
Current Report on Form-K filed on March 16, 2005 and incorporated hergjirrdference)

Form of 5.5% Note Due 2010-2010 dated March 15528fiween Insmed Incorporated and each of the tiorgem the March
2005 private placement of notes and warrants tolfase common stock (previously filed as Exhibitté.lhsmed Incorporated’s
Current Report on Formr-K filed on March 16, 2005 and incorporated hersjrrdference)

Form of Warrant dated March 15, 2005 between Insimearporated and each of the investors in the M&@05 private
placement of notes and warrants to purchase constoohk (previously filed as Exhibit 4.1 to Insmeddnporated’s Current
Report on Form-K filed on March 16, 2005 and incorporated hergindference)

Form of Registration Rights Agreement dated Margh2D05 between Insmed Incorporated and each adfitlestors in the March
2005 private placement of notes and warrants tolfase common stock (previously filed as Exhibittdé.4hsmed Incorporated’s
Current Report on Form-K filed on March 16, 2005 and incorporated hergjirrdference)

Amendment No. 1 to Rights Agreement dated Marct2085 between Insmed Incorporated and Wachovia Bak (f/k/a First
Union National Bank) (previously filed as Exhibib4o Insmed Incorporated’s Current Report on F8fkafiled on March 16,
2005 and incorporated herein by referen

Form of Warrant dated May 4, 2010 between Insmedrporated and each of the investors in the MayZ0ivate placement of
common stock and warrants to purchase common gpoekiously filed as Exhibit 4.1 to Insmed Incoratad’s Current Report on
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Form &K filed on May 4, 2010 and incorporated herein éference)

Shareholders Agreement, dated December 1, 201(hg@imemed Incorporated and each of the listed sloéders (previously file
as Exhibit 4.1 to Insmed Incorporated’s Currenté&epn Form 8-K filed on December 2, 2010 and ipooated herein by
reference)

Registration Rights Agreement, dated December 10 28mong Insmed Incorporated and each of thallshareholders
(previously filed as Exhibit 4.2 to Insmed Incoratad’s Current Report on Form 8-K filed on Decenthe2010 and incorporated
herein by reference

Insmed Incorporated 2000 Stock Purchase(Btamiously filed as Exhibit 10.1 to Insmed Incorpied’s Registration Statement
on Form -4 (Registration No. 3:-30098) and incorporated herein by referen

Insmed Incorporated 2000 Stock Incentive Plan (presly filed as Exhibit 10.2 to Insmed IncorpordseBegistration Statement
on Form -4 (Registration No. 3:-30098) and incorporated herein by referen

Amended and Restated License Agreement betweerethPmarmaceuticals, Inc. and the University of MiggPatent Foundatic
(previously filed as Exhibit 10.3 to Insmed Incorpied’s Registration Statement on Form S-4 (Registt No. 333-30098) and
incorporated herein by referenc

Subscription, Joint Development and Operating Agrest by and among Celtrix Pharmaceuticals, In@nEorporation, plc,
Elan International Services, Ltd., and Celtrix Nevitd. dated as of April 21, 1999 (previously filag Exhibit 10.8 to Insmed
Incorporate’s Registration Statement on Fori-4 (Registration No. 3:--30098) and incorporated herein by referen

License Agreement by and between Celtrix Newco atdl Celtrix Pharmaceuticals, Inc. dated as of 1/&drj 1999 (previously
filed as Exhibit 10.9 to Insmed Incorporated’s Régition Statement on Form S-4 (Registration N@-33098) and incorporated
herein by reference

License Agreement by and between Celtrix Newco atdi Elan Pharmaceutical Technologies, a divisidelan Corporation, plc
dated as of April 21, 1999 (previously filed as Exh10.10 to Insmed Incorporated’s RegistratioatStnent on Form S-4
(Registration No. 33-30098) and incorporated herein by referen

License Agreement, dated as of April 1, 1993, betw@&enentech, Inc. and Celtrix Pharmaceuticals,(previously filed as
Exhibit 10.11 to Insmed Incorporated’s Registrat8iatement on Form S-4 (Registration No. 333-30@88))incorporated herein
by reference)

Purchase Agreement among Insmed, Inc., Insmed Ritauticals, Inc. and certain investors named thetaied January 13, 20
(previously filed as Exhibit 10.12 to Insmed Incorpted’s Registration Statement on Form S-4 (Regish No. 333-30098) and
incorporated herein by referenc

Form of Warrant of Insmed to be issued pursuafuichase Agreement among Insmed Incorporated, th&harmaceuticals,
Inc. and certain investors dated January 13, 2p@viously filed as Exhibit 10.13 to Insmed Incorted’s Registration Stateme
on Form -4 (Registration No. 3:-30098) and incorporated herein by referen

Form of Registration Rights Agreement among Insinedrporated, Insmed Pharmaceuticals, Inc. andicerivestors party to
the Purchase Agreement among Insmed Incorporatschdd Pharmaceuticals, Inc. and certain invesatesidlanuary 13, 2000
(previously filed as Exhibit 10.14 to Insmed Incorpted’s Registration Statement on From S-4 (Regish No. 333-30098) and
incorporated herein by referenc

Sublease, dated March 30, 2001, between Rhodiahacinsmed Incorporated (previously filed as ExHib.15 to Insmed
Incorporate’s Quarterly Report on form -Q for the quarter ended March 31, 2001 and incatgdrherein by referenc
Consent to Sublease, dated as of April 12, 200bngmh & W Virginia Corporation, as Landlord, Rhodie., as Tenant, and
Insmed Incorporated, as Subtenant (previously fiegxhibit 10.16 to Insmed Incorporated’s QuaytBdport on form 10-Q for
the quarter ended March 31, 2001 and incorporategitnby reference

License and Supply Agreement, dated as of Augus?@&3, between Insmed Incorporated and Pharmagigpreviously filed as
Exhibit 10.16 to Insmed Incorporated’s Annual Rejmor form 10-K for the year ended December 31, 2@@@Bincorporated
herein by reference

Agreement, dated as of March 3, 2004, between lddneorporated and Geoffrey Allan, Ph.D. (previguded as Exhibit 10.17
to the Insmed Incorporated’s Annual Report on fafwK for the year ended December 31, 2003 and jpurated herein by
reference)

License Agreement, dated as of January 19, 20@4eke Insmed Incorporated and Fujisawa Pharmae¢@., Ltd. (previously
filed as Exhibit 10.18 to the Insmed Incorporateéifsmual Report on Form 10-K for the year ended Ddwer 31, 2003 and
incorporated herein by referenc

Form of Change of Control Agreement entered intwvben Insmed Incorporated and certain of its exeeutfficers (previously
filed as Exhibit 10.19 to Insmed Incorporated’s AahReport on Form 10-K for the year ended Decer8heP004 and
incorporated herein by referenc

Form of Executive Stock Option Grant (previouslgdi as Exhibit 10.1 to Insmed Incorporated’s AnriReport on Form 10-K for
the year ended December 31, 2004 and incorporateinhby reference

Lease between 2545 Central, LLC and Insmed Incatpdrmade December 14, 2005 (previously filed dsti#x10.21 on
Insmec¢'s Annual Report on Form -K for the year ended December 31, 2005 and incatpdrherein by reference

First Amendment to Lease dated February 6, 200iginal December 14, 2005 Lease for 5797 Centxanie, Boulder Co.
(previously filed as Exhibit 10.2 to Insmed’s Curtr®eport on Form 8-K filed on February 13, 2016 arcorporated herein by
reference)

Change in Control Agreement entered into betweeméd Incorporated and Geoffrey Allan, Ph.D. (presip filed as Exhibit
10.19 to Insmed Incorporated’s Annual Report omFa0-K for the year ended December 31, 2006 amaffiocated herein by
reference)

Change in Control Agreement entered into betwesméd Incorporated and Ronald Gunn (previously fiedExhibit 10.20 to
Insmed Incorporate s Annual Report on Form -K for the year ended December 31, 2006 and incatpdrherein by referenct
Form of Change in Control Agreement entered intwben Insmed Incorporated and Kevin Tully and DBagar (previously
filed as Exhibit 10.21 to Insmed Incorporated’s AahReport on Form 10-K for the year ended DecerBheP006 and
incorporated herein by referenc



Amended and Restated 2000 Employee Stock Purctaséreviously filed as Exhibit 10.22 to Insmeddnporated’s Annual
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10.23 Report on Form 1-K for the year ended December 31, 2006 and incatpdrherein by reference
Form of Subscription Agreement entered into betwasmed Incorporated and each of the investor$/idne 2007 private
10.24 placement of common stock and warrants to purcbasenon stock (previously filed as Exhibit 4.1 tenmeds Current Report o
Form &K filed on May 4, 2007 and incorporated herein &ference)
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Exhibit 23.1

Consent of Independent Registered Public Accouriing

We consent to the incorporation by reference inftlewing Registration Statements of Insmed Inasgted and in the related prospect
of our reports dated March 16, 2011, with respecdhe consolidated financial statements of Insnrembriporated and the effectivenes
internal control over financial reporting of Insmidtorporated, included in this Annual Report (Fdt&K) for the year ended December

2010:

Registration Statement Number

Description

333131535

333-123695

333-139744

33:-87878
33E-39198

333-129479

333-39200

/sl Ernst & Young LLP

Richmond, Virginia
March 16, 2011

Form &3, pertaining to the Shelf Registration Staten

Form S-3, pertaining to the Offeringeturities in July 2003, November 2004 and
March 200t

Form S-8, pertaining to the Insmednpomted Amended and Restated Employee
Stock Purchase Pl:

Form ¢-8, pertaining to the Insmed Incorporated Stock htive Plan
Form &8, pertaining to the Insmed Incorporated EmployteelSPurchase Ple

Form 8; pertaining to the Insmed Incorporated EmployeelSPurchase Plan a
Stock Incentive Pla

Form ¢-8, pertaining to the Insmed Incorporated Stock mtive Plan







EXHIBIT 31.1

Section 302 Certification

I, Timothy Whitten, Chief Executive Officer of In&d Incorporated, certify that:

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

(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, nistadisg 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))iatednal control over financial reporting (as definin Exchange Act Rules 13a-15(f) and
15d-15(f)) for the registrant and have:

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

(b) Designed such internal control over financégarting, or caused such internal control overrfaial reporting to be designed under
our supervision, to provide reasonable assuramgaading the reliability of financial reporting atfie preparation of financial
statements for external purposes in accordancegeitierally accepted accounting principles;

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

(d) Disclosed in this report any change in thesegnt's internal control over financial reportitigit occurred during the registrant’s
most recent fiscal quarter (the registrant’s fodigbal quarter in the case of an annual repod) tlas 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 céoirer financial reporting which are
reasonably likely to adversely affect the regisfeability to record, process, summarize and refiwancial information; and

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

March 16, 2011

/sl Timothy Whitten
Timothy Whitten

Chief Executive Officer
(Principal Executive Officer)







EXHIBIT 31.2

CERTIFICATION PURSUANT TO

18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2003
In connection with this Annual Report on Form 1®Kinsmed Incorporated (the “Company”) for the pdrended December 31,
2010 as filed with the Securities and Exchange Csion on the date hereof (the “Report”), I, Timotlvhitten, Chief Executive Officer of
the Company, certify, pursuant to 18 U.S.C. § 1380adopted pursuant to § 906 of the Sarbanes-@xdegf 2003, that:

Q) the Report fully complies with thejrerements of Section 13(a) or 15(d) of the SemsiExchange Act of 1934, as
amended; and

2 the information contained in the Redairly presents, in all material respects, timafcial condition and result of
operations of the Company.

/sl Timothy Whitten
Timothy Whitten

Chief Executive Officer
(Principal Executive Officer)

March 16, 2011

This certification accompanies the Form 10-K toebhit relates, is not deemed filed with the Se@siand Exchange Commission and is not
to be incorporated by reference into any filingrafmed Incorporated under the Securities Act 03183 amended, or the Securities
Exchange Act of 1934, as amended (whether madeebefafter the date of the Form 10-K), irrespectiv any general incorporation
language contained in such filing.







EXHIBIT 32.1
Section 302 Certification
I, Kevin P. Tully, Executive Vice President and €trinancial Officer of Insmed Incorporated, certifiat:
(1) I have reviewed this annual report on Form 16fknsmed Incorporated;

(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, nistatdisg 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))iatednal control over financial reporting (as definin Exchange Act Rules 13a-15(f) and
15d-15(f)) for the registrant and have:

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

(b) Designed such internal control over financégarting, or caused such internal control overrfaial reporting to be designed under
our supervision, to provide reasonable assurargaadang the reliability of financial reporting atfte preparation of financial
statements for external purposes in accordancegeitierally accepted accounting principles;

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

(d) Disclosed in this report any change in thesegnt's internal control over financial reportitigit occurred during the registrant’s
most recent fiscal quarter (the registrant’s fodigbal quarter in the case of an annual repod) tlas 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 céoirer financial reporting which are
reasonably likely to adversely affect the regisfeability to record, process, summarize and refiwancial information; and

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

Date: March 16, 2011

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

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







EXHIBIT 32.2
CERTIFICATION PURSUANT TO
18 U.S.C. SECTION 1350,
AS ADOPTED PURSUANT TO
SECTION 906 OF THE SARBANES-OXLEY ACT OF 2003
In connection with this Annual Report on Form 1®Kinsmed Incorporated (the “Company”) for the pdrended December 31,
2010 as filed with the Securities and Exchange Csion on the date hereof (the “Report”), |, KeRinTully, Executive Vice President and
Chief Financial Officer of the Company, certify,rpuant to 18 U.S.C. § 1350, as adopted pursugh®@s of the Sarbanes-Oxley Act of
2003, that:

Q) the Report fully complies with thejrerements of Section 13(a) or 15(d) of the SemsiExchange Act of 1934, as
amended; and

2 the information contained in the Redairly presents, in all material respects, timafcial condition and result of
operations of the Company.

[s/ Kevin P. Tully

Kevin P. Tully, C.G.A.

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

March 16, 2011

This certification accompanies the Form 10-K toebhit relates, is not deemed filed with the Se@siand Exchange Commission and is not
to be incorporated by reference into any filingrafmed Incorporated under the Securities Act 03183 amended, or the Securities
Exchange Act of 1934, as amended (whether madeebefafter the date of the Form 10-K), irrespectiv any general incorporation
language contained in such filing.







