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UNITED STATES

SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

FORM 10-Q

(Mark One)

x QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE
ACT OF 1934

For the quarterly period ended March 31, 2008

OR

¨ TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE
ACT OF 1934

For the transition period from              to             

Commission File Number 0-30739

INSMED INCORPORATED
(Exact name of registrant as specified in its charter)
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Virginia 54-1972729
(State or other jurisdiction of

incorporation or organization)

(I.R.S. Employer

Identification No.)

8720 Stony Point Parkway

Richmond, Virginia 23235 (804) 565-3000
(Address of principal executive offices) (Registrant�s telephone number, including area code)

Indicate by check mark whether the registrant: (1) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act
of 1934 during the preceding 12 months (or for such shorter period that the registrant was required to file such reports), and (2) has been subject
to such filing requirements for the past 90 days:    Yes:  x    No  ¨

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer or a smaller reporting
company. See definitions of �large accelerated filer� �accelerated filer� and �smaller reporting company� in Rule 12b-2 of the Exchange Act. (Check
one):

Large accelerated filer  ¨ Accelerated filer  x
Non-accelerated filer  ¨ Smaller reporting company  ¨
Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act).    Yes:  ¨    No  x

As of May 1, 2008, the latest practicable date, there were 121,904,312 shares of Insmed Incorporated common stock outstanding.
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PART I

FINANCIAL INFORMATION

ITEM 1. FINANCIAL STATEMENTS

INSMED INCORPORATED

Consolidated Balance Sheets

(in thousands, except share and per share data)

(unaudited)

March 31,
2008

December 31,
2007

Assets
Current assets:
Cash, cash equivalents and short-term investments $ 12,030 $ 16,479
Accounts receivable, net 327 250
Prepaid expenses 110 244

Total current assets 12,467 16,973

Long-term assets:
Restricted cash - long term 2,095 2,095
Investments 108 258
Deferred financing costs, net 142 170
Property and equipment, net �  4

Total long-term assets 2,345 2,527

Total assets $ 14,812 $ 19,500

Liabilities and stockholders� equity
Current liabilities:
Accounts payable $ 804 $ 904
Accrued project costs & other 515 503
Payroll liabilities 799 631
Interest payable 20 23
Deferred rent 115 115
Deferred income 271 245

Convertible debt 2,211 2,211
Debt discount (865) (950)

Net convertible debt 1,346 1,261

Total current liabilities 3,870 3,682
Long-term liabilities:
Convertible debt 2,211 2,764
Debt discount (476) (651)

Net long-term convertible debt 1,735 2,113
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Asset retirement obligation 2,217 2,217

Total liabilities 7,822 8,012
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Stockholders� equity:

Common stock; $.01 par value; authorized shares 500,000,000; issued and outstanding shares, 121,904,312 1,219 1,219
Additional paid-in capital 341,403 341,270
Accumulated deficit (335,632) (330,759)
Accumulated other comprehensive loss:
Unrealized loss on investment �  (242)

Net stockholders� equity 6,990 11,488

Total liabilities and stockholders� equity $ 14,812 $ 19,500

The accompanying notes are an integral part of these consolidated financial statements.
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INSMED INCORPORATED

Consolidated Statements of Operations

(in thousands, except per share data - unaudited)

Three Months Ended
March 31,

2008 2007
Sales, net $ �  $ 423
Royalties 25 35
License income �  500
Other expanded access program income 2,292 702

Total revenues 2,317 1,660

Operating expenses:
Cost of goods sold �  576
Research and development 5,241 6,105
Selling, general and administrative 1,482 5,382
Realized loss on investments 392 �  

Total expenses 7,115 12,063

Operating loss (4,798) (10,403)

Interest income 279 301
Interest expense (354) (151)

Net loss $ (4,873) $ (10,253)

Basic and diluted net loss per share $ (0.04) $ (0.10)

Shares used in computing basic and diluted net loss per share 121,904 101,328

The accompanying notes are an integral part of these consolidated financial statements.
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INSMED INCORPORATED

Consolidated Statements of Cash Flows

(in thousands - unaudited)

Three Months Ended
March 31,

2008 2007
Operating activities
Net loss $ (4,873) $ (10,253)
Adjustments to reconcile net loss to net cash used in operating activities:
Depreciation and amortization 292 82
Stock based compensation expense 133 56
Stock options issued for services �  8
Realized loss on investments 392 �  
Changes in operating assets and liabilities:
Accounts receivable (77) 130
Inventory �  576
Other assets 134 52
Accounts payable (100) (2,936)
Accrued project costs 12 (547)
Payroll liabilities 168 812
Deferred income 26 �  
Asset retirement obligation �  147
Interest payable (3) �  

Net cash used in operating activities (3,896) (11,873)

Investing activities
Decreases of short-term investments 5,601 12,044
Purchases of investments �  (500)

Net cash provided by investing activities 5,601 11,544

Financing activities
Repayment of convertible notes (553) �  
Cash restricted to restricted letters of credit �  297

Net cash (used in) provided by financing activities (553) 297

Increase (decrease) in cash and cash equivalents 1,152 (32)
Cash and cash equivalents at beginning of period 3,554 2,121

Cash and cash equivalents at end of period $ 4,706 $ 2,089

Supplemental information
Cash paid for interest $ 68 $ 71
The accompanying notes are an integral part of these consolidated financial statements.
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Insmed Incorporated

Notes to Consolidated Financial Statements

(Unaudited)

1. Basis of Presentation

The accompanying unaudited consolidated financial statements have been prepared in accordance with accounting principles generally accepted
in the United States (�GAAP�) and applicable Securities and Exchange Commission regulations for interim financial information and with the
instructions to Form 10-Q and Rule 10-01 of Regulation S-X. Accordingly these financial statements do not include all of the information and
footnotes required by GAAP for complete financial statements. It is presumed that users of this interim financial information have read or have
access to the audited consolidated financial statements contained in the Annual Report on Form 10-K of Insmed Incorporated (�Insmed�, the
�Company�, �us� �we� or �our�), for the fiscal year ended December 31, 2007. In the opinion of our management, all adjustments (consisting of normal
recurring adjustments) considered necessary for fair presentation have been included. Operating results for the interim periods presented are not
necessarily indicative of the results that may be expected for the full year.

2. Summary of Significant Accounting Policies

Principles of Consolidation

The consolidated financial statements include our accounts and the accounts of our wholly-owned subsidiaries, Insmed Therapeutic Proteins,
Insmed Pharmaceuticals, Incorporated and Celtrix Pharmaceuticals, Incorporated (�Celtrix�). All significant intercompany balances and
transactions have been eliminated in consolidation.

Use of Estimates

The preparation of the consolidated financial statements in conformity with GAAP requires management to make estimates and assumptions that
affect the amounts reported in the consolidated financial statements and accompanying notes. Actual results could differ from those estimates.

Cash and Cash Equivalents and short-term investments

We consider investments with maturities of three months or less when purchased to be cash equivalents. Short-term investments are available for
sale and consist primarily of short-term municipal bonds. These securities are carried at market, which approximates cost. The cost of the
specific security sold is used to compute the gain or loss on the sale of short-term investments. The table below details the breakdown of our
cash and cash equivalents and our short-term investments:

March 31,
2008

December 31,
2007

Cash and Cash Equivalents 4,706 3,554
Short-Term Investments 7,324 12,925

Total Cash and Cash Equivalents and Short-Term Investments 12,030 16,479

- 7 -
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On April 14, 2004, we announced that we had acquired a lease to operate a recombinant protein manufacturing facility located in Boulder,
Colorado. We intended to use the facility for the commercial manufacture of our FDA approved product, IPLEX�. From January through October
2007, we had Letters of Credit and corresponding Certificate of Deposits accounts provided to the landlord of the manufacturing facility in the
amount of $0.9 million for prepayment of the remaining outstanding lease term of approximately one year and a Letter of Credit and
corresponding Certificate of Deposit account to Baxter Healthcare Corporation for $2.2 million to cover facility restoration expenses upon
termination of the lease. These amounts were classified as restricted cash on the balance sheet. On June 20, 2007, we renewed our lease and
subsequently eliminated the two previously discussed Letters of Credit and Certificate of Deposit accounts. We provided a new Letter of Credit
to the landlord in the amount of $2.1 million to cover facility restoration expenses upon termination of the lease. This amount is classified as
restricted cash on the balance sheet. The accrued restoration expense as of March 31, 2008 was $2.2 million and is recorded in asset retirement
obligation on the balance sheet. Accretion expense for the three months ended March 31, 2008 and 2007 was zero and $0.2 million, respectively.

Fair Value of Financial Instruments

We consider the recorded cost of our financial assets and liabilities, which consist primarily of cash, cash equivalents and short-term
investments, to approximate the fair value of the respective assets and liabilities at March 31, 2008 due to the short-term maturities of these
instruments. We also hold an investment in NAPO Pharmaceuticals, Inc. (�NAPO�), classified as an �available-for-sale� security and reported at fair
value. During the quarter we recognized a permanent write-down of $0.4 million due to the current stock price of our investment. This amount is
reported as a realized loss on investments on our income statement and the remaining carrying value of $0.1 million is reported as a long-term
asset on the balance sheet.

Fair Value Measurements at Reporting Date Using

Description 3/31/2008

Quoted Prices in

Active Markets for

Identical Assets
(Level 1)

Significant

Unobservable

Inputs
(Level 3)

Investments $ 108 $ 108 $ �  
Convertible notes 4,422 �  4,422

Total $ 4,530 $ 108 $ 4,422
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Fair Value Measurements Using Significant

Unobservable Inputs (Level 3)

Convertible
notes

Beginning balance $ 4,975
Repayment of notes (553)

Ending balance $ 4,422

Stock-Based Compensation

In December 2004, the Financial Accounting Standards Board (FASB) issued Statement 123(R), Share-Based Payment, a revision of SFAS
No. 123, Accounting for Stock-Based Compensation, which superseded APB Opinion No. 25, Accounting for Stock Issued to Employees.
Statement 123(R) addresses the accounting for share-based payment transactions in which a company receives employee services in exchange
for equity instruments of the company or liabilities that are based on the fair value of the company�s equity instruments or that may be settled by
the issuance of such equity instruments. This statement requires that share-based transactions be accounted for using a fair-value-based method
to recognize non-cash compensation expense; this expense is recognized ratably over the requisite service period, which generally equals the
vesting period of options, and is adjusted for expected forfeitures. We adopted this standard as of the beginning of 2006 using the modified
prospective method.

Revenue Recognition

We record revenue from product sales when the goods are delivered and title passes to the customer. At the time of sale, estimates for sales
deductions, including rebates to government agencies, are recorded. These provisions are provided for in the same period the related product
sales are recorded. Following our settlement agreement with Tercica and Genentech on March 6, 2007, we ceased to supply IPLEX to patients
and discontinued sales of IPLEX as of March 7, 2007. Revenue from our Expanded Access Program in Italy is recognized when the drugs have
been provided to program patients and collectibility is assured. License income is recognized as revenue when the milestones are achieved and
payments are due.

Research and Development

Research and development costs are expensed as incurred. Research and development expenses consist primarily of salaries and related
expenses, cost to develop and manufacture drug candidates, patent protection costs, amounts paid to contract research organizations, hospitals
and laboratories for the provision of services and materials for drug development and clinical trials. We do not have separate accounting policies
for internal or external research and development and we do not conduct any research and development for others. Our expenses related to
clinical trials are based on estimates of the services received and efforts expended pursuant to contracts with third party organizations that
conduct and manage clinical trials on our behalf. These contracts set forth the scope of work to be completed at a fixed fee or amount per patient
enrolled. Payments under these contracts depend on performance criteria such as the successful enrollment of patients or the completion of
clinical trial milestones. Expenses are accrued based on contracted amounts applied to the level of patient enrollment and to activity according to
the clinical trial protocol.

- 9 -
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Litigation costs as they relate to our patents are recorded as research and development expenditures.

Income Taxes

Income taxes are accounted for in accordance with FASB Statement No. 109, Accounting for Income Taxes (�FASB 109�). Deferred tax assets
and liabilities are recognized for the future tax consequences attributable to differences between the financial statement carrying amounts of
existing assets and liabilities and their respective tax bases and operating loss carryforwards. Deferred tax assets and liabilities are measured
using enacted tax rates expected to apply to taxable income in the years in which those temporary differences are expected to be recovered or
settled. The effect on deferred tax assets and liabilities of a change in tax rates is recognized in income in the period that includes the enactment
date.

Valuation allowances are recorded if it is more likely than not that some portion of the deferred tax asset will not be realized. In evaluating the
need for a valuation allowance, we take into account various factors, including the expected level of future taxable income and available tax
planning strategies. If actual results differ from the assumptions made in the evaluation of our valuation allowance, we record a change in
valuation allowance through income tax expense in the period such determination is made.

In June 2006, FASB issued FASB Interpretation No. 48, Accounting for Uncertainty in Income Taxes (�FIN 48�). This Interpretation clarifies the
accounting for uncertainty in income taxes recognized in an enterprise�s financial statements in accordance with FASB 109. FIN 48 clarifies the
accounting for income taxes by prescribing the minimum recognition threshold a tax position is required to meet before being recognized in the
financial statements. It also provides guidance on disclosure requirements, measurement and classification provisions, and transition
requirements. We implemented FIN 48 on January 1, 2007 and due to the accumulated loss position of the Company, such implementation did
not have a material impact on our consolidated financial statements.

Net Loss Per Share

Basic net loss per share is computed based upon the weighted average number of common shares outstanding during the year. Our diluted net
loss per share is the same as our basic net loss per share because all stock options, warrants, and other potentially dilutive securities are
antidilutive and, therefore, excluded from the calculation of diluted net loss per share.

Segment Information

We currently operate in one business segment, which is the development and commercialization of pharmaceutical products for the treatment of
metabolic and endocrine diseases. We are managed and operated as one business. A single management team that reports to the Chief Executive
Officer comprehensively manages the entire business. We do not operate separate lines of business with respect to our products or product
candidates. Accordingly, we do not have separately reportable segments as defined by FASB Statement No. 131, Disclosure about Segments of
an Enterprise and Related Information.

- 10 -
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3. Recent Accounting Pronouncements

In September 2006, FASB issued FASB Statement No. 157, Fair Value Measurements (�FASB 157�), which establishes a common definition for
fair value under GAAP and creates a framework for measuring fair value. FASB believes that the new standard will make the measurement of
fair value more consistent and comparable and improve disclosures about those measures. FASB 157 is effective for fiscal years beginning after
November 15, 2007 and interim periods within those fiscal years for financial assets and liabilities, and for fiscal years beginning after
November 15, 2008 for nonfinancial assets and liabilities. Implementation of FASB 157 for financial assets and liabilities did not have a
material impact on our consolidated financial statements.

4. Equity Compensation Plan Information

As of March 31, 2008, we had two equity compensation plans under which we were granting stock options and shares of non-vested stock. We
are currently granting stock-based awards from our Amended and Restated 2000 Stock Incentive Plan (the �2000 Plan�) and our Amended and
Restated 2000 Employee Stock Purchase Plan (the �2000 ESPP�). Both the 2000 Plan and the 2000 ESPP are administered by the Compensation
Committee of the Board of Directors and the Board of Directors (the �Board�).

The 2000 Plan was originally adopted by the Board and approved by our shareholders in 2000. Its original ten-year term was extended to
March 15, 2015 when the plan was last amended. Under the terms of the 2000 Plan, we are authorized to grant a variety of incentive awards
based on our common stock, including stock options (both incentive options and non-qualified options), performance shares and other stock
awards. The 2000 Plan currently provides for the issuance of a maximum of 9,250,000 (adjusted for stock splits) shares of common stock. These
shares are reserved for awards to all participants in the 2000 Plan, including non-employee directors.

The 2000 ESPP was adopted by the Board on April 5, 2000 and approved by our shareholders on the same date. It was amended by the Board to
increase the number of shares available for issuance, and such amendment was approved by our shareholders on May 11, 2005. The 2000 ESPP
was subsequently amended and restated by action of the Board on October 4, 2006 and the amendment and restatement was approved by our
shareholders on December 14, 2006. Under the terms of the 2000 ESPP, eligible employees have the opportunity to purchase our common stock
through stock options granted to them. An option gives its holder the right to purchase shares of our common stock, up to a maximum value of
$25,000 per year. The 2000 ESPP provides for the issuance of a maximum of 1,500,000 shares of our common stock to participating employees.

The following table presents information as of March 31, 2008, with respect to the 2000 Plan and the 2000 ESPP.

- 11 -
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Plan Category (1)

Number of Securities to

Be Issued upon Exercise

of Outstanding Options,
Warrants and Rights

Weighted Average

Exercise Price of

Outstanding Options,
Warrants and

Rights

Number of Securities

Remaining Available

for Future Issuance

Under Equity
Compensation Plans (2)

Equity Compensation Plans Approved by
Shareholders:
Amended and Restated 2000 Stock Incentive Plan
(3) 5,168,842 $ 2.32 3,255,501(2)
Amended and Restated 2000 Employee Stock
Purchase Plan �  �  715,078

Total: 5,168,842 $ 2.32 3,970,579(3)

(1) We do not have any equity compensation plans that have not been approved by our shareholders.
(2) Amounts exclude any securities to be issued upon exercise of outstanding options, warrants and rights.
(3) To the extent that stock options or stock appreciation rights granted under the 2000 Plan terminate, expire, or are canceled, forfeited,

exchanged or surrendered without having been exercised, or if any shares of restricted stock or performance units are forfeited, the shares
of common stock underlying such grants will again become available for purposes of the 2000 Plan.

A summary of the status of our stock options as of March 31, 2008, and changes for the three months then ended is presented below:

Description 2008

Average

Exercise
Price

Average

Remaining

Contractual
Life in Years

Options outstanding at January 1, 2008 5,238,249 $ 2.31
Granted 8,000 0.76
Exercised �  �  

Cancelled (77,407) 1.40

Options outstanding at March 31, 2008 5,168,843 2.32 3.22

Exercisable at March 31, 2008 3,871,475 $ 2.66 2.61

The fair value of the options granted during the three months ended March 31, 2008 and 2007 was estimated at the date of grant using a
Black-Scholes-Merton option-pricing model with the weighted average assumptions described below:

For the Three Months
Ended March 31,

Assumptions 2008 2007
Volatility factors of expected market price of stock 107% 91%
Risk-free interest rate 2.42% 4.65%
Dividend yield 0 0
Expected option term (in years) 4.07 3.47
Forfeitures 33% 32%
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5. Convertible Debt Financings

On March 15, 2005, we entered into several purchase agreements with a group of institutional investors, pursuant to which we issued and sold to
such investors certain 5.5% convertible notes in the aggregate principal amount of $35,000,000, which convert into a certain number of shares of
our common stock (the �2005 Notes�) as well as warrants to purchase, in the aggregate, approximately 14,864,883 shares of our common stock, at
an exercise price of $1.36 per share (the �2005 Warrants�).

At present, there remains $4,422,222 of the original $35,000,000 principal amount which has not been converted into shares. Should the
remainder of the 2005 Notes remain unconverted, they will mature and be payable in nine quarterly installments of $552,778 each quarter which
commenced on March 1, 2008. As of June 1, 2005, the holders of the 2005 Notes began to receive interest payments at a rate of 5.5% per
annum, and such interest payments are payable quarterly until March 1, 2010. Any outstanding 2005 Notes must be repaid in cash or converted
into shares of our common stock by March 1, 2010. Subject to the terms of the purchase agreements, the holders of the 2005 Notes may convert
such notes into shares of our common stock at a conversion price of $1.295 per share (as adjusted in accordance with certain adjustments for
stock splits, dividends and the like) at any time prior to the close of business on March 1, 2010. The 2005 Notes were initially convertible into,
in the aggregate, 27,027,027 shares of our common stock. The holders of the 2005 Notes have the right to require us to repurchase such notes
with cash payments upon the occurrence of specified �events of default� and �repurchase events� described in the 2005 Notes. The 2005 Warrants
were initially exercisable in the aggregate for 14,864,883 shares of common stock at an exercise price of $1.36 per share. The 2005 Warrants
will expire on March 15, 2010.

In connection with the issuance of the 2005 Notes and 2005 Warrants, we entered into registration rights agreements with the purchasers thereof
pursuant to which we agreed to file a registration statement under the Securities Act of 1933, registering for resale the shares of our common
stock issuable upon the conversion of the 2005 Notes or exercise of the 2005 Warrants. Between April 1, 2005 and March 31, 2008, we received
notices from certain holders of the 2005 Notes electing to voluntarily convert approximately $30,025,000 principal amount of such notes into
approximately 23,185,328 shares of common stock at the conversion rate of one share of common stock for each $1.295 in principal amount of
the 2005 Notes. On March 1, 2008 we began repayment of the Notes and paid back $552,778 of principal. Following such conversions and
principal repayment and as of March 31, 2008, $4,422,222 principal amount of the 2005 Notes remained outstanding.

As of March 31, 2008, there were 20,494,660 shares reserved for issuance for all outstanding notes, warrants and options.
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6. Public Stock Offering

On May 4, 2007, we sold 20,255,367 shares of our common stock and warrants to purchase up to 2,025,536 shares of our common stock. The
price to the investors was $0.90 per unit, which was comprised of one share of our common stock and a warrant to purchase 0.1 shares of our
common stock. The units were not issued or certificated and the shares of common stock and warrants were immediately separable and issued
separately. The warrants may be exercised between November 3, 2007 and May 3, 2012 and have an exercise price of $1.10 per share. The
offering was made pursuant to our effective shelf registration statement on Form S-3 (Registration No. 333-131535) previously filed with the
Securities and Exchange Commission. Net proceeds from this offering were $17.0 million.

7. Legal Proceedings

On March 5, 2007, we reached a settlement agreement ending all litigation with Tercica, Inc. and Genentech, Inc. Pursuant to the agreement, we
agreed to cease sales and marketing of IPLEX for the treatment of short stature disorders in the United States and agreed to withdraw our
European Marketing Authorization Application for IPLEX for treatment of short stature disorders. We continue to provide IPLEX to named
patients with ALS in Italy under our Expanded Access Program. We pay a royalty under our settlement agreement for all cost-recovery that we
receive under the Expanded Access Program. The settlement agreement also gives us the right, through a worldwide development partnership
with Tercica and Genentech, to market IPLEX for conditions not related to short stature. These indications include severe insulin resistance,
MMD and HARS, among others. The development partnership includes provisions that give us a 50% share of profits and reimbursement for
50% of development costs if either Tercica or Genentech exercises opt-in rights for marketing of IPLEX in any of these new indications that we
develop. In addition, as part of the settlement agreement, Tercica and Genentech waived the damages awarded by the jury in the patent
infringement suit from the District Court for the Northern District of California.

8. Restructuring Plan

On February 21, 2007, our Board committed to a business restructuring plan following our announcement of the settlement agreement with
Tercica, and Genentech. The restructuring eliminated our commercial department and downsized our manufacturing facility located in Boulder,
Colorado, resulting in an immediate reduction of approximately 34% of our previous workforce of 150. Employees who were affected by the
restructuring were provided with severance payments.

As a result of the restructuring plan, we incurred a one-time restructuring charge in March 2007 of approximately $1.7 million for severance
payments. The $1.7 million represented the total amount of restructuring charges that were incurred. These charges were recorded as research
and development expenses and selling, general and administrative expenses in the income statement and as payroll liabilities on the balance
sheet in 2007. There are no remaining payouts as of March 31, 2008.

- 14 -

Edgar Filing: INSMED INC - Form 10-Q

Table of Contents 17



Table of Contents

ITEM 2. MANAGEMENT�S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS
Forward Looking Statements

Statements contained herein, including without limitation, �Management�s Discussion and Analysis of Financial Condition and Results of
Operations,� contain certain projections, estimates and other forward-looking statements. �Forward-looking statements,� as that term is
defined in the Private Securities Litigation Reform Act of 1995, are not historical facts and involve a number of risks and uncertainties. Words
herein such as �may,� �will,� �should,� �could,� �would,� �expects,� �plans,� �anticipates,� �believes,� �estimates,� �projects,�
�predicts,� �intends,� �potential,� and similar expressions (as well as other words or expressions referencing future events, conditions or
circumstances) are intended to identify forward-looking statements.

Forward-looking statements include, but are not limited to: our plans to develop and market new products and the timing of these development
programs; our clinical development of product candidates, clinical trials and our ability to obtain and maintain regulatory approval for our
product candidates; our estimates regarding our capital requirements and our needs for additional financing; our estimates of expenses and
future revenues and profitability; our estimates of the size of the potential markets for our product candidates; our selection and licensing of
product candidates; our ability to attract collaborators with acceptable development, regulatory and commercialization expertise; the benefits
to be derived from corporate collaborations, license agreements and other collaborative efforts, including those relating to the development and
commercialization of our product candidates; sources of revenues and anticipated revenues, including contributions from corporate
collaborations, license agreements and other collaborative efforts for the development and commercialization of products; our ability to create
an effective direct sales and marketing infrastructure for products we elect to market and sell directly; the rate and degree of market acceptance
of our product candidates; the timing and amount of reimbursement for our product candidates; the success of other competing therapies that
may become available; and the manufacturing capacity for our product candidates.

Our actual results and the timing of certain events may differ materially from the results discussed, projected, anticipated or indicated in any
forward-looking statements. Any forward-looking statement should be considered in light of factors discussed in Part II. Item 1A �Risk
Factors� and elsewhere in this report. We caution readers not to place undue reliance on any such forward-looking statements, which speak
only as of the date they are made. We disclaim any obligation, except as specifically required by law and the rules of the Securities and
Exchange Commission, to publicly update or revise any such statements to reflect any change in our expectations or in events, conditions or
circumstances on which any such statements may be based, or that may affect the likelihood that actual results will differ from those set forth in
the forward-looking statements.
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The following discussion should be read in conjunction with our consolidated financial statements and related notes thereto included elsewhere
in this Quarterly Report on Form 10-Q and the consolidated financial statements and related notes thereto in our Annual Report on Form 10-K,
for the year ended December 31, 2007.

Overview

We are a development stage company with expertise in protein drug development. We have a state-of-the art FDA-approved biologic
commercial manufacturing facility located in Boulder, Colorado, and our corporate office is located in Richmond, Virginia.

We are pursuing a dual path strategy involving entry into the follow-on biologics arena (also known as biosimilars, biogenerics and biologics)
and advancing our proprietary protein platform into niche markets with unmet needs. In the follow-on biologics field, we are developing a robust
pipeline of products targeted for markets in anemia, neutropenia and autoimmune diseases. On the proprietary protein front, our lead product, the
FDA-approved IPLEX, is being studied as a treatment for several serious medical conditions with our focus initially on MMD and ALS in Italy.

We have not been profitable and have accumulated deficits of approximately $336 million through March 31, 2008. We expect to incur
significant additional losses for at least the next several years until such time as sufficient revenues are generated to offset expenses. Moving
forward our major source of income is expected to be the cost recovery charges for our Expanded Access Program and our major expenses will
be related to research and development. In general, our expenditures may increase as development of our product candidates progresses.
However, there will be fluctuations from period to period caused by differences in project costs incurred at each stage of development.

Research and Development Activities

Since we began operations in late 1999, we have devoted substantially all of our resources to the research and development of a number of
product candidates for metabolic and endocrine diseases. Our research and development efforts are now principally focused on pursuing a dual
path strategy involving entry into the follow-on biologics arena (also known as biosimilars, biogenerics and biologics) and advancing our
proprietary protein platform into niche markets with unmet needs. In the follow-on biologics field, we are developing a robust pipeline of
products targeted for markets in anemia, neutropenia and autoimmune diseases. In addition, on the proprietary protein front our lead product, the
FDA-approved IPLEX, is being studied as a treatment for several serious medical conditions including MMD and ALS in Italy. We conduct
very little of our own preclinical laboratory research. We have outsourced several Phase II clinical studies with IPLEX and our other anti-cancer
product candidates, INSM-18 and rhIGFBP-3, and plan on conducting additional clinical studies in the future.

All of our research and development expenditures, whether conducted by our own staff or by external scientists on our behalf and at our
expense, are recorded as expenses as incurred and have amounted to approximately $172 million for the time period since our inception,
November
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1999 through March 31, 2008. Research and development expenses consist primarily of salaries and related expenses, costs to develop and
manufacture products and amounts paid to contract research organizations, hospitals and laboratories for the provision of services and materials
for drug development and clinical trials.

All of our research and development expenditures related to our proprietary protein platform are interrelated as they are all associated with drugs
that modulate IGF-I activity in the human body. A significant finding in any one drug for a particular indication may provide benefits to our
efforts across all of these products. All of these products also share a substantial amount of our common fixed costs such as salaries, facility
costs, utilities and maintenance. Given the small portion of research and development expenses that are related to products other than IPLEX we
have determined that very limited benefits would be obtained from implementing cost tracking systems that would be necessary to allow for cost
information on a product-by-product basis.

Our plans to develop our follow-on-biologics candidates are expected to represent our main research and development focus for 2008 followed
by external clinical research of IPLEX� in the MMD indication. The development of our follow-on-biologics candidates will involve
manufacturing, process development and comparability followed by external clinical trials as required by the FDA to support safety and
efficacy.

Our clinical trials with our product candidates are subject to numerous risks and uncertainties that are outside of our control, including the
possibility that necessary regulatory approvals may not be obtained. For example, the duration and the cost of clinical trials may vary
significantly over the life of a project as a result of differences arising during the clinical trial protocol, including, among others, the following:

� the number of patients that ultimately participate in the trial;

� the duration of patient follow-up that is determined to be appropriate in view of results;

� the number of clinical sites included in the trials;

� the length of time required to enroll suitable patient subjects; and

� the efficacy and safety profile of the product candidate.
Our clinical trials may also be subject to delays or rejections based on our inability to enroll patients at the rate that we expect or our inability to
produce clinical trial material in sufficient quantities and of sufficient quality to meet the schedule for our planned clinical trials.

Moreover, all of our product candidates and particularly those that are in the preclinical or early clinical trial stage must overcome significant
regulatory, technological, manufacturing and marketing challenges before they can be successfully commercialized. Some of these product
candidates may never reach the clinical trial stage of research and development. As preclinical studies and clinical trials progress, we may
determine that collaborative relationships will be necessary to help us further develop or to commercialize our product candidates, but such
relationships may be difficult or impossible to arrange. Our projects or intended projects may also be subject to change from time to time as we
evaluate our research and development priorities and available resources.
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Any significant delays that occur or additional expenses that we incur may have a material adverse affect on our financial position and require us
to raise additional capital sooner or in larger amounts than is presently expected. In addition, as a result of the risks and uncertainties related to
the development and approval of our product candidates and the additional uncertainties related to our ability to market and sell these products
once approved for commercial sale, we are unable to provide a meaningful prediction regarding the period in which material net cash inflows
from any of these projects is expected to become available.

Results of Operations

Revenues for the first quarter ended March 31, 2008 were $2.3 million, up from $1.7 million for the corresponding period in 2007. The increase
was primarily attributable to a $1.6 million improvement in cost recovery from our EAP to treat patients with ALS in Italy. This was partially
offset by the revenues lost from our withdrawal of IPLEX� in the short stature market pursuant to the terms of our March 2007 Settlement
Agreement with Genentech Inc. and Tercica Inc., and the absence of license income from our agreement with Napo Pharmaceuticals Inc.,
(�Napo�) from which we received a milestone payment in the first quarter of 2007.

The net loss for the first quarter of 2008 was $4.9 million or $0.04 per share, compared with a net loss of $10.3 million or $0.10 per share in the
first quarter of 2007. This $5.4 million improvement was primarily attributable to the $0.6 million increase in revenues noted above and a $4.9
million reduction in total expenses.

The $4.9 million total reduction in expenses was due to a $3.9 million decline in selling, general and administrative expenses (�SG&A Expenses�),
a $0.9 million decrease in research and development expenses (�R&D Expenses�), and the elimination of $576,000 cost of goods sold, which was
partially offset by a $392,000 non-cash loss on investments.

The reduction in SG&A Expenses was due primarily to the elimination of litigation expenses following the March 2007 settlement and the
removal of commercial expenses associated with our business restructuring plan. The elimination of the cost of goods sold resulted from our
withdrawal of IPLEX� from the short stature market. The lower R&D Expenses reflected the reduced operating costs at our manufacturing
facility located in Boulder, Colorado as we streamlined the facility to support our clinical activities following the withdrawal of IPLEX� from the
commercial short stature market. The realized loss on investments arises from the write-down of our investment in Napo. This investment,
which was funded by a milestone payment from Napo, was recorded as part of our agreement with Napo in 2007.

Interest income in the first quarter of 2008 at $279,000 was slightly below the $301,000 earned in the same period of 2007 and was primarily
due to the lower interest rate environment. Interest expense increased to $354,000 in the most recent period from $151,000 during the
corresponding period of 2007. The reduction was due to an increase in the debt discount amortization resulting from the quarterly payment of
our 2005 convertible notes which began in March 2008.
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As of March 31, 2008, we had total cash, cash equivalents and short-term investments on hand of $12.0 million, compared to $16.5 million on
hand as of December 31, 2007. The $4.5 million decrease in cash, cash equivalents and short-term investments primarily reflects the use of $3.9
million for operating activities and a $553,000 principal repayment of our 2005 convertible notes which began on March 1, 2008.

Liquidity and Capital Resources

At March 31, 2008, our cash, cash equivalents and short-term investments of $12.0 million were invested in investment grade, interest-bearing
securities. Our business strategy contemplates selling additional equity and entering into agreements with corporate partners to fund research and
development, and provide milestone payments, license fees and equity investments to fund operations. We will need to raise substantial
additional funds to continue development and commercialization of our product candidates. There can be no assurance that adequate funds will
be available when we need them, or on favorable terms. If at any time we are unable to obtain sufficient additional funds, we will be required to
delay, restrict or eliminate some or all of our research or development programs, dispose of assets or technology or cease operations.

Contractual Obligations

The following table provides a summary of certain of our significant contractual obligations as of March 31, 2008:

Contractual Obligations

(in thousands)

Payments Due by Years

Total
Less than
1 year

1 - 2
Years

3 - 5
Years

More than
5 years

Long term debt (1) $ 4,745 $ 1,867 $ 2,878 $ �  $ �  
Operating lease obligations (2) 8,826 749 2,048 4,697 1,332

$ 13,571 $ 2,616 $ 4,926 $ 4,697 $ 1,332

(1) Long term debt obligations reflect the future interest and principal payments of the 2005 Notes outstanding as of March 31, 2008.
(2) In June 2007 we renewed our lease at 2590 Central Avenue, Boulder Co. for an additional five year term through February 28, 2013, in

accordance with section 3.4 of the original lease.
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ITEM 3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK
We invest excess cash in investment grade, interest-bearing securities and, at March 31, 2008, had $12.0 million invested in money market
instruments and investment grade corporate debt. Such investments are subject to interest rate and credit risk. Our policy of investing in highly
rated securities whose maturities at March 31, 2008 are all less than one year minimizes such risks. In addition, while a hypothetical decrease in
market interest rates of 10% from March 31, 2008 levels would reduce interest income, it would not result in a loss of the principal and the
decline in interest income would not be material.

ITEM 4. CONTROLS AND PROCEDURES
Evaluation of Disclosure Controls and Procedures. We carried out an evaluation, under the supervision and with the participation of certain
members of our management team, including the Chairman of our Board and Chief Executive Officer and Chief Financial Officer, of the
effectiveness of the design and operation of our disclosure controls and procedures pursuant to Rule 13a-15 under the Securities Exchange Act
of 1934. Based upon that evaluation, the Chairman of our Board and Chief Executive Officer and Chief Financial Officer concluded that our
disclosure controls and procedures are effective in timely alerting management to material information required to be included in our periodic
filings with the Securities and Exchange Commission.

Changes in Internal Controls over Financial Reporting. During the period covered by this report, there have been no changes in our internal
controls over financial reporting that have materially affected, or are reasonably likely to materially affect, our internal controls over financial
reporting.
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PART II

OTHER INFORMATION

ITEM 1. LEGAL PROCEEDINGS
The information presented in Section 7 of Item 1 (�Legal Proceedings�) of Part 1 of this Form 10-Q is incorporated herein by reference.

In addition to the foregoing, we are not currently a defendant in any matter of litigation; however, we could be involved in litigation in the future
that could arise out of the normal course of business.

ITEM 1A. RISK FACTORS
Our operating results and financial condition have varied in the past and may in the future vary significantly depending on a number of factors.
Except for the historical information in this report, the matters contained in this report include forward-looking statements that involve risks and
uncertainties. The following factors, among others, could cause actual results to differ materially from those contained in forward-looking
statements made in this report and presented elsewhere by management from time to time. Such factors, among others, may have a material
adverse effect upon our business, results of operations and financial condition.

In Item 1A (�Risk Factors�) of our Annual Report on Form 10-K for the fiscal year ended December 31, 2007, which was filed with the
Securities and Exchange Commission on March 12, 2008, we described risk factors related to our operations. Our updated risk factors are
included below in this Item 1A.

You should consider carefully the following risk factors, together with all of the other information included in this quarterly report on Form
10�Q. Each of these risk factors could adversely affect our business, operating results and financial condition, as well as adversely affect the
value of an investment in our common stock.

RISK RELATED TO OUR BUSINESS

The Nasdaq Capital Market may cease to list our common stock which may cause the value of an investment in our common stock to
substantially decrease.

We may be unable to meet the continued listing requirements of the Nasdaq Capital Market in the future. To maintain the listing of our common
stock, we are required, among other things, to maintain a daily closing bid price per share of $1.00. In a letter dated June 13, 2007, while our
common stock was still listed on the Nasdaq Global Market, the Nasdaq Listing Qualification Staff (the �Staff�) notified us of our failure to
comply with Marketplace Rule 4450(a)(5) because our shares of common stock had failed to close at a price of at least $1.00 per share for thirty
consecutive business days (the �Minimum Bid Price Rule�). We were afforded one hundred eighty days to regain compliance with the Minimum
Bid Price Rule in accordance with Marketplace Rule 4803(a). By letter (the �Staff Determination�) dated December 20, 2007, the
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Staff notified us that we had failed to regain compliance with the Minimum Bid Price Rule and that our shares of common stock would be
delisted from the Nasdaq Stock Market on December 31, 2007 if we did not transfer listing to the Nasdaq Capital Market or appeal the Staff
Determination to a Nasdaq Hearings Panel (the �Panel�). By letter dated December 26, 2007, we requested a hearing with respect to the continued
listing of our common stock on the Nasdaq Global Market, as a result of which Nasdaq stayed the suspension and delisting of our common stock
pending the determination of the Panel. On January 24, 2008 we attended a hearing with the Panel and on February 27, 2008 we received a
determination letter from the Panel notifying us that our stock would be transferred to the Nasdaq Capital Market before the open of the market
on February 29, 2008, which has since transpired. We have until June 12, 2008 to regain compliance with the Minimum Bid Price Rule. If we do
not regain compliance with the Minimum Bid Price Rule by June 12, 2008, Nasdaq will provide written notification that our common stock will
be delisted from the Nasdaq Capital Market. Delisting of our common stock from the Nasdaq Capital Market could adversely affect the trading
price of our common stock and could limit the liquidity of our common stock and therefore could cause the value of an investment in our
common stock to decrease.

In order to regain compliance with the Minimum Bid Price Rule we may be required to implement a reverse stock split, which could have a
material adverse effect on our stock price.

Should we not regain compliance with the Nasdaq Minimum Bid Price Rule before June 12, 2008, we may be required to implement a reverse
stock split in order for our shares of common stock to remain listed on the Nasdaq Capital Market, which could be viewed negatively by the
market and have an adverse affect on our stock price.

We will need additional funds in the future to continue our operations, but we face uncertainties with respect to our access to capital that
could materially adversely impact our business, financial condition and results of operations.

We will require substantial future capital in order to implement our revised business plan with a renewed focus on research and development
activities. As of March 31, 2008, we had $12.0 million of cash and investments on hand, which we believe is sufficient to fund our activities
through the fourth quarter of 2008. However, our future capital requirements will depend on many factors, including factors associated with:

� research and development, including, among other items, preclinical testing and clinical studies,

� process development;

� obtaining marketing, sales and distribution capabilities;

� obtaining regulatory approvals;

� retaining employees and consultants;
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� filing and prosecuting patent applications and enforcing patent claims;

� establishing strategic alliances;

� manufacturing; and

� potential future litigation.
We may also need to spend more money than currently expected because we may further change our alter drug development plans, acquire
additional drugs or drug candidates or we may misjudge our costs. We have no committed sources of capital and do not know whether additional
financing will be available when needed, or, if available, that the terms will be favorable. There can be no assurance that our cash reserves
together with any subsequent funding will satisfy our capital requirements. The failure to satisfy our capital requirements will adversely affect
our business, financial condition and results of operations. Our independent registered public accounting firm has expressed their view that there
are material uncertainties which cast significant doubt upon our ability to continue as a going concern. The addition of this going concern
disclosure may discourage investors from purchasing our stock.

We may seek additional funding through strategic alliances, private or public sales of our securities or licensing all or a portion of our
technology. Such funding may significantly dilute existing shareholders or may limit our rights to our currently developing technology. There
can be no assurance, however, that we can obtain additional funding on reasonable terms, or at all. If we cannot obtain adequate funds, we may
need to significantly curtail our product development programs and relinquish rights to our technologies or drug candidates. This may adversely
affect our business, financial condition and results of operations.

We are entering into a new market area, the contours of which are unclear, the result of which could have a material adverse effect on our
business.

Our future success depends to a significant extent upon our ability to develop and market and license emerging and new products, including
follow-on biologics. The market for follow-on biologics is very uncertain at this time, as it is based on technologies that have not been formally
reviewed or accepted by the FDA or other regulatory authorities. It is possible that the FDA�s review and acceptance of our new products may
take time and resources, require independent third-party analysis or not be accepted by the FDA or other regulatory authorities. Moreover,
consumer demand for new product categories such as follow-on biologics is inherently uncertain. There can be no assurance that we will
successfully develop and market follow-on biologics, or that we will ever achieve significant revenues or operating income from follow-on
biologics, or if significant revenues are achieved, that they can be sustained. The failure of our follow-on biologics to be accepted by consumers
and achieve revenues could have a material adverse effect on our business prospects, financial condition and results of operations.

If the FDA does not establish specific guidelines or arrive at a consensus regarding the scientific analyses required for characterizing
follow-on biologics, and if the U.S. Congress does not take action to create an abbreviated regulatory pathway for follow-on biologics, our
business would be adversely effected.
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The regulatory climate for follow-on biologics remains unclear. Although there has been some legislative activity in the past, there is currently
no established statutory or regulatory pathway for approval of follow-on biologics. The FDA has approved the majority of protein products
under the Public Health Service Act, or PHS, through the use of biologic license applications, of BLAs. Unlike drugs approved through the
submission of NDAs under section 505 of the Food, Drug and Cosmetic Act, or the FDCA, there is no provision in the PHS for an abbreviated
BLA approval pathway, and the FDA has stated that it does not believe it has the authority to rely on prior BLA approvals or their underlying
data to approve a follow-on biologic. Moreover, even for proteins initially approved as NDAs there is uncertainty as to what data the FDA may
deem necessary to demonstrate the sameness required for approval of an ANDA under section 505(j) of the FDCA. In addition, there has been
opposition to the FDA�s use of section 505(b)(2), which allows an applicant to rely on information from published scientific literature and/or a
prior approval of a similar drug, to approve a follow-on biologic approved under section 505 of the FDCA.

Although the FDA has previously stated its intention to draft guidance that is broadly applicable to follow-on biologics, the agency has not yet
issued such guidance to date and may never do so. Protracted timelines and failure of the FDA to establish standards for approval of follow-on
biologics or of the U.S. Congress to enact legislation establishing an abbreviated pathway for approval for follow-on biologics could materially
adversely affect our business, results of operations and financial position.

The Italian Health Authority may refuse to pay for IPLEX used by patients in Italy under our Expanded Access Program, which could have
a material adverse effect on our business, financial condition and results of operations.

At present the Italian Health Authority approves all drug payments for IPLEX used by Italian patients with ALS in Italy as part of our Expanded
Access Program. Should the Italian Health Authority decide to stop approving IPLEX for ALS it would significantly affect our cash position and
could require us to raise funds sooner than anticipated, which may only be available to us on less than favorable terms.

We have not completed the research and development stage of any of our product candidates. If we are unable to successfully commercialize
our products, it will materially adversely effect our business, financial condition and results of operations.

Our long-term viability and growth depend on the successful commercialization of products which lead to revenue and profits. Pharmaceutical
product development is an expensive, high risk, lengthy, complicated, resource intensive process. In order to succeed, among other things, we
must be able to:

� identify potential drug product candidates;

� design and conduct appropriate laboratory, preclinical and other research;

� submit for and receive regulatory approval to perform clinical studies;

- 24 -

Edgar Filing: INSMED INC - Form 10-Q

Table of Contents 27



Table of Contents

� design and conduct appropriate preclinical and clinical studies according to good laboratory and good clinical practices;

� select and recruit clinical investigators;

� select and recruit subjects for our studies;

� collect, analyze and correctly interpret the data from our studies;

� submit for and receive regulatory approvals for marketing; and

� manufacture the drug product candidates according to current good manufacturing processes (�cGMP�).
The development program with respect to any given product will take many years and thus delay our ability to generate profits. In addition,
potential products that appear promising at early stages of development may fail for a number of reasons, including the possibility that the
products may require significant additional testing or turn out to be unsafe, ineffective, too difficult or expensive to develop or manufacture, too
difficult to administer, or unstable.

In order to conduct the development programs for our products we must, among other things, be able to successfully:

� raise sufficient money and pay for the development of the products

� attract and retain appropriate personnel; and

� develop relationships with other companies to perform various development activities that we are unable to perform.
Even if we are successful in developing and obtaining approval for our product candidates, there are numerous circumstances that could prevent
the successful commercialization of the products such as:

� the regulatory approvals of our products are delayed or we are required to conduct further research and development of our products prior
to receiving regulatory approval;

� we are unable to build a sales and marketing group to successfully launch and sell our products;

� we are unable to raise the additional funds needed to successfully develop and commercialize our products or acquire additional products
for growth;

� we are required to allocate available funds to litigation matters;

�
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� our product is determined to be ineffective or unsafe following approval and is removed from the market or we are required to perform
additional research and development to further prove the safety and effectiveness of the product before re-entry into the market;

� competition from other products or technologies prevents or reduces market acceptance of our products;

� we do not have and cannot obtain the intellectual property rights needed to manufacture or market our products without infringing on
another company�s patents;

� we are unsuccessful in defending against patent infringement claims being brought against us our products or technologies; or

� we are unable to obtain reimbursement for our product or such reimbursement may be less than is necessary to produce a reasonable profit.
Our growth strategy includes the commercialization of more than one product. We may not be able to identify and acquire complementary
products, businesses or technologies and if acquired or licensed, they might not improve our business, financial condition or results of
operations. The failure to successfully acquire, develop and commercialize products will adversely affect our business, financial condition and
results of operations.

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

We are a development stage company with expertise in protein recombinant drug development. We have incurred losses each year of operation
and we expect to continue incurring operating losses for the foreseeable future. The process of developing and commercializing our products
requires significant pre-clinical testing and clinical trials as well as regulatory approvals for commercialization and marketing before we are
allowed to begin product sales. In addition, commercialization of our drug candidates requires us to establish a sales and marketing organization
and contractual relationships to enable product manufacturing and other related activities. We expect that these activities, together with our
general and administrative expenses, will result in substantial operating losses for the foreseeable future. As of March 31, 2008, our accumulated
deficit was $336 million and for the three months ended March 31, 2008 our consolidated net loss was $4.9 million.

If our products fail in pre-clinical or clinical trials or if we cannot enroll enough patients to complete our clinical trials, such failure may
adversely affect our business, financial condition and results of operations.

In order to sell our products, we must receive regulatory approval. Before obtaining regulatory approvals for the commercial sale of any of our
products under development, we must demonstrate through pre-clinical studies and clinical trials that the product is safe and effective for use in
each target indication. In addition, the results from pre-clinical testing and early clinical trials may not be predictive of results obtained in later
clinical trials. There can be no assurance that our clinical trials will demonstrate sufficient safety and effectiveness to obtain regulatory approvals
for our products still in development. A number of companies in the biotechnology and pharmaceutical industries have suffered significant
setbacks in late stage
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clinical trials even after promising results in early stage development. If our developmental products fail in pre-clinical or clinical trials, it will
have an adverse effect on our business, financial condition and results of operations.

The completion rate of clinical studies of our products is dependent on, among other factors, the patient enrollment 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; and

� competition from other companies� clinical studies for the same patient population.
We believe our planned procedures for enrolling patients are appropriate; however, delays in patient enrollment would increase costs and delay
ultimate commercialization and sales, if any, of our products. Such delays could materially adversely affect our business, financial condition and
results of operations.

We may be required to conduct broad, long-term clinical trials to address concerns that the long-term use of one of our leading products,
IPLEX, in broader chronic indications might increase the risk of diabetic retinopathy. This may materially adversely effect our business,
financial condition and results of operations.

In previously published clinical trials of rhIGF-1, concerns were raised that long-term use of rhIGF-1 might lead to an increased incidence
and/or severity of retinopathy, a disease of new blood vessel growth in the eye which results in loss of vision. Because IPLEX contains rhIGF-I,
the FDA may require us to conduct broad, long-term clinical trials to address these concerns prior to receiving FDA approval for broad chronic
indications such as diabetes. These clinical trials would be expensive and could delay our commercialization of IPLEX for these broader chronic
indications. Adverse results in these trials could prevent our commercialization of IPLEX for broad chronic indications or could jeopardize
existing development in other indications.

We cannot be certain that we will obtain regulatory approvals in the United States, European Union or other countries. The failure to obtain
such approvals may materially adversely effect our business, financial condition and results of operations.

- 27 -

Edgar Filing: INSMED INC - Form 10-Q

Table of Contents 31



Table of Contents

We are required to obtain various regulatory approvals prior to studying our products in humans and then again before we market and distribute
our products. The regulatory review and approval process required to perform a clinical study in both the United States and European Union
includes evaluation of preclinical studies and clinical studies, as well as the evaluation of our manufacturing process. This process is complex,
lengthy, expensive, resource intensive and uncertain. Securing regulatory approval to market our products also requires the submission of
extensive preclinical and clinical data, manufacturing information regarding the process and facility, scientific data characterizing our product
and other supporting data to the regulatory authorities in order to establish its safety and effectiveness. This process is also complex, lengthy,
expensive, resource intensive and uncertain. We have limited experience in filing and pursuing applications necessary to gain these regulatory
approvals.

Data submitted to the regulators is subject to varying interpretations that could delay, limit or prevent regulatory agency approval. We may also
encounter delays or rejections based on changes in regulatory agency policies during the period in which we develop a product and the period
required for review of any application for regulatory agency approval of a particular product. Delays in obtaining regulatory agency approvals
could adversely affect the development and marketing of any drugs that we or our collaborative partners develop. Such delays could impose
costly procedures on our collaborative partners� or our activities, diminish any competitive advantages that our collaborative partners or we may
attain and adversely affect our ability to receive royalties, any of which could materially adversely affect our business, financial condition and
results of operations.

In order to market our products outside of the United States and European Union, our corporate partners and we must comply with numerous
and varying regulatory requirements of other countries. The approval procedures vary among countries and can involve additional product
testing and administrative review periods. The time required to obtain approval in these other territories might differ from that required to obtain
FDA or European Agency for the Evaluation of Medicinal Products, or EMEA, approval. The regulatory approval process in these other
territories includes at least all of the risks associated with obtaining FDA and EMEA approval detailed above. Approval by the FDA or the
EMEA does not ensure approval by the regulatory authorities of other countries. The failure to obtain such approvals may materially adversely
affect our business, financial condition and results of operations.

We may not be able to manufacture sufficient quantities of our products to meet our supply and clinical studies obligations, which may
adversely effect our business, financial condition and results of operations.

We intend to manufacture IPLEX and rhIGFBP-3 clinical drug substance and perform the majority of analytical testing at our manufacturing
facility in Boulder, Colorado, and utilize contract manufacturers for sterile filtering, filling, finishing, labeling and some analytical testing. We
intend to manufacture INSM-18 with contract manufacturers.

We also intend to manufacture our follow-on biologics drug candidates at our Boulder, Colorado facility. If we enter into a partnership for
follow-on biologics, the partnership may require that the Boulder, Colorado facility to be dedicated to the manufacture of follow-on biologics
which would have a materially adverse impact on our proprietary protein platform.
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The available capacity for the manufacture and testing of recombinant proteins that comprise our products is limited. A shutdown or disruption
at our manufacturing facility whether due to technical, regulatory, force majeure, or other problems, resulting in an interruption in supply of
these materials, could delay our development activities and adversely impact our business, financial condition and results of operations.

The number of contract manufacturers with the expertise and facilities to manufacture our products is limited and it would take a significant
amount of time and resources to arrange for alternative manufacturers. Even if we were to find alternative manufacturers, the prices they charge
may not be commercially reasonable or may only be able to provide our products in a quantity that is less than our needs. Furthermore, if we
need to change to other contract manufacturers, we would also need to transfer to these new manufacturers and validate the processes and
analytical methods necessary for the production and testing of our products. Any of these factors could lead to (1) the delay or suspension of our
clinical studies, regulatory submissions and regulatory approvals, or (2) higher costs of production, or (3) our failure to effectively
commercialize our products.

Our manufacturing facility and the facilities of contract manufacturers must undergo inspections by the FDA and the EMEA for compliance with
cGMP regulations. In the event these facilities do not continue to receive satisfactory cGMP inspections for the manufacture and testing of our
products, we may need to fund additional modifications to our manufacturing or testing processes, conduct additional validation studies, or find
alternative manufacturing and testing facilities, any of which would result in significant cost to us as well as a significant delay of up to several
years in the development of our products. In addition, our manufacturing facility and the facilities of any contract manufacturer we may utilize,
will be subject to ongoing periodic inspection by the FDA, the EMEA and other foreign agencies for compliance with cGMP regulations and
similar foreign standards. We have limited control over contract manufacturers� compliance with these regulations and standards which could
limit our production of final drug product.

If our products fail to achieve market acceptance for any reason, such failure may materially adversely effect our business, financial
condition and results of operations.

There can be no assurance that any of our product candidates if approved for marketing, will achieve market acceptance. If our product
candidates, once approved, do not receive market acceptance for any reason, it will adversely affect our business, financial condition and results
of operations. The degree of market acceptance of any drugs we develop will depend on a number of factors, including:

� the establishment and demonstration in the medical community of the clinical efficacy and safety of our products;

� our products� potential advantages over existing and future treatment methods;

� the price of our products; and
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� reimbursement policies of government and third-party payers, including hospitals and insurance companies.
For example, even after we obtain regulatory approval to sell our products, physicians and healthcare payers could conclude that our products
are not safe and effective and physicians could choose not to use them to treat patients. Our competitors may also develop new technologies or
products which are more effective or less costly, or that seem more cost-effective than our products.

In addition, legislation and regulations affecting the pricing of pharmaceuticals may change in ways adverse to us. While we cannot predict the
likelihood of any legislative or regulatory proposals, if the government or an agency adopts such proposals, they could materially adversely
affect our business, financial condition and results of operations.

We are dependent upon retaining and attracting key personnel and others, the loss of which could materially adversely affect our business,
financial condition and results of operations.

We depend highly on the principal members of our scientific and management staff, the loss of whose services might significantly delay or
prevent the achievement of research, development or business objectives and would materially adversely affect our business, financial condition
and results of operations. Our success depends, in large part, on our ability to attract and retain qualified management, scientific and medical
personnel, and on our ability to develop and maintain important relationships with commercial partners, leading research institutions and key
distributors. We face intense competition for such personnel and relationships. We cannot assure that we will attract and retain such persons or
maintain such relationships.

We expect that our potential expansion into areas and activities requiring additional expertise, such as further clinical trials, governmental
approvals, manufacturing, sales, marketing and distribution will place additional requirements on our management, operational and financial
resources. We expect these demands will require an increase in management and scientific personnel and the development of additional
expertise by existing management personnel. The failure to attract and retain such personnel or to develop such expertise could materially
adversely affect our business, financial condition and results of operations.

We rely on collaborative relationships for our success. If we are unable to form these relationships it could materially adversely impact our
business, financial condition and results of operations.

We currently rely and may in the future rely on a number of significant collaborative relationships for intellectual property rights, research
funding, manufacturing, analytical services, preclinical development, clinical development and sales and marketing. For example, almost all of
our clinical trial work is done in collaboration with academic institutions and we have licensed intellectual property to permit the development,
manufacture and commercialization of our products. Reliance on collaborative relationships poses a number of risks, including the following:

� we may not be able to effectively control whether our corporate partners will devote sufficient resources to our programs or products;
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� disputes may arise in the future with respect to the ownership of rights to technology developed with, licensed to or licensed from
corporate partners;

� disagreements with corporate partners could result in loss of intellectual property rights, delay or terminate the research, development or
commercialization of product candidates or result in litigation or arbitration;

� contracts with our corporate partners may fail to provide sufficient protection of our intellectual property;

� we may have difficulty enforcing the contracts if one of these partners fails to perform;

� corporate partners have considerable discretion in electing whether to pursue the development of any additional products and may
pursue technologies or products either on their own or in collaboration with our competitors; and

� corporate partners with marketing rights may choose to devote fewer resources to the marketing of our products than they do to products of
their own development.

Given these risks, a great deal of uncertainty exists regarding the success of our current and future collaborative efforts. Failure of these efforts
could delay, impair or prevent the development and commercialization of our products and adversely affect our business, financial condition and
results of operations.

Conflicts between us and our collaborative partners may have an adverse effect on our business, financial condition or results of operations.

We intend to conduct proprietary development programs with collaborators, and any conflicts with them could harm our business, financial
condition and results of operations. We intend to enter into collaborative relationships which will involve our collaborators conducting
proprietary development programs. Any conflict with our collaborators could reduce our ability to obtain future collaboration agreements and
negatively influence our relationship with existing collaborators, which could reduce our revenues and have an adverse effect on our business,
financial condition and results of operations. Moreover, disagreements with our collaborators could develop over rights to our intellectual
property.

Certain of our collaborators could also be or become competitors. Our collaborators could harm our product development efforts by:

� developing competing products;

� precluding us from entering into collaborations with their competitors;

� failing to obtain regulatory approvals;
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� terminating their agreements with us prematurely; or

� failing to devote sufficient resources to the development and commercialization of products.
Our growth strategy includes acquiring complementary businesses or technologies that may not be available or, if available and purchased
or licensed, might not improve our business, financial condition or results of operations.

As part of our business strategy, we expect to pursue acquisitions and in-license new products and technologies. Nonetheless, we cannot assure
you that we will identify suitable acquisitions or products or that we can make such acquisitions or enter into such license agreements on
acceptable terms. If we acquire businesses, those businesses may require substantial capital, and we cannot provide assurance that such capital
will be available in sufficient amounts or that financing will be available in amounts and on terms that we deem acceptable. Furthermore, the
integration of acquired businesses may result in unforeseen difficulties that require a disproportionate amount of management�s attention and our
other resources. Finally, we cannot provide assurance that we will achieve productive synergies and efficiencies from these acquisitions.

We may not accurately predict the protection afforded by our patents and proprietary technology and if our predictions are wrong, this may
materially adversely affect our business, financial condition and results of operations.

Our success will depend in part on our ability to obtain patent protection for our products, prevent third parties from infringing on our patents,
and refrain from infringing on the patents of others, both domestically and internationally.

Our patent positions are highly uncertain, and any future patents we receive for our potential products will be subject to this uncertainty, which
may adversely affect our business, financial condition and results of operations. We intend to actively pursue patent protection for products
resulting from our research and development activities that have significant potential commercial value. Nevertheless, it is possible that, in the
patent application process, certain claims may be rejected or achieve such limited allowance that the value of the patents would be diminished.
Further, there can be no assurance that any patents obtained will afford us adequate protection. In addition, any patents we procure may require
cooperation with companies holding related patents. We may have difficulty forming a successful relationship with these other companies.

Third parties may claim that we are infringing upon or have misappropriated their proprietary rights. Various third parties have obtained, and are
attempting to obtain, patent protection relating to the production and use of our approved product and product candidates. We can provide no
assurances as to whether any issued patents, or patents that may later issue to third parties, would affect our contemplated product candidates.
We can provide no assurances that such patents can be avoided, invalidated or licensed. With respect to any infringement claim asserted by a
third party, we can provide no assurances that we will be successful in the litigation or that such litigation would not have a material adverse
effect on our business, financial condition and results of operations. In the event of a successful claim against us for infringement or
misappropriation of a third party�s proprietary rights, we may be required to:

� pay damages, including up to treble damages, and the other party�s attorneys� fees, which may be substantial;
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� cease the development, manufacture, marketing and sale of products or use of processes that infringe the proprietary rights of others;

� expend significant resources to redesign our products or our processes so that they do not infringe the proprietary rights of others, which
may not be possible;

� redesign our products or processes to avoid third party proprietary rights, we may suffer significant regulatory delays associated with
conducting additional clinical trials or other steps to obtain regulatory approval; and

� obtain one or more licenses arising out of a settlement of litigation or otherwise from third parties for the infringed proprietary rights,
which may not be available to us on acceptable terms or at all.

Furthermore, litigation with any third party, even if the allegations are without merit, would likely be expensive and time-consuming and divert
management�s attention. Any conclusions we may have reached regarding non-infringement and invalidity are based in part on a review of
publicly available databases and other information. There may be information not available to us or otherwise not reviewed by us that might
change our conclusions. Moreover, as described above, the scope and validity of patent claims are determined based on many facts and
circumstances, and in a litigation, a court may reach a different conclusion on any given patent claim than the conclusions that we have reached.
In addition, we may have to undertake costly litigation to enforce any patents issued or licensed to us or to determine the scope and validity of
another party�s proprietary rights. We can give no assurances that a court of competent jurisdiction would validate our issued or licensed patents.
An adverse outcome in litigation or an interference or other proceeding in a court or patent office could materially adversely affect our business,
financial condition and results of operations.

We operate in a highly competitive environment and if we are unable to adapt to our environment, we may be unable to compete
successfully, which will materially adversely affect our business, financial condition and results of operations.

Biotechnology and related pharmaceutical technology have undergone and should continue to experience rapid and significant change. We
expect that the technologies associated with biotechnology research and development will continue to develop rapidly. Our future success will
depend in large part on our ability to maintain a competitive position with respect to these technologies. Any compounds, products or processes
that we develop may become obsolete before we recover any expenses incurred in connection with their development. Rapid technological
change could make our products obsolete, which could materially adversely affect our business, financial condition and results of operations.
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We expect that successful competition will depend, among other things, on product efficacy, safety, reliability, availability, timing and scope of
regulatory approval and price. Specifically, we expect crucial factors will include the relative speed with which we can develop products,
complete the clinical testing and regulatory approval processes and supply commercial quantities of the product to the market. We expect
competition to increase as technological advances are made and commercial applications broaden. In each of our potential product areas, we face
substantial competition from large pharmaceutical, biotechnology and other companies, universities and research institutions. Relative to us,
most of these entities have substantially greater capital resources, research and development staffs, facilities and experience in conducting
clinical studies and obtaining regulatory approvals, as well as in manufacturing and marketing pharmaceutical products. Many of our
competitors may achieve product commercialization or patent protection earlier than us. Furthermore, we believe that our competitors have used,
and may continue to use, litigation to gain a competitive advantage. Finally, our competitors may use different technologies or approaches to the
development of products similar to the products we are seeking to develop.

Competitors could develop and gain FDA approval of products containing rhIGF-1, which could adversely affect our competitive position in
all indications where we are currently developing IPLEX.

rhIGF-1 manufactured by other parties may be approved for use in other indications in the United States in the future, including MMD and
HARS. In the event there are other rhIGF-1 products approved by the FDA to treat indications other than those covered by IPLEX, physicians
may elect to prescribe a competitor�s product containing rhIGF-1 to treat the indications for which IPLEX has received and may receive
approval. This is commonly referred to as off-label use. While under FDA regulations a competitor is not allowed to promote off-label use of its
product, the FDA does not regulate the practice of medicine and as a result cannot direct physicians as to what product containing rhIGF-1 to
prescribe to their patients. As a result, we would have limited ability to prevent off-label use of a competitor�s product containing rhIGF-1 to treat
any diseases for which we have received FDA approval, even if it violates our patents and we have orphan drug exclusivity for the use of
rhIGF-1 to treat such diseases.

If another party obtains orphan drug exclusivity for a product that is essentially the same as a product we are developing in a particular
indication, we may be precluded or delayed from commercializing the product in that indication. This may materially adversely affect our
business, financial condition and results of operations.

Under the Orphan Drug Act, the FDA may grant orphan drug designation to drugs intended to treat a rare disease or condition, which is
generally a disease or condition that affects fewer than 200,000 individuals in the United States. The company that obtains the first marketing
approval from the FDA for a designated orphan drug for a rare disease receives marketing exclusivity for use of that drug for the designated
condition for a period of seven years. Similar laws exist in European Union. If a competitor obtains approval of the same drug for the same
indication or disease before us, we would be blocked from obtaining approval for our product for seven or more years, unless our product can be
shown to be clinically superior. In addition, more than one drug may be approved by the FDA for the same orphan indication or disease as long
as the drugs are different drugs. As a result, even if our product is approved and receives orphan drug
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exclusivity, as in the case of our drug IPLEX, the FDA can still approve different drugs for use in treating the same indication or disease covered
by our product, which could create a more competitive market for us.

Confidentiality agreements with employees and others may not adequately prevent disclosure of trade secrets and other proprietary
information. Disclosure of this information may materially adversely affect our business, financial condition and results of operations.

In order to protect our proprietary technology and processes, we rely in part on confidentiality agreements with our corporate partners,
employees, consultants, outside scientific collaborators and sponsored researchers and other advisors. These agreements may not effectively
prevent disclosure of confidential information and may not provide an adequate remedy in the event of unauthorized disclosure of confidential
information. In addition, others may independently discover trade secrets and proprietary information. Costly and time-consuming litigation
could be necessary to enforce and determine the scope of our proprietary rights, and failure to obtain or maintain trade secret protection could
adversely affect our competitive business, financial condition and results of operations.

Our research, development and manufacturing activities involve the use of hazardous materials, which could expose us to damages that
could materially adversely affect our business, financial condition and results of operations.

Our research, development and manufacturing activities involve the controlled use of hazardous materials, including hazardous chemicals and
radioactive materials. We believe that our procedures for handling hazardous materials comply with federal and state regulations; however, there
can be no assurance that accidental injury or contamination from these materials will not occur. We currently maintain a general liability
insurance policy that has a $1.0 million per claim limit and also caps aggregate claims at $2.0 million. In addition, we have an umbrella
insurance policy that covers up to $2.0 million of liability in excess of the general liability policy�s $2.0 million limit. In the event of an accident,
we could be held liable for damages, which would likely exceed our insurance coverage and other available financial resources. This liability
would limit our ability to commercialize IPLEX and develop other products which would materially adversely affect our business, financial
condition and results of operations.

We are subject to federal, state and local laws and regulations governing the use, manufacture, storage, handling and disposal of hazardous
materials and waste products. These laws and regulations may require us to incur significant costs to comply with environmental laws and
regulations in the future that could materially adversely affect our business, financial condition and results of operations.

We may be subject to product liability claims if our products harm people, and we have only limited product liability insurance.

The manufacture and sale of human therapeutic products involve an inherent risk of product liability claims and associated adverse publicity.
We currently have only limited product liability insurance for clinical studies and no commercial product liability insurance. We do not know if
we will be able to maintain existing or obtain additional product liability insurance on
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acceptable terms or with adequate coverage against potential liabilities. This type of insurance is expensive and may not be available on
acceptable terms. If we are unable to obtain or maintain sufficient insurance coverage on reasonable terms or to otherwise protect against
potential product liability claims, we may be unable to commercialize our products. A successful product liability claim brought against us in
excess of our insurance coverage, if any, may require us to pay substantial amounts. This could have a material adverse effect on our business,
financial condition and results of operations.

If our settlement agreement with Tercica and Genentech was terminated, the Consent order from the court would be reinstated, which would
have a material adverse effect on our business, financial condition and results of operations.

As part of our settlement agreement with Genentech and Tercica, we entered into a Consent Judgment and Permanent Injunction in the United
States District Court for the Northern District of California. If our settlement agreement with Tercica and Genentech is terminated, the Consent
Judgment and Permanent Injunction against us will survive termination, which would have a material adverse effect on our business, financial
condition and results of operations as we would no longer have a license to manufacture IPLEX using the present process without incurring
significant penalties and royalties.

Conversion of our outstanding notes and exercise of warrants and options issued by us will significantly dilute the ownership interest of
existing shareholders.

As of May 1, 2008, the convertible notes issued by us in March 2005 and the warrants issued by us in May 2007, March 2005, November 2004
and July 2003 were convertible into and exercisable for up to approximately 15.3 million shares of our common stock, representing
approximately 13% of our then outstanding common stock.

As of May 1, 2008, our outstanding options to our employees, officers, directors and consultants were exercisable for up to 5.2 million shares of
our common stock, representing approximately an additional four percent of our then outstanding common stock.

The conversion or exercise of some or all of our convertible notes, warrants and options will significantly dilute the ownership interests of
existing shareholders. Any sales in the public market of the common stock issuable upon such conversion or exercise could adversely affect
prevailing market prices of our common stock.

The market price of our stock has been and may continue to be highly volatile, and we do not anticipate paying any cash dividends on our
common stock in the foreseeable future.

Our common stock is listed on the Nasdaq Capital Market under the ticker symbol �INSM.� The market price of our stock has been and may
continue to be highly volatile, and announcements by us or by third parties may have a significant impact on our stock price. These
announcements may include:

� our listing status on the Nasdaq Capital Market;
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� results of our clinical studies and preclinical studies, or those of our corporate partners or our competitors;

� our operating results;

� developments in our relationships with corporate partners;

� developments affecting our corporate partners;

� negative regulatory action or regulatory approval with respect to our announcement or our competitors� announcements of new products,

� government regulation, reimbursement changes and governmental investigation or audits related to us or to our products,

� developments related to our patents or other proprietary rights or those of our competitors;

� changes in the position of securities analysts with respect to our stock; and

� operating results below the expectations of public market analysts and investors.
In addition, the stock market has from time to time experienced extreme price and volume fluctuations, which have particularly affected the
market prices for emerging biotechnology and biopharmaceutical companies, and which have often been unrelated to their operating
performance. These broad market fluctuations may adversely affect the market price of our common stock.

In the past, when the market price of a stock has been volatile, holders of that stock have often instituted securities class action litigation against
the company that issued the stock. If any of our shareholders brought a lawsuit against us, we could incur substantial costs defending the lawsuit.
The lawsuit could also divert the time and attention of our management. Future sales by existing shareholders may lower the price of our
common stock, which could result in losses to our shareholders. Future sales of substantial amounts of common stock in the public market, or
the possibility of such sales occurring, could adversely affect prevailing market prices for our common stock or our future ability to raise capital
through an offering of equity securities. Substantially all of our common stock is freely tradable in the public market without restriction under
the Securities Act of 1933, unless these shares are held by �affiliates� of our company, as that term is defined in Rule 144 under the Securities Act
of 1933.

We have never paid dividends on our common stock. We currently intend to retain our future earnings, if any, to fund the development and
growth of our businesses and, therefore, we do not anticipate paying any cash dividends in the foreseeable future.

Certain provisions of Virginia law, our articles of incorporation and our amended and restated bylaws, and our Rights Plan make a hostile
takeover by a third party difficult.
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Certain provisions of Virginia law and our articles of incorporation and amended and restated bylaws could hamper a third party�s acquisition of,
or discourage a third party from attempting to acquire control of us. The conditions could also limit the price that certain investors might be
willing to pay in the future for shares of our common stock. These provisions include:

� a provision allowing us to issue preferred stock with rights senior to those of the common stock without any further vote or action by the
holders of the common stock. The issuance of preferred stock could decrease the amount of earnings and assets available for distribution to
the holders of common stock or could adversely affect the rights and powers, including voting rights, of the holders of the common stock.
In certain circumstances, such issuance could have the effect of decreasing the market price of the common stock;

� the existence of a staggered board of directors in which there are three classes of directors serving staggered three-year terms, thus
expanding the time required to change the composition of a majority of directors and perhaps discouraging someone from making an
acquisition proposal for us;

� the amended and restated bylaws� requirement that shareholders provide advance notice when nominating our directors;

� the inability of shareholders to convene a shareholders� meeting without the chairman of the board, the president or a majority of the board
of directors first calling the meeting; and

� the application of Virginia law prohibiting us from entering into a business combination with the beneficial owner of 10% or more of our
outstanding voting stock for a period of three years after the 10% or greater owner first reached that level of stock ownership, unless we
meet certain criteria.

In addition, in May 2001, our board of directors approved the adoption of a Rights Plan under which shareholders received rights to purchase
new shares of preferred stock if a person or group acquires 15% or more of our common stock. These provisions are intended to discourage
acquisitions of 15% or more of our common stock without negotiations with the board. The rights trade with our common stock, unless and until
they are separated upon the occurrence of certain future events. Our board of directors may redeem the rights at a price of $0.01 per right prior to
the time a person acquires 15% or more of our common stock.

ITEM 2. UNREGISTERED SALES OF EQUITY SECURITIES AND USE OF PROCEEDS
None.

ITEM 3. DEFAULTS UPON SENIOR SECURITIES
None.
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ITEM 4. SUBMISSION OF MATTERS TO A VOTE OF SECURITY HOLDERS
None

ITEM 5. OTHER INFORMATION
We have not made any material changes to the procedures by which our stockholders may recommend director nominees to our Nominating
Committee of the Board or our Board.

ITEM 6. EXHIBITS

31.1 Rule 13a-14(a)/15d-14(a) Certification of Geoffrey Allan, Ph.D., Chairman of the Board and Chief Executive Officer of
Insmed Incorporated.

31.2 Rule 13a-14(a)/15d-14(a) Certification of Kevin P. Tully, C.G.A., Executive Vice President and Chief Financial Officer of
Insmed Incorporated.

32.1 Certification of Geoffrey Allan, Ph.D., Chairman of the Board and Chief Executive Officer of Insmed Incorporated, pursuant
to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.*

32.2 Certification of Kevin P. Tully, C.G.A., Executive Vice President and Chief Financial Officer of Insmed Incorporated,
pursuant to 18 U.S.C. Section 1350, as adopted pursuant to Section 906 of the Sarbanes-Oxley Act of 2002.*

* This certification accompanies this Quarterly Report on Form 10-Q pursuant to Section 906 of the Sarbanes-Oxley Act of 2002 and shall not
be deemed filed by the Company for purposes of the Securities Exchange Act of 1934.
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SIGNATURE

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned thereunto duly authorized.

INSMED INCORPORATED
(Registrant)

Date: May 9, 2008 By: /s/ Kevin P. Tully
Kevin P. Tully, C.G.A.,
EVP & Chief Financial Officer
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