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UNITED STATES SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

Form 10-Q

™ QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d)

OF THE SECURITIES EXCHANGE ACT OF 1934
For the quarterly period ended September 30, 2006

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

Commission file number: 000-52082

REPLIDYNE, INC.

(Exact name of registrant as specified in its cagrt

Delaware 84-1568247
(State or other jurisdiction of (I.R.S. Employer
incorporation or organization Identification No.)
1450 Infinite Drive, 80027
Louisville, Colorado (Zip Code)

(Address of principal executive offices)

303-996-5500

(Registrant’s telephone number, including area gode

None
(Former name, former address and former fiscal ydathanged since last report)

Indicate by check mark whether the registrant €l filed all reports required to be filed by Secti® or 15(d)
of the Securities Exchange Act of 1934 during trexpding 12 months (or for such shorter period thatregistrant
was required to file such reports), and (2) haslsedbject to such filing requirements for the @stays. Yesv

NoO

Indicate by check mark whether the registrantleage accelerated filer, an accelerated filer, noma-
accelerated filer. See definition of “acceleratibet fand large accelerated filer” in Rule 12b-Zlué Exchange Act.

Large accelerated fileEl Accelerated fileld Non-accelerated fileM

Indicate by check mark whether the registrantshell company (as defined in Rule 12b-2 of the Excje
Act). YesO No M

Indicate the number of shares outstanding of e&tedssuer’s classes of common stock, as ofatest
practicable date.

Class Outstanding at October 31, 200
Common Stock, $.001 par value per st 26,935,680 share
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PART | FINANCIAL INFORMATION

Item 1. Financial Statements

REPLIDYNE, INC.

CONDENSED BALANCE SHEETS
(In thousands, except for share and per share asjoun

(Unaudited)
September 3C December 31
2006 2005
ASSETS

Current asset:
Cash and cash equivale $ 2519: % 4,35:
Shor-term investment 109,13¢ 55,06
Receivable from Forest Laborator 2,56¢ —
Notes receivable from office — 37E
Prepaid expenses and other current a: 2,82( 27F
Total current asse 139,72( 60,07(
Property and equipment, r 2,90¢ 3,24¢
Other asset 86 261
Total asset $ 142,70¢ $ 63,57¢

LIABILITIES, PREFERRED STOCK AND STOCKHOLDERS ' EQUITY (DEFICIT)
Current liabilities:

Accounts payable and accrued expel $ 5206 $ 9,15¢
Current portion of deferred reven 4,441 —
Current portion of lon-term debt, net of discou — 161
Total current liabilities 9,65( 9,31¢
Deferred revenue, net of current port 52,74« —
Other lon¢-term liabilities 62 81
Total liabilities 62,45¢ 9,39¢

Commitments and contingenci
Preferred stock, Authorized 5,000,000 and 88,862stares; issued and outstanding zero and
88,522,222 shares at September 30, 2006 and Dec&mhl2005, respectivel
Series A redeemable convertible preferred stocki$par value. Authorized
13,140,000 shares; issued and outstanding 13,0D8l@0es; and liquidation preference ¢

$17,015 at December 31, 2005; at accreted redemyioie — 16,94(
Series B convertible preferred stock, $0.01 panezahuthorized 4,000,000 shares; issued and
outstanding 4,000,000 shares; and liquidation peefse of $6,030 at December 31, 2! — 6,03(

Series C redeemable convertible preferred stock1$8ar value. Authorized

37,000,004 shares; issued and outstanding 36,8D8lGres and liquidation preference o

$51,764 at December 31, 2005; at accreted redemygioie — 51,63¢
Series D redeemable convertible preferred stock#0par value. Authorized, issued and

outstanding 34,722,222 shares; liquidation prefezarf $64,364 at December 31, 2005; at

accreted redemption vali — 62,21(

Stockholder’ equity (deficit):

Common stock, $0.001 par value. Authorized 100@@®and 115,000,000 shares; issued

26,965,642 and 1,897,620 shares; outstanding 2833%nd 1,867,033 shares at

September 30, 2006 and December 31, 2005, reselsc 27 2
Treasury stock, $0.01 par value; 30,587 sharexns @) 2
Deferred stoc-based compensatic — 4)
Additional paic-in capital 187,58 —
Accumulated other comprehensive inca 5 47¢
Accumulated defici (107,367) (83,10)

Total stockholder' equity (deficit) 80,25( (82,637)

Total liabilities, preferred stock and stockholc¢ equity (deficit) $  142;70¢ $ 63,57¢

See accompanying notes to condensed financiahstats.
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REPLIDYNE, INC.

CONDENSED STATEMENTS OF OPERATIONS
(In thousands, except share and per share amounts)

(Unaudited)
Three Months Ended Nine Months Ended
September 30, September 30,
2006 2005 2006 2005
Revenue $ 3,67¢ $ 174 $ 10,60 $ 441
Costs and expense
Research and developm: 7,171 7,107 25,28 18,18
Sales, general and administrat 3,86¢ 1,15¢€ 8,67¢ 3,06¢
Total costs and expens 11,04: 8,26: 33,96 21,24¢
Loss from operation (7,362 (8,089 (23,367 (20,807
Interest and other income, r 1,64( 27 3,73( 217
Net loss (5,7272) (8,062) (19,637 (20,590
Preferred stock dividends and accref (85) (1,959 (5,39]) (4,547)
Net loss attributable to common stockholc $ (5,807 $ (10,02) $ (25,02 $(25,13)
Net loss attributable to common stockholders pare—
basic and dilute: $ 029 $ (940 $ (2.59 $ (26.19
Weighted average common shares outstanding — hadic
diluted 25,747,88 1,058,03! 9,658,94  959,64:
Pro forma net loss attributable to common stockéucigber
share— basic and dilute: $ (0.29) $ 0.8¢)
Pro forma weighted average common shares outsgréin
basic and dilute: 26,171,06 22,447,23

See accompanying notes to condensed financiahstats.
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REPLIDYNE, INC.

CONDENSED STATEMENTS OF CASH FLOWS
(In thousands)

(Unaudited)
Nine Months Ended
September 30,
2006 2005
Cash flows from operating activitie
Net loss $ (19,63) $ (20,590
Adjustments to reconcile net loss to net cash piexviby (used in) operating activitie
Depreciatior 1,031 987
Stocl-based compensatic 69¢ —
Amortization of debt discount and issuance ¢ 9 9
Other 79 a3
Amortization of discounts and premiums on s-term investment (617) —
Changes in operating assets and liabilii
Receivable from Forest Laborator (2,56%¢) —
Prepaid expenses and other current a: (2,430 (35
Other asset 17¢€ (78)
Accounts payable and accrued expel (3,489 1,86¢
Deferred revenu 57,18¢ (307)
Other lon¢-term liabilities (19
Net cash provided by (used in) operating activ 30,42( (18,169)
Cash flows from investing activitie
Purchases of shi-term investments classified availablefor-sale (120,32) (133,169
Purchases of shi-term investments classified helc-to-maturity (60,859 —
Sale and maturities of sh-term investments classified available-for-sale 117,08« 113,13.
Sale and maturities of sh-term investments classified helc-to-maturity 10,05: —
Proceeds from the sale of property and equipr 39 1
Acquisition of property and equipme (78%) (1,136
Net cash used in investing activiti (54,789 (21,17))
Cash flows from financing activitie
Principal payments on de (169) (967)
Proceeds from issuance of common stock from thecesesof stock option 17¢ 23
Proceeds from sale of common stock from initialljpudffering, net of underwriters discou 46,55¢ —
Payments of offering costs on the sale of commocksirom initial public offering (1,789 —
Proceeds from sale of Series D redeemable conkepibferred stock, n — 60,31%
Bank overdraf (25) —
Settlement of fractional shar Q) —
Proceeds from notes receivable from officers repafdll prior to initial public offering 35€ —
Proceeds from issuance of Series C redeemable itilmwereferred stock from the exercise of
warrants 10C —
Net cash provided by financing activiti 45,20« 59,36¢
Net increase in cash and cash equival 20,84( 20,03¢
Cash and cash equivaler
Beginning of perioc 4,35 4,64(
End of perioc $ 2519: $ 24,67
Supplemental cash flow informatic
Cash paid for intere! $ 15 $ 56
Reclassification of preferred stock warrant liajitio stockholder equity $ 63C $ —
Notes receivable issued to officers for the exeroisstock option $ — 3 35¢€
Unpaid offering costs on the sale of common stockfinitial public offering $ 22t $ —

See accompanying notes to condensed financiahstats.
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REPLIDYNE, INC.

NOTES TO CONDENSED FINANCIAL STATEMENTS
(Unaudited)

(1) The Company and Summary of Significant Accourihg Policies
(a) The Company

Replidyne, Inc. (Replidyne or the Company) is gohermaceutical company focused on discovering,
developing, in-licensing and commercializing anfective products. The Company’s lead product cdetd;,
faropenem medoxomil, is a novel oral communitygatic for which the Company submitted a New Drug
Application (NDA) with the U.S. Food and Drug Admstration (FDA) in December 2005 for treatment ofie
bacterial sinusitis, community acquired pneumoacaite exacerbations of chronic bronchitis, and ongizated
skin and skin structure infections in adults. Int@ber 2006, the FDA issued a non-approvable l&tethe NDA.
According to the non-approvable letter, the FDAoramends further clinical studies for all indicatancluded in
the NDA (see Note 2).

The Company’s research and development produclipgpalso includes REP8839 being developed forctpi
use for treatment of skin and wound infections prevention of staphylococcus aurg8s aureus)nfections,
including methicillin-resistan®. aureugMRSA) infections in hospital settings. The Compéglso pursuing the
development of other novel anti-infective produzased on an in-house library of proprietary compisuand its
bacterial DNA replication technology.

The Company completed an initial public offeringtsfcommon stock on July 3, 2006. In connectiotihhis
offering, the Company issued 4,500,000 shares mfheon stock at an offering price of $10 per shame ADgust 2,
2006, in accordance with the terms of its agreemdhtthe underwriters of the initial public offag, the Company
sold an additional 506,000 common shares at $18hzee, representing a partial exercise of thesr-allotment
option. Including the exercise of the over-allotineption, the Company issued a total of 5,006,0G0es of its
common stock in its initial public offering. Totafoceeds received from the initial public offerimggluding
exercise of the over-allotment allocation, were.$4illion, net of underwriters’ discount and offeg costs.

Prior to and in connection with the initial pubtiffering, on June 26, 2006 all issued and outstandommon
shares and options to purchase the Company’s corshares were subject to a 1-for-4.984¢erse stock split. Upt
completion of the initial public offering on July 2006, and in accordance with the terms of théepred stock
purchase agreements, each outstanding share Gbthpany’s preferred stock automatically converted 0.204
common shares. Additionally, each outstanding weii@ purchase the Company’s preferred stock autioaily
converted into a warrant to purchase 0.204 shdresnomon stock.

On July 3, 2006, also in accordance with the tesfrike preferred stock purchase agreements, with th
conversion of preferred stock into common stoclgait accumulated dividends on preferred stock \paie
through issuance of 1,781,826 shares of commork.stoc

(b) Basis of Presentatiol

Through December 31, 2005, the Company had genliatited revenue and its activities consisted ity
of research and development, clinical trials amlil@tory approval, initial sales and marketing depment, raising
capital, and recruiting personnel. AccordinglyPatcember 31, 2005, the Company was considered itothe
development stage as defined in Statement of Fialbccounting Standards (SFAS) No.AGcounting and
Reporting by Development Stage Enterpri

During 2006, the Company began generating revemune its planned principal operations as a resuitsof
agreement with Forest Laboratories Holding Limi{Edrest Laboratories). As such, the Company isongér
considered to be in the development stage effeE@ruary 10, 2006.
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REPLIDYNE, INC.
NOTES TO CONDENSED FINANCIAL STATEMENTS — (Continue d)

(c) Reverse Stock Spl

In May 2006, the Company authorized a 1-for-4.984rse stock split, effective June 26, 2006. Athamon
stock data and shares issuable upon the converbmeferred stock presented herein have beenteesia
retroactively reflect the reverse stock split.

(d)  Unaudited Interim Financial Statement

The condensed balance sheet as of September 3),28ments of operations for the three and mioeths
ended September 30, 2006 and 2005 and the statenfarésh flows for the nine months ended Septe®®e2006
and 2005 have been prepared by the Company withoatdit in accordance with generally accepteduatang
principles for interim information. Accordingly, ¢l do not contain all of the information and fode®required by
generally accepted accounting principles for comeplimancial statements. All disclosures as of Seyter 30, 2006
and for the three and nine months ended Septen®h@086 and 2005, presented in the notes to theermed
financial statements are unaudited. In the opimfomanagement, all adjustments, which include oaigmal
recurring adjustments, considered necessary teptrésirly the financial condition as of SeptemBér 2006 and
results of operations for the three and nine moattted September 30, 2006 and 2005 and the stateofarash
flows for the nine months ended September 30, 20062005, have been made. These interim resutigeshtions
for the three and nine month periods ended Septe@the006 and 2005 are not necessarily indicatiwbe results
that may be expected for the full year ended Deegr@h, 2006. The December 31, 2005 balance sheederaved
from audited financial statements.

(e) Accounting Estimates in the Preparation of Finandi&tatements

The preparation of financial statements in confeymiith accounting principles generally acceptethia
U.S. requires management to make estimates antchpieuns that affect the reported amounts of assads
liabilities and disclosure of contingent assets latuilities at the date of the financial statensemtnd the reported
amounts of revenue and expenses during the reggréinod. Actual results could differ from thesémaates.

(f) Cash and Cash Equivalent

The Company considers all highly liquid investmgmischased with maturities of 90 days or less when
acquired to be cash equivalents. All cash equitalare carried at amortized cost, which approximée value.

(g9) Short-Term Investment:

Shortterm investments are investments purchased withinities of longer than 90 days, but less than cae,
held at a financial institution.

Management determines the classification of seearét purchase. In accordance with Statementnairigial
Accounting Standards (SFAS) No. 1Hgcounting for Certain Investments in Debt and Bg8ecurities the
Company classifies its securities as held-to-mtuni available-for-sale. Held-to-maturisgcurities are those whi
the Company has the positive intent and abilitiidgtal to maturity and are reported at amortized.cost
Available-for-sale securities are those the Compaay decide to sell if needed for liquidity, asi&inlity
management, or other reasons.

Available-for-salesecurities are recorded at fair value. Unrealizaldihg gains and losses, net of the relate:
effect, on available-for-sale securities are exetuffom earnings and are reported as a separatgor@mnt of other
comprehensive income or loss until realized. Cosidjusted for amortization of premiums and aconetif
discounts from the date of purchase to maturitghSamortization is included in interest and otimeome. Realized
gains and losses and declines in value judged tdh® than temporary on available-for-sale selesrire also
included in interest and other income. The costealurities sold is based on the specific-identificamethod. A
decline in the market value of any available-fdescurity below cost that is deemed to be otten temporary
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REPLIDYNE, INC.
NOTES TO CONDENSED FINANCIAL STATEMENTS — (Continue d)

results in a reduction in carrying amount to fatue. The impairment is charged to earnings anglaaost basis f(
the security is established. To determine whethémgairment is other than temporary, the Compamgsitiers
whether it has the ability and intent to hold thedstment until a market price recovery and comsiddether
evidence indicating the cost of the investmeneverable outweighs evidence to the contrary. éhdd
considered in this assessment includes the redsotige impairment, the severity and duration & itmpairment,
changes in value subsequent to period end, andasted performance of the investee.

The Company’s securities consisted of the followahGeptember 30, 2006 and December 31, 2005 in

thousands:
September 30, 2006 December 31, 2005
Amortized Estimated Amortized Estimated
Cost Fair Value Cost Fair Value
Available-for-salesecurities
U.S. government agenci $1583t $15837 $ 147C $ 1,47
U.S. commercial papt 9,87: 9,87( — —
Asse-backed securitie 32,51 32,51° 53,15¢ 53,59

$ 58,21¢ $58,22¢ $54,62¢ $ 55,06

Held-to-maturity securities

U.S. bank and corporate no $40,94¢ $4093: $ — % —
Asse-backed securitie 9,971 9,96¢ — —
$50,91f $50,89% $ —  $ =

The estimated fair value amounts are determinetiéd¥ompany using available market information.
Unrealized net holding gains of $5 thousand and #@llion are included in accumulated other compredive
income at September 30, 2006 and December 31, 2&§aectively.

(h)  Concentrations of Credit Risk

Financial instruments that potentially subject @@npany to concentrations of credit risk consignprily of
cash, cash equivalents, short-term investmentsdaridative instruments. The Company has estaldigfuédelines
to limit its exposure to credit risk by placing @stments with high credit quality financial institins, diversifying
its investment portfolio, and placing investmenttwvnaturities that maintain safety and liquidity.

(i) Derivative Instruments

The Company recognizes derivative instrumentstagreassets or liabilities in its balance sheetrapdsures
those instruments at fair value. The accountingf@nges in the fair value of a derivative depemdthe intended
use of the derivative and the resulting designation

For a derivative instrument designated as a fdirevhedge, the gain or loss is recognized in egmin the
period of change together with the offsetting losgain on the hedged item attributed to the risikgy hedged. For
derivative instrument designated as a cash flovgégthe effective portion of the derivative’s gairloss is initially
reported as a component of other comprehensivena@nd subsequently reclassified into earnings winen
hedged exposure affects earnings. The ineffectiveégm of the gain or loss is reported in earnimgmediately. For
derivative instruments that are not designatedcesumting hedges, changes in fair value are rezedrin earnings
in the period of change.

The fair values of the Company’s derivative instemts as of September 30, 2006 and December 31,2805
$30 thousand and $0.2 million, respectively. Thiesgvative instruments have not been designatéedges for
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REPLIDYNE, INC.
NOTES TO CONDENSED FINANCIAL STATEMENTS — (Continue d)

accounting purposes. Changes in fair value areded in the Company’s earnings and have been innialati®
date.

() Property and Equipmen

Property and equipment are recorded at cost, tessraulated depreciation and amortization. Deprierias
computed using the straight-line method over thienased useful lives of the assets, generally thoeseven years.
Leasehold improvements are amortized over the shofthe life of the lease or the estimated uséribf the
assets. Repairs and maintenance costs are expenseairred.

(k)  Long-Lived Assets and Impairmen

The Company periodically evaluates the recovetsili its long-lived assets in accordance with
SFAS No. 144Accounting for the Impairment or Disposal of Lonigdd Assets (SFAS No. 144) and, accordingly,
reduces the carrying value whenever events or @simgousiness conditions indicate the carryinguarhof the
assets may not be fully recoverable. SFAS No. gddires recognition of impairment of long-lived etssin the
event the net book value of such assets exceedaithalue less costs to sell such assets. Thep@agnhas not yet
generated positive cash flows from operations,sarwdh cash flows may not materialize for a signifigaeriod in th
future, if ever. Additionally, the Company may maltenges to its business plan that will resultharges to the
expected cash flows from long-lived assets. Assaltgit is possible that future evaluations ofgdived assets may
result in an impairment.

(h Segment:

The Company operates in one segment. Managemenbnsaneasure of profitability and does not segritent
business for internal reporting purposes.

(m) Stock-Based Compensatio
(i) Stock-Based Compensation under APB No. 25

Prior to January 1, 2006, the Company appliedntrnsic-value-based method of accounting presdriie
Accounting Principles Board (APB) Opinion No. Zcounting for Stock Issued to Employeard related
interpretations, including Financial Accounting I8tards Board (FASB) Interpretation No. #&counting for
Certain Transactions involving Stock Compensatininterpretation of APB Opinion No. 2% accounting for its
employee stock options. Under this method, comgemsaxpense is generally recorded on the dateasftgnly if
the estimated fair value of the underlying stockeds the exercise price.

The Company accounts for stock options issued teemployees in accordance with the provisions of
SFAS No. 123Accounting for Stock-Based Compensatiand Emerging Issues Task Force (EITF)
No. 9¢-18, Accounting for Equity Instruments that are Issug@®ther than Employees, or in Conjunction with
Selling Goods or Servicesvhich requires valuing the stock options usiri8jack- Scholes option pricing model a
re-measuring such stock options to the currentine until the performance date has been reaétfésttive
January 1, 2006, the Company applied the provisibiB-AS No. 123 as amended by SFAS No. 123(R).

(i) Stock Based Compensation under SFAS No. 323(R

Effective January 1, 2006, the Company adopted SRA.SL23(R),Share-Based Paymentising the
prospective method of transition. Under that trtmsimethod, compensation cost recognized in theethnd nine
month periods ended September 30, 2006 includgsofapensation costs for all shdrased payments granted p
to January 1, 2006, based on the intrinsic valutnoteprescribed by Accounting Principles Board @GpirNo. 25,
Accounting for Stock Issued to Employe’APB Opinion No. 25"), and (b) compensation cost for
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REPLIDYNE, INC.
NOTES TO CONDENSED FINANCIAL STATEMENTS — (Continue d)

all share-based payments granted beginning Jadu&306, based on the grant date fair value estiinat
accordance with the provisions of SFAS No. 123(R).

Prior to the adoption of SFAS No. 123(R), the Comppresented its unamortized portion of deferred
compensation cost for non-vested stock optionkénstatement of stockholders’ equity (deficit) wath
corresponding credit to additional paid-in capitéhder SFAS No. 123(R), an equity instrument iscostsidered to
be issued until the instrument vests. As a resalfypensation costs are recognized over the regsisivice period
with an offsetting credit to additional paid-in dah and the deferred compensation balance oh&ddand at
January 1, 2006 was netted against additional ipadapital.

The Company selected the Black-Scholes-Merton B&acholes) option pricing model as the most appater
valuation method for option grants with service/angherformance conditions. The fair value of thepdon grants
is estimated as of the date of grant using thekB&aholes option pricing model with the followingeighted-
average assumptions for options granted duringitie month period ended September 30, 2006. Thep@oynhas
separated optionees into two groups: grants witly eaercise provisions and grants without earlgreise
provisions. The Company has determined that thecesesbehavior of the two option groups is distiact,
therefore, the assumptions are different for pugpaxf valuing the options. The expected lives ¢fiexpected
forfeitures) for options with and without early egise provisions are estimated to be 4.00 yearstatitlyears,
respectively. Expected volatility for the two graup estimated to be 75%. The risk free interdstisa4.68% for
both groups, and the dividend yield is 0%.

In January 2006, the Company also issued optiats/gst over the earlier to be achieved servicqaarket
condition. In determining the estimated fair vatiie¢hese option awards on the date of grant, thag2my elected
use a binomial lattice option pricing model togethiéh Monte Carlo simulation techniques using tbkowing
weighted average assumptions at the date of giakifree interest rate of 5.08%, expected dividgiedd of 0%,
expected volatility of 75%, forfeiture rate of 6%97suboptimal exercise factor of 2, and post-vegstixit rate
of 6.97%.

The Black-Scholes model requires inputs for rigefmterest rate, dividend yield, volatility andexted lives
of the options. Since the Company has a limitetbhysof stock activity, expected volatility is baken historical
data from several public companies similar in natsize and value to the Company. The Companycwiitinue to
use a weighted average approach using historidatiNty and other similar public entity volatilitinformation until
historical volatility of the Company is relevantreasure expected volatility for future option gsahe Company
estimates the forfeiture rate based on historiatd.dBased on an analysis of historical forfeituties Company has
applied an annual forfeiture rate of 6.97% to alians granted in the three and nine month peréodied
September 30, 2006. This analysis will be re-evatliguarterly and the forfeiture rate will be atiasas necessary.
The risk-free rate for periods within the contradtife of the option is based on the U.S. Treasiejd curve in
effect at the time of the grant. The expected lfrext of expected forfeitures) for options grantegresents the
period of time that options granted are expectduktoutstanding and is derived from the contraderahs of the
options granted.

The lattice model requires inputs for risk-freeeneist rate, dividend yield, volatility, contractrte average
vesting period, post-vest exit rate and sub-optierarcise factor. Both the fair value and expedifedare outputs
from the model. The risk-free interest rate wagdeined based on the yield available on U.S. Tmyasecurities
over the life of the option. The dividend yield aralatility factor were determined in the same nmamas described
above for the Black-Scholes model. The lattice nhadsumes that employees’ exercise behavior iacifin of the
option’s remaining vested life and the extent taclkilthe option is in-the-money. The lattice modsiraates the
probability of exercise as a function of the sultiapal exercise factor and the post-vesting exé.réihe sub-
optional exercise factor and post-vesting exit veéee based on actual historical exercise behavior.

The Company had a choice of two attribution mettfodsillocating compensation costs under SFAS 8. 1
(R): the “straight-line” method, which allocategpexise on a straight-line basis over the requisite

10
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REPLIDYNE, INC.
NOTES TO CONDENSED FINANCIAL STATEMENTS — (Continue d)

service period of the last separately vesting portif an award, or the “graded vesting attributioethod”, which
allocates expense on a straight-line basis overeiipgisite service period for each separately nggiortion of the
award as if the award was, substance, multiple awards. The Company chosettex method (i.e. graded vestir
The Company amortizes the fair value of each optier each option’s vesting period (requisite sar\eriod).

Employee stock options granted by the Companytauetared to qualify as “incentive stock option§30Qs).
Under current tax regulations, the Company doeseaugtive a tax deduction for the issuance, exeorisksposition
of ISOs if the employee meets certain holding resaents. If the employee does not meet the holdiggirements
a disqualifying disposition occurs, at which tirhe ICompany will receive a tax deduction. The Corgpoes not
record tax benefits related to ISOs unless and amtisqualifying disposition occurs. In the eveht disqualifying
disposition, the entire tax benefit is recorde@d asduction of income tax expense. The Companybtsecognized
any income tax benefit for the share-based compiensarrangement due to the fact that the Compaeg thot
believe it is more likely than not it will recogeiany deferred tax assets from such compensatginmemognized in
the current period.

The Company'’s net loss for the three and nine mpattods ended September 30, 2006 includes $0l@mil
and $0.7 million, respectively, of compensationts@d no income tax benefit related to the Comisastpck-
based compensation arrangements. Stock based csatiparincluded in the Company’s statements of affmsrs
for the three and nine month periods ended Septe®th006 was:

Three Months Nine Months
Ended Ended
September 30, 2006 September 30, 2006
($000's)
Research and developm $ 0 $ 222
Sales, general and administrat 224 47€
$ 324 $ 69¢

Stock options outstanding at September 30, 20G$geds during the nine months then ended, and @ption
exercisable are presented below:

Weighted
Weighted Average
Average Remaining Aggregate
Exercise Contractual Intrinsic
Shares Price Term (Years) Value
(In millions)
Options outstanding at January 1, 2! 733,33¢  $ 0.69(
Granted 1,432,21! 4.82¢
Exercisec (212,872 0.82¢
Forfeited or expirel (33,260) 4.87¢
Options outstanding at September 30, 2 1,919,42. 3.71¢ 9.07¢ $ 10.€
Options exercisable at September 30, 2 179,19¢ $ 0.92¢ 8.051 $ 1t

SFAS No. 123(R) was applied only to awards graafest the required effective date of January 16200
Awards granted prior to the Compasyinplementation of SFAS No. 123(R) are accountedifider the recognitic
and measurement provisions of APB Opinion No. 2% @hated interpretations.
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Under the prospective transition method, priorgasihave not been revised for comparative purpdses.
valuation provisions of SFAS No. 123(R) apply tevgrants and to grants that are subsequently neadifihe
following table illustrates the effect on net Idssthe three and nine months ended September08, @nder the
pro forma disclosure requirements of SFAS No. 123hpusands, except per share data):

Three Months Nine Months
Ended Ended
September 30, 200! September 30, 200!
Net loss attributable to common stockholders, psnted $ (10,02) $ (25,13)
Add: stock-based employee compensation expensededlin reported
net loss attributable to common stockholc — —
Deduct: total stock-based employee compensatioaresqa determined
under the fair value based method for all awi (25) (74)
Pro forma net loss attributable to common stocké $ (10,046 $ (25,20%)
Net loss attributable to common stockholders pare— basic and
diluted, as reporte $ 947 $ (26.19)
Pro forma net loss attributable to common stockéacigber share -basic
and dilutec $ (950 $ (26.29)

The determination of the fair value of stock optaamards is affected by our stock price and a nuraber
complex and subjective variables as noted abovev&he is estimated using the Black-Scholes opgincing
model, which includes a number of assumptions ooy our estimates of stock price volatility, empe stock
option exercise behaviors, future forfeitures, fatdividend payments, and risk-free interest rates.

The fair value of each employee stock option aviardhe three and nine months ended September0®®, 2
was estimated on the date of grant based on thienomim value method using the Black-Scholes optiacimg
valuation model with the following weighted averaggsumptions:

Three and Nine Months

Ended
September 30, 2005
Expected dividend yiel —%
Risk-free interest rat 4.1%%
Volatility .001%
Expected live: 5 year

(n)  Net Loss Per Shar

Net loss per share is computed using the weightethge number of shares of common stock outstaratidg
is presented for basic and diluted net loss paestBasic net loss per share is computed by digidiet loss
attributable to common stockholders by the weiglateerage number of common shares outstanding dtivéng
period, excluding common stock subject to vestirayisions. Diluted net loss per share is computedibiding net
loss attributable to common stockholders by thegiveid average number of common shares outstandiiggdhe
period increased to include, if dilutive, the numbgadditional common shares that would have lmdstanding if
potential common shares had been issued. Thewdilaffect of outstanding stock options and warratsflected i
diluted net loss per share by application of tkasury stock method. The Company has excludediestamding
stock options, restricted common stock, warramtd,shares which would be issued under convertitdéeped
stock from the calculation of diluted net loss pleare because such securities are antidilutivihése periods.
Potentially dilutive securities, using the preferstock conversion ratio of 0.204-for-1
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established on July 3, 2006 upon the closing ofxbmpany’s initial public offering, total approxintedy 2,432,000
and 17,934,000 at September 30, 2006 and 200 athagly.

The pro forma basic and diluted net loss per sbal@ilations assume the conversion of the Serids £, and
D preferred stock and related dividends into shafe®@mmon stock at the beginning of the respeqiaméod.

Three Months Ended Nine Months Ended

September 30, September 30,
2006 2005 2006 2005
($000's, except share and per share data)
Historical
Numerator:
Net loss attributable to common stockholc $(5,807) $(10,02) $(25,029) $(25,13))
Denominator
Weighted average common shares outstan 25,74¢ 1,05¢ 9,65¢ 96(
Net loss attributable to common stockholders pare— basic and
diluted $ (029 $ (9479 $ (259 $ (26.19
Unaudited Pro Form
Numerator:
Net loss attributable to common stockholders udede $(5,807) $(25,027)
Pro forma adjustment to eliminate dividends andet@n on preferre
stock 85 5,391
Pro forma net loss attributable to common stocké $(5,727) $(19,63))
Denominator
Shares used abo 25,74¢ 9,65¢

Pro forma adjustment to reflect weighted averafgecebf assumed
conversion of Series A, B, C and D preferred stao# accrued

dividends payable in common stc 427 12,78¢
Shares used to compute pro forma basic and dihgetbss

attributable to common stockholde 26,17 22,44,
Pro forma net loss attributable to common stockéiaigher share —

basic and dilute: $ (0.29) $ (0.89)

(o) Fair Value of Financial Instruments

The carrying amounts of financial instruments, iidihg cash and cash equivalents, notes receivabite f
officers, and accounts payable and accrued expapgesximate fair value due to their short-termumities. Based
on borrowing rates currently available to the Compdhe carrying value of the Company’s debt oltlayes
approximate fair value.

In conjunction with entering into debt agreemeatsdisclosed in Note 4, the Company issued wartants
purchase shares of its Series A and C redeemablextible preferred stock that were consideredilitas pursuan
to SFAS No. 150Accounting for Certain Financial Instruments with&acteristics of both Liabilities and Equity
(SFAS No. 150), and related FASB Staff Position-b5Bsuer’s Accounting under FASB Statement No. 150 fo
Freestanding Warrants and Other Similar InvestmemtShares That Are Redeemable (FSF-5). The warrants
were reported as liabilities at their estimated ¥alue, and any changes in fair value were rediat
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the statements of operations during the periott@thange in value. On July 3, 2006, the warraetew
automatically converted into warrants exercisablecbmmon shares and have been reclassified ttyesgithey are
no longer considered liabilities pursuant to SFAS M50, FSP 150-5 and EITF 00-%ccounting for Derivative
Financial Instruments Indexed to and Potentiallytigd in a Compar’s own Stock.”

(p) Revenue Recognitio

The Company’s commercial collaboration agreemenitéain multiple elements, including nonrefundable
upfront fees, payments for reimbursement of reseeosts, payments for ongoing research, paymestiased
with achieving specific milestones and royaltiesdzhon specified percentages of net product saksy. The
Company applies the revenue recognition criteriéiramd in EITF Issue 00-2Revenue Arrangements with Multi|
Deliverables(EITF 00-21), in accounting for up-front and miles¢ payments under the agreement. In applying the
revenue recognition criteria within EITF 00-21, thempany considers a variety of factors in deteimgithe
appropriate method of revenue recognition undesetagrangements, such as whether the elementspble,
whether there are determinable fair values and dnghere is a unique earnings process associatie@ach
element of a contract.

Where the Company does not believe that an upfeendr milestone payment is specifically tied tmeparate
earnings process, revenues are recognized ratabhtiee estimated term of the agreement. When tmpany’s
obligations under such arrangements are complatgdiemaining deferred revenue is recognized.

Payments received by the Company for the reimbueséint expenses for research, development and
commercial activities under commercial collabonatimd commercialization agreements are recordaddardance
with EITF Issue 99-19Reporting Revenue Gross as Principal Versus Nahasgen{EITF 99-19). Per EITF 99-
19, in transactions where the Company acts asipahavith discretion to choose suppliers, beaeslitrrisk and
performs a substantive part of the services, rewéntecorded at the gross amount of the reimbwsentosts
associated with these reimbursements are reflest@dcomponent of operating expenses in the Congany
statements of operations.

(q) Research and Developme

Research and development costs are expensed adhclhese costs consist primarily of salarieslzamnkfits,
clinical trial and related clinical manufacturingsts, licenses to technology, contract servicgsylgs and contract
services relating to the development of new praslaad technologies, allocated overhead, and otitside costs.

The Company is currently producing clinical and coencial grade product in its facilities and atdhirarties
facilities. Prior to the receipt of approval of feoducts for commercial sale, these costs arersqokas incurred to
research and development.

As discussed in Note 7, in June 2003, the Compaqyised program intellectual property, in exchafaye
Series B convertible preferred stock, which wasreed as research and development expense. [r2006ein
accordance with the terms of this agreement, tagamy paid $1.5 million which was recorded as nedeand
development expense. The Company has no furthemdial obligations due GSK under this agreement.

(n Comprehensive Loss

The Company applies the provisions of SFAS No. R&porting Comprehensive Incom&hich establishes
standards for reporting comprehensive income @ 4ol its components in financial statements. Toragany’s
comprehensive loss is comprised of its net lossuemdalized gains and losses on securities avaifablsale. For
the three month periods ended September 30, 2aD@G0H5, comprehensive loss was $5.7 million an@ $8llion,
respectively. For the nine month periods endededeiper 30, 2006 and 2005, comprehensive loss wag ##ilion
and $20.5 million, respectively.
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(s) Recent Accounting Pronouncemen

In July 2006, the FASB issued FASB Interpretatian Ki8,Accounting for Uncertainty in Income Taxes
(FIN 48). FIN 48 clarifies the accounting and repuay for income taxes recognized in accordance with
SFAS No. 109Accounting for Income TaxeBhis Interpretation prescribes a comprehensive rfod¢he financial
statement recognition, measurement, presentatidmliaolosure of uncertain tax positions taken greexed to be
taken in income tax returns. The provisions of BBNare effective for the Company as of Januan0@72The
Company is currently evaluating the impact of FI 4

In September 2006, the SEC issued Staff AccoutBintetin No. 108,Considering the Effects of Prior Year
Misstatements when Quantifying Misstatements inmédairY ear Financial Statemer, (SAB 108) to address
diversity in practice in quantifying financial statent misstatements. SAB 108 requires that compapuiantify
misstatements based on their impact on each dirmancial statements and related disclosures. S@®Bid effective
as of the end of 2006, allowing a one-time traasdi cumulative effect adjustment to retained ewysias of
January 1, 2006 for errors that were not previodslgmed material, but are material under the goElanSAB 10¢
The Company is currently evaluating the impactdiffing SAB 108 but does not believe that it walbult in a
material impact to its financial statements.

In September 2006, the FASB issued SFAS Fait, Value Measurementsvhich defines fair value,
establishes a framework for measuring fair valne, @xpands disclosures about fair value measurasmeme
provisions of SFAS 157 are effective for the Comypas of January 1, 2008. The Company is currentyuating
the impact of adopting SFAS 157.

(2) Subsequent Event

In October 2006, the FDA issued a non-approvaltierléor the Company’s NDA for faropenem medoxomil.
The Company submitted the NDA in December 2005dor adult indications: acute bacterial sinusitismmunity-
acquired pneumonia, acute exacerbation of chrawiedhitis and uncomplicated skin and skin structofections.
The non-approvable letter recommends further dirstudies for all indications, including studieghaa superority
design in the case of acute bacterial sinusitusaante exacerbations of chronic bronchitis, exationaof
additional microbiological data in these studied aonsideration of alternate dosing regimens.

As a result of the non-approvable letter receivethfthe FDA, the Company may become obligated [fdl fu
certain contingent commitment obligations undelié@snse and supply agreements. In accordancetheéth
Company’s supply agreement with Daiichi Asubio Pm&ICo. Ltd (Daiichi Asubio) and Nippon Soda Company
Ltd (Nippon Soda) and other related agreements Fotlest Laboratories (see Note 6 (c)), the Compmaay incur
obligations related to contingent fees for delanpensation of up to ¥105 million (approximately3illion at
September 30, 2006), and cancellation fees of &¥%omillion (approximately $0.6 million at Septeent80, 2006).

In accordance with the Company’s supply agreeméhtTvopon GmbH (Tropon) for production of adult
tablets of faropenem medoxomil and other relatedergents with Forest Laboratories (see Note 6 &iy,as a
result of the non-approvable letter received from EDA, the Company will incur obligations relatedninimum
purchases of Tropon’s product of up to €1.15 mill{@approximately $1.45 million at September 30,806 the
fourth quarter of 2006.

(3) Agreement with Forest Laboratories Holdings Limited

In February 2006, the Company entered into a cotktipn and commercialization agreement with Forest
Laboratories for the commercialization, developnaamd distribution of faropenem medoxomil in the LEBrest
Laboratories has the first right of refusal to exk¢he territory to include Canada.
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Under the terms of the agreement, in February Za@6st Laboratories made a $50 million initial payrnto
the Company and an additional $10 million paymei¢stone payment in March 2006, which are beinggezed
as revenue ratably over the expected term of theeagent or 13.5 years. The agreement calls fonpatedditiona
future development and commercial milestone paysiat could total $190 million, which will be rezkd by
$25.0 million if the Company exercises its optiordirectly market and promote faropenem medoxonoitipcts to
pediatricians. These milestone payments are ladgbhendent on NDA filings, FDA approvals and acimg\certair
sales levels of faropenem medoxomil. In additibe, Company is entitled to receive royalty payméatsed on
sales of faropenem medoxomil. Forest LaboratomesReplidyne will jointly oversee the developmentia
regulatory approvals of faropenem medoxomil. Fotegtoratories will be primarily responsible foresland
marketing of faropenem medoxomil and Replidyne paiform marketing and promotion activities directeward
targeted specialists, such as otolaryngologists (ese and throat specialists). Forest Laboratavi#t reimburse
the Company for sales force expenses incurred glting one year prior to commencement of these rtingkand
promotion activities, up to a maximum amount asvjgted in the agreement. For the five year periaéraf
commencement of such marketing and promotion dietsviForest Laboratories will reimburse the Conypfan
certain marketing and sample expenses (subject &approved annual budget) and for certain salesfexpenses.
As to sales force expenses during this period, Sdu@boratories will reimburse the Company foradlthe expense
incurred during the first two years after commeneetof the marketing and promotion activities ug tmaximum
amount as provided in the agreement, and for timairgng three years Forest Laboratories will reinsbuhe
Company for such sales force expenses up to drceegecentage of the maximum amount as provideéden
agreement. Replidyne also has an option to maridepeomote faropenem medoxomil products to pediatis on
an exclusive basis in the U.S. for the life of gneducts, upon FDA approval of an oral liquid fotation. If the
Company exercises this option, Forest Laboratavid€xtend to the Company a $60.0 million lineavédit to
support its promotional efforts for the pediatridication.

The agreement with Forest extends until the Iaitéi) the expiration of the last to expire valicath of the
defined patents claiming the manufacture, use leraffaropenem medoxomil in the U.S. including @eyiod of
extended commercial exclusivity for the productngeal, (ii) the commercial introduction by a thirdrfy of a
generic equivalent to faropenem medoxomil in théédhStates and (iii) twelve years after the dditiérst
commercial sale of faropenem medoxomil in the BE&h party has the right to terminate the agreenngon prior
written notice of the bankruptcy or dissolutiontloé other party, or a material breach of the ageserifi such breac
has not been cured within the required time pefatidwing such written notice. Forest Laboratonmay also
terminate the agreement upon an agreed noticechieribie event Forest Laboratories reasonably oétes that th
development program indicates issues of safetfficaey that are likely to prevent or significantiglay the filing
or approval of a new drug application or to resulabeling or indications that would have a sub8&dly negative
impact on the marketing of any product developedeuthe agreement.

(4) Long-Term Debt
(a) Equipment Loan and Security Agreeme

On July 31, 2002, the Company entered into an Eqgeit Loan and Security Agreement (the Agreement)
providing the Company with an available line ofditef up to $3.5 million. Pursuant to the termgteé Agreemen
amounts borrowed are restricted solely for the lpase of eligible equipment (computer equipmenivagking
equipment, laboratory equipment, test and measureeggiipment, office equipment and furnishings) atieer
equipment (certain accepted tenant improvementdaihd-out costs, software, software licenses,itapland
equipment specially manufactured for the Companlye Company borrowed $3.4 million under this areangnt.
At December 31, 2005, $0.2 million was due to #relkers and no additional borrowings may be madeoRings
under this agreement were paid in full in April B0@nd no balance is outstanding at September(8®. 2
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In conjunction with the Agreement, the Company égbwarrants to the lenders to purchase 140,00@slofr
the Company’s Series A redeemable convertible pedestock, with an exercise price of $1.00 pershahe
Company accounted for the warrants in accordantte ARB No. 14 Accounting for Convertible Debt and Debt
Issued with Stock Purchase Warra(APB No. 14). Accordingly, the warrants were vala®0.91 per share, ba:
upon the Black-Scholes option pricing valuation edoaith the following assumptions: fair value ofrles A
preferred stock of $1.00; riskee interest rate of 4.65%; 100% volatility; teegual to the maximum contractual |
of the warrants of 10 years; and no dividend yighk relative fair value of the warrants of $0.1lion was
recorded as a debt discount and has been amottizettrest expense over the life of the debt. dted above, in
conjunction with the initial public offering in JuR006, all outstanding warrants for preferred lstwere
automatically converted into warrants to acquirspmmn stock, at a ratio of 0.204 shares of commaocksior each
share of preferred stock.

(b)  Convertible Promissory Note

In December 2003, the Company entered into an agreeto borrow an aggregate principal amount of
$2.0 million, which amount was subsequently amende®?.0 million. The Company borrowed a total of
$7.0 million under this agreement through April 2804. The borrowings were from existing stockhodda the
form of convertible notes payable (the Convertiitges). The Convertible Notes matured on June 094 2or
earlier if a financing that met specified critef@aQualified Financing) was closed, and bore irsteat a stated rate
6% per annum.

Total borrowings of $7.0 million were converteds600,000 shares of Series C preferred stock.

In connection with these borrowings, the Compasyésl detachable warrants that were exercisable for
700,000 shares of Series C with an exercise pfi§d @5 per share. The Company estimated the \dlaach
warrants using the Black-Scholes option pricing edpdnd the following assumptions: risk-free ingtnate of
4.11%; 100% volatility; maximum contractual life b years; and no dividend yield. In connectiorhwfite
Series C financing, warrants for 500,000 shareSeofes C were contributed back to the Company andedled. In
conjunction with the initial public offering in JuR006, all outstanding warrants for preferred kstwere
automatically converted into warrants to acquirspmn stock, at a ratio of 0.204 shares of commaocksior each
share of preferred stock (See Note 1(a)).

(5) Related-Party Transactions
(@) Clinical Trials Service Agreement with Quintilesnt.

During 2004 and 2005, the Company entered intonawting agreement and a five year master service
agreement with one of its investors, Quintiles, [{@uintiles), for regulatory and documentation ®dting services
associated with the Company’s faropenem medoxorgnam. Under these agreements with Quintiles, the
Company is required to pay service fees, expenmpasshrough costs in accordance with established @lrigal
budgets. During the three months ended Septemh&08® and 2005, the Company incurred fees of $llln
and $1 thousand under these agreements, respgciiveing the nine month periods ended Septembg2@06 anc
2005, the Company incurred fees of $2.8 million $88 thousand, respectively, under these agreen@rdsas of
September 30, 2006 and December 31, 2005, $22ahdwsd $0.5 million, respectively, was due to Qleis for
services performed. These amounts are includeddouats payable and accrued expenses in the acoginga
condensed financial statements. Additionally, tlkenpany has made certain payments to Quintilesuforé clinica
trial related expenses under its agreements. AieGdyer 30, 2006, $0.4 million was included in pidgxpenses
and other current assets in the accompanying ceeddimancial statements. No prepaid amounts cklatthese
agreements existed as of December 31, 2005.
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(b)  Notes Receivable from Officel

In 2005, the Company entered into interest-beanitg receivable agreements with two of its offidersthe
purpose of early exercising stock options in acancg with the Company’s Long-Term Incentive Plad doeir
option agreements. The loans, totaling $0.4 milliware secured by the underlying restricted comsiook
received upon exercise, and the Company had fetiurse to all assets of the officers to satisfyrntbies. The notes
receivable bore interest at a rate that was deteuintio be a market rate. On February 28, 2006riheipal amount
of the notes, together with accrued interest, vead im full in cash.

(6) Commitments and Contingencies

(@) Indemnifications

The Company has agreements whereby it indemnifiestdrs and officers for certain events or occuces
while the director or officer is, or was, servimgsuch capacity at the Company’s request. The maxipotential
amount of future payments the Company could beiregio make under these indemnification agreermisnts
unlimited.

(b)  Daiichi Asubio License Agreemet

In 2003, the Company made payments, totaling $0l®&m under a letter of intent to secure certairprocess
research and development. In March 2004, the Coynpatered into a license agreement with Daiichilfsuo
develop and commercialize faropenem medoxomil éUts. and Canada for adult and pediatric use Cidmpany
has an exclusive option to license rights to fangme medoxomil for the rest of the world excludirgdn. The
Company bears the cost of and manages developragatatory approvals and commercialization effditaiichi
Asubio is entitled to ugront fees, milestone payments and royalties. Uedetain circumstances, the Company
be required to make certain payments to Daiichiddsupon termination of the agreement or abandonmwien
certain products. In February 2006, the Companyaigthi Asubio amended certain terms of this agreset.
These amended terms have been reflected below.

In consideration for the license, in 2004 the Conypaaid Daiichi Asubio an initial license fee ofG&million
($3.8 million) less amounts previously paid in 2008December 2005, the Company submitted its NiSA for
adult use of faropenem medoxomil and, at that ti@egrded an accrual in the amount of ¥250 million
(approximately $2.1 million) for the first milestemue to Daiichi Asubio under this agreement. Bnimunt was
expensed to research and development in 2005.Hru&ey 2006, this milestone payment was increased t
¥375 million. The increased milestone amount wasaeted for as research and development expenke iuarte
ended March 31, 2006 when the modified terms ofitlease were finalized. Under the modified liceageeement
the Company is further obligated to make futurenpamts of (i) up to ¥375 million upon initial FDA pval of at
least two respiratory indications (approximately2s@illion at September 30, 2006), (ii) ¥500 mitliapon a
product launch (approximately $4.2 million at Sepber 30, 2006) and (iii) up to ¥750 million (appiroately
$6.4 million at September 30, 2006) in subsequeélgtstone payments for faropenem medoxomil. Addaibn the
Company is responsible for royalty payments to @iAsubio based upon net sales of faropenem medibxthe
license term extends to the later of: (i) the eadpdn of the last to expire of the licensed patemised or controlled
by Daiichi Asubio or (ii) 12 years after the fisimmercial launch of faropenem medoxomil. The Camygdzas
recorded payments made to date as a research esldgiaent expense, as faropenem medoxomil hasesot b
approved by the FDA. The Company has entered orsign currency purchase agreements to managertigff
currency exposure related to certain of these patsne

(c) Daiichi Asubio and Nippon Soda Supply Agreeme

Under a separate supply agreement entered intedember 2004 among Daiichi Asubio, Nippon Sodathad
Company, the Company is obligated to purchaseNipon Soda is obligated to supply, all of the Camys
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commercial requirements for faropenem medoxomittierU.S. and Canadian markets. At the time of full
commercial launch, the Company becomes obligat@ditchase minimum quantities of drug substancesto b
determined initially by the Company and Nippon Satthe time of commercial launch. If the full corwtial
launch is delayed beyond January 1, 2007, the Coynpdl be obligated to pay delay compensation pta
¥280 million (approximately $2.4 million at Septeml3®, 2006) per year to Nippon Soda beginning dy Tu
2007. In September 2006 the supply agreement wasaed concurrent with the execution of a new supply
agreement between Forest Laboratories, Daiichi issaihd Nippon Soda relating to the U.S. markefdoopenem
medoxomil. Under the amended supply agreementinest the Company’s obligations with respect toghase
commitments, delay compensation and other matter&aived and deemed satisfied by Forest Laboestori
pursuant to its agreement. The Company’s supplyeagent continues to apply for potential supplyanbpenem
medoxomil for the Canadian market.

Under an agreement with Forest Laboratories Ho&llrignited (Forest Laboratories) entered into infaeby
2006, the Company remains responsible for onlyd#iay compensation that may accrue for any pematihg on o
prior to December 31, 2007. Thereafter, Forest katiooes is primarily responsible for any delay @amsation.
After consideration of the agreement with Foredidratories, the Company’s maximum potential delay
compensation obligation is ¥105 million (approxieiat$0.9 million at September 30, 2006). If the Qamy
terminates this Agreement by material breach, haiky, abandonment of the development or commézatain of
faropenem medoxomil or significant delay in launas defined in the agreement, and fails to launobpenem
medoxomil, it is obligated to reimburse Nippon Séataup to ¥65 million (approximately $0.6 milligxt
September 30, 2006) in engineering costs. Additipnia accordance with an agreement between Forest
Laboratories and the Company signed in August 20@Company agreed to share equally in a canicsllége
applicable to Forest Laboratories in its agreemeétt Daiichi Asubio and Nippon Soda. In the evédrdttForest
Laboratories cancels its initial purchase ordes specified amount, the Company’s share of theatttion fee, if
invoked, would be ¥75 million (approximately $0.@lion at September 30, 2006).

Based on the non-approvable letter the Companyvextéom the FDA in October 2006 (see Note 2), the
Company may incur obligations related to the caygit fees noted above for delay compensation amcetiation
fees in the fourth quarter of 2006.

(d)  Tropon Supply Agreemer

In April 2005, the Company and Tropon entered msupply agreement for production of adult tabdéts
faropenem medoxomil, which was amended as to oetains in March 2006. Beginning in 2006, the Conypa
becomes obligated to make minimum purchases ofdfrspproduct of €2.3 million (approximately $2.9lioin at
September 30, 2006) annually. If in any year thenfany has not satisfied its minimum purchase comamiits, the
Company is required to pay Tropon the shortfall antoFifty percent (50%) of the shortfall amoumfigpplicable, i
creditable against future drug product purchaske.dompany is required to buy all of its requiretadar adult
oral faropenem medoxomil tablets from Tropon uctiinulative purchases exceed €22 million (approxégat
$27.9 million at September 30, 2006). If the agreenis terminated, under certain circumstance€tmapany may
be obligated to pay up to €1.7 million (approxinhat2.2 million at September 30, 2006) in decontzatibn costs.

In March 2006 when the agreement was amended,dhg@ny’s obligations with respect to all purchase
commitments and facility decontamination costs veergpended and deemed satisfied by Forest Labestor
pursuant to an agreement between Tropon and Habstatories. Under its agreement with Forest Latmwies, th:
Company remains liable for any shortfall amour2@®6 that may not be credited against future drogyoct
purchases.

Based on the non-approvable letter the Companyvextéom the FDA in October 2006 (see Note 2), the
Company will incur an expense approximately eqoidtst minimum purchase obligations noted abovepotiou
€1.15 million (approximately $1.45 million at Septeen 30, 2006) in the fourth quarter of 2006.
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(e) Derivative Instruments

The Company uses derivative instruments to minirtheeimpact of foreign currency fluctuations onreut
and forecasted payables, denominated in Japanesed¥eliscussed at Notes 6 (b) and 6 (c) the Cognjzan
obligated to pay amounts in accordance with itsnge agreement with Daiichi Asubio and its supglgament
with Nippon Soda in Japanese Yen. These forecastpahents expose the Company’s earnings and cash fto
adverse movements in foreign currency exchangs.ritereduce the effects of foreign currency flatinns the
Company has entered into foreign exchange optiotracts with maturities of less than 18 months.

The Company does not enter into foreign exchangieropontracts for trading purposes. Gains andeloss
the contracts are included in earnings. The Complaeg not expect gains or losses on these deiviabiruments
to have a material impact on its financial resuitse fair value of the Company’s foreign exchangtom contracts
as of September 30, 2006, with a notional amou®7af million, was $30 thousand. During the thremths ended
September 30, 2006, the Company did not purchasellaany foreign exchange contracts.

(7) Equity

In May 2006, the Company authorized a 1-for-4.984rse stock split effective June 26, 2006. Thekssplit
applied to all common stock and options to purchheeCompany’s common stock outstanding as of 26n2006.
All common shares and amounts included in thesdexsed financial statements have been adjustedi¢atrthis
reverse stock split.

In conjunction with the reverse stock split, on€d@6, 2006 the preferred stock conversion to comsback
ratio was adjusted from 1-for-1 to 0.204-for-1. Quty 3, 2006 when the Compasyihitial public offering closed, ¢
of the Company’s preferred stock and warrants tolpase the Company’s preferred stock automaticalhyverted
into common stock and warrants to purchase comnomk srespectively. Common shares issued upon the
conversion of outstanding preferred stock on JuRO®6 are presented below:

Common Shares

July 3, 2006 Issued Upon

Shares Conversion of
Issued and Preferred Stock or

Qutstanding July 3, 2006
Series A 13,000,00 2,650,89!
Series B 4,000,001 815,66(
Series C 36,880,00 7,520,38
Series C 34,722,22 7,080,38I
88,602,22 18,067,32

(@) Series A Redeemable Convertible Preferred St

In February 2002, the Company issued 13,000,00@std $0.01 par value Series A redeemable cotnerti
preferred stock (Series A) at $1.00 per share.loteceeds from Series A were $12.8 million, ne$0f2 million in
issuance costs.

(b)  Series B Convertible Preferred Sto

In June 2003, the Company issued 4,000,000 sh&fs@il par value Series B convertible preferredist
(Series B) for $1.25 per share to GlaxoSmithKIi@&K) in exchange for certain program intellectualperty,
supporting material and license rights, which weaorded as research and development expenseyrahended
December 31, 2003. The fair value of Series B viiamiflion. In accordance with the terms of the agsgchase
agreement, the Company paid GSK an additional lll®n in June 2006 following filing of the Compgis
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Investigational New Drug Application (IND) for REBB9, the related drug. The amount was recordedszsarch
and development expense in the second quarterO&. 20

(c) Series C Redeemable Convertible Preferred Si

In April 2004, August 2004, September 2004, and éolber 2004, the Company issued an aggregate of
36,800,000 shares of $0.01 par value Series C meglde convertible preferred stock (Series C) a2%per share.
Total proceeds from Series C were $38.8 milliort,aieb0.2 million in issuance costs, and the cosioer of
$7.0 million of bridge notes payable.

(d) Series D Redeemable Convertible Preferred St

In August 2005, the Company issued 34,722,222 shdr$0.001 par value Series D redeemable conlertib
preferred stock (Series D) at $1.80 per share.l poteeeds from Series D were $60.2 million, ne$®3 million in
issuance costs.

(e) Redeemable Convertible Preferred Stock Warra

In connection with the issuance of debt and coitlerhotes, the Company issued warrants to celeaiders
and investors to purchase shares of the CompamyiesSA and Series C redeemable convertible pesfestock.
The holders of these warrants can acquire a nupftsrares of Series A and Series C redeemable dibige
preferred stock at exercise prices in effect thindigly 3, 2006 of $1.00 and $1.25 per share, réispéc On July 3
2006, upon completion of the Company’s initial palffering, the Series A and Series C redeematwertible
preferred stock warrants were automatically comgeimto warrants to purchase 24,465 and 28,54 &shar
respectively, of the Company’s common stock at@serprices of $4.90 and $6.13 per share, respbgtiv

Prior to the conversion to common stock, the wdsrarere classified as liabilities on the balanceesipursuar
to SFAS No. 150 and FSP 150-5 and subject to resumement at each balance sheet date with chandgis walue
recognized as a component of other income (expeltajagement determined that the fair value of arge
outstanding at December 31, 2005 was $0.6 milllére fair value of the warrants was estimated byagament
using the Black-Scholes option pricing model witk following assumptions: risk-free rate of 4.36#maining
contractual term of 6.5 to 8.3 years; volatility#%; and an estimated fair value of the underlyirgferred stock
$2.03 to $2.12 per share. In February 2006, wasfamt80,001 shares of Series C redeemable cobleepieferred
stock were exercised for proceeds of $0.1 milldhanges in the fair value of these warrants thrahghdate of
exercise were recorded as other expense, and ¢heisecdate fair value of $0.2 million was reclisdito equity.

On July 3, 2006, the outstanding warrants becaraecesable into 53,012 common shares upon closirigeof
Company’s initial public offering and have beenlassified to equity as they are no longer consiliéiedilities
pursuant to SFAS No. 150, FSP 150-5 and EITF 08<i®unting for Derivative Financial Instruments éd to
and Potentially Settled in a Company’s own Stdt&nagement determined that the fair value of wasran
outstanding at July 3, 2006 was $0.4 million. Taie ¥alue of the warrants was estimated by manageosng the
Black-Scholes option pricing model with the followgi assumptions: risk-free rate of 5.10%; remaimiogtractual
term of 6.1 to 7.5 years; volatility of 75%; andestimated fair value of the underlying preferrtmtk of $2.12 per
share.

(f)  Preferred Stockholder Rights and Preferenc

The holders of the Series A, Series B, Series @,Saries D (Preferred Stockholders) had the folhowights
and preferences at December 31, 2005. On July(®, 20l issued and outstanding preferred sharesggoumulate
dividends were converted into 19,849,148 sharemwifmon stock.
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(i) Dividend Provisions

Preferred Stockholders are entitled to receive,nndrel as declared or paid by the board of directivedends
at the rate of 8% per annum of the applicable palgpurchase price, accrued on a daily basis. Bidg shall be
payable, as accrued, and whether or not declaredny liquidation, sale, redemption or conversibSeries A,
Series B, Series C, or Series D, respectivelyptomon stock. No dividend shall be declared or paidommon
stock unless, concurrently, a similar dividend istribution is declared or paid on each outstandinare of
Series A, Series B, Series C, and Series D.

If the funds of the Company are insufficient to plag holders of Preferred Stock the full amourdaafrued
dividends to which each of them are entitled, thech funds will be distributed first among the lesklof Series D
at the time outstanding; thereafter, any remaifimgls will be distributed among the holders of thmaining series
of preferred stock at the time outstanding.

(ii) Liquidation Rights

With respect to rights on liquidation, includingae of substantially all of the Company’s asgéts shares of
Series D shall rank senior and prior to the shaf&eries A, Series B, and Series C stock. In Wemeof any
liquidation, dissolution or winding-up of the Conmga Series D stockholders shall be entitled toixecan amount
per share equal to the original purchase prices pluamount equal to accrued dividends and dedareanpaid
dividends (without compounding) before any paynsdatll be made to the Series A, Series B, and S€ries
stockholders. In the event of any liquidation, digson or winding-upof the Company, and after the payment of
full liquidation preference shall have been madth&oSeries D stockholders, Series C stockholdet Ise entitled
to receive an amount per share equal to the ofigimahase price, plus an amount equal to accroddiaclared but
unpaid dividends (without compounding) before aayment is made to the Series A and Series B stéd&is(the
Junior Preferred) or common stockholders. In theneef any liquidation, and after the payment &f filill
liquidation preference made to the Series D stolcldre and Series C stockholders, the holders kst the
Junior Preferred then outstanding shall be entitbegtceive an amount per share equal to the aligarchase pric
plus an amount equal to accrued dividends and eetlkzut unpaid dividends (without compounding) befany
payment is made to the common stockholders. Aftdigaidation payments have been made in fullte Preferred
Stockholders, the Preferred Stockholders partieipath the common stockholders in the remainingeeals on an
as-if-converted to common stock basis.

(i) Redemption

At the request of the holders of a majority of $frares of Series D then outstanding (a Series [édtiag
Holder), the Company shall redeem at any time ditér 31, 2010 (the Series D Redemption Date)fahe shares
of Series D then outstanding at a redemption é@reshare equal to the original purchase prices aluamount
equal to accrued dividends and declared but urgigidends (without compounding).

At the request of the holders of a majority of shrares of Series C (a Series C Requesting Holaled)subject
to the approval of the holders of a majority of #ares of Series D then outstanding (the Regtidders), the
Company shall redeem at any time after July 3114€fHe Series C Redemption Date) up to 25% of treeS C
preferred stock owned of record by the requestiogkbolder and in each subsequent year theregitey 85% of
the Series C preferred stock that was owned ofrdelop the requesting stockholder on the redempitate, plus the
number of shares of Series C that could have tesggemed in the year or years following the redesnpdate
which the requesting stockholder elected not teeed at a redemption price per share equal torthmal purchas
price, plus an amount equal to accrued dividendsdeclared but unpaid dividends (without compougyin

At the request of the holders of a majority of sfares of Series A (a Series A Requesting Holdeytagether
with a Series D Requesting Holder and a Series @Li&sting Holder, a Requesting Holder), the Companlyject
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to the approval of the Required Holders, shall eedat any time after July 31, 2011 (the Series ddrgtion Date
up to 25% of the Series A preferred stock ownekobrd by the requesting stockholder and in eabbexuent ye:
thereafter up to 25% of the Series A preferredistbat was owned of record by the requesting stolcldr on the
redemption date, plus the number of shares of Sérigreferred stock that could have been redeem#ukiyear or
years following the redemption date which the retjug stockholder elected not to redeem, at a retlemprice
per share equal to the original purchase prices pluamount equal to accrued dividends and dedmareanpaid
dividends (without compounding).

Unless otherwise waived by the Required Holdersoievent shall any shares of Series A or Series C
redeemed prior to the redemption of all shareseoieS D, whether or not a redemption request has bwde by
Requesting Holders.

Pursuant to the Series A, Series C, and Seriesl®mption rights, and Series B liquidation and cosion
rights, the Company accumulated accrued dividemasigh December 31, 2005 as follows (in thousands):

December 31

2005
Series A redeemable convertible preferred s $ 4,01t
Series B convertible preferred stc $ 1,03(
Series C redeemable convertible preferred s $ 5,76¢
Series D redeemable convertible preferred s $ 1,86¢
$ 12,67

On July 3, 2006, pursuant to closing the initidblwioffering of the Compang’ common stock, all accumula
accrued dividends converted into 1,781,826 sh&resromon stock. No further dividends were accruiger duly 3,
2006.

(iv) Voting

Preferred Stockholders are entitled to vote togetlidn common stockholders as one class basedeonuimbe
of common stock into which each share of SerieSexjes B, Series C, and Series D preferred steskectively, is
then convertible. Series D stockholders, voting aeparate class, shall have the exclusive rigelettt one member
of the board of directors. Series C stockholdenting as a separate class, shall have the exclugiveto elect thre
members of the board of directors. Series A stolckdre, voting as a separate class, shall havexitiasive right to
elect two members of the board of directors.

(v) Conversion

Preferred stockholders have the right, at any timepnvert any or all of their preferred stocloifilly paid
and nonassessable shares of common stock eqia quotient of the respective original purchaseepdivided by
the respective conversion price. On July 3, 2008ymant to the Company’s initial public offeringl af the
Company’s preferred stock and warrants to purcties€ompany’s preferred stock automatically corageimto
common stock and warrants to purchase common stesgectively.

(8) Common Stock

The Company’s Certificate of Incorporation, as adezhand restated on July 3, 2006, authorizes tinep@oy
to issue 100,000,000 shares of $0.001 par valuemamstock. Each share of common stock is entilezhe vote.
The holders of common stock are entitled to recdivalends when and as declared or paid by thecbofar
directors, subject to prior rights of the Prefer&dckholders.
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(9) Stock Options and Employee Benefits

The Company maintains a LoAgrm Incentive Plan (the Plan). The Plan providesup to 7,137,030 shares
common stock for stock option grants to employeéf&ers, directors, and consultants of the Comp&mtions
granted under the Plan may be either incentiveoagnalified stock options. Incentive stock optiomay only be
granted to Company employees; nonqualified stotionp may be granted to Company employees, officers
directors, and consultants. Generally, optionstgnnder the Plan expire ten years from the dageamt and vest
over four years: 25% on the first anniversary fitia grant date and ratably in equal monthly instaiits over the
remaining 36 months.

During the nine months ended September 30, 2006hengear ended December 31, 2005 the Companyeg!
options for 1,432,218 and 1,044,759 shares of comstack, respectively, that are eligible to be ebsed prior to
vesting, provided that the shares issued are suiojeestrictions which will be released consisteith the original
option vesting period. Of these shares, restristimm 145,289 shares will be released at an actederate if our
NDA for faropenem medoxomil is approved by the F/jch has not yet occurred, and the Company hesexd
into a collaboration and commercialization agreenfienfaropenem medoxomil, which occurred in Febyu2006
when we entered into our agreement with Forest tabdes. In the event of termination of the sezvaf an
employee, the Company may repurchase all unvekees from the optionee at the original issue pgions
granted under the Plan expire no more than 10 yearsthe date of grant. At September 30, 2006 and
December 31, 2005, the Company had 461,489 andSB4estricted shares outstanding from such eadyceses,
respectively.

A summary of the changes in restricted sharesandstg during the nine months ended September(BiH &
presented below:

Non-vested shares outstanding at December 31, 564,75:
Restricted stock granted upon exercise of stociong 78,301
Shares vested upon release of restrict (181,569
Non-vested shares outstanding at September 30, 461,48

Stock option activity for the nine months endedt8etber 30, 2006 is as follows:

Weighted
Average
Number of Exercise

Shares Price
Balance— December 31, 200 733,33¢ $ 0.68i
Granted 1,090,60! 3.54¢
Exercisec (197,089 0.78¢
Cancellec (579 0.61:
Balance— March 31, 200¢ 1,626,28! 2.59:
Granted 288,73« 8.70¢
Exercisec (14,23¢) 1.44¢
Cancellec (2,100 1.37¢
Balance— June 30, 200 1,898,68! 3.53¢
Granted 52,87¢ 10.00¢
Exercisec (1,559 0.61:
Cancellec (30,587 5.19¢
Balance— September 30, 20( 1,919,42. 3.71¢
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The following table summarizes information abowtcktoptions outstanding as of September 30, 2006:

Stock Options

Stock Options Outstanding Exercisable
Weighted

Average Weighted Weighted
Remaining Average Average
Number of Contractual Exercise Number of Exercise

Exercise Price Shares Life (Years) Price Shares Price
$0.490 48,76: 6.3z $ 0.49( 37,96 $ 0.49(
0.613 435,11! 8.3 0.61: 113,20° 0.61:
1.324 38,86¢ 9.01 1.32¢ 6,10¢ 1.32¢
3.188 891,93: 9.31 3.18¢ 21,92( 3.18¢
5.198 193,71¢ 9.44 5.19¢ — —
8.974 160,26 9.62 8.97¢ — —
9.940 2,00( 9.94 9.94( — —
10.000 127,44 9.7¢ 10.00( — —
10.030 21,31 9.8¢ 10.03( — —
1,919,42. 9.0¢ 3.71¢ 179,19¢ 0.92¢

The weighted average grant date fair value of agtgranted during the nine months ended Septenth@08¢
was $2.49. The intrinsic value of options exercidedng the nine months ended September 30, 2086 wa
$0.5 million.

The Company also maintains a 2006 Employee Stoosh@se Plan (ESPP) which currently provides for the
purchase of up to 305,872 shares of common stdek ESPP allows eligible employees to purchase cansturk
of the Company at the lesser of 85% of its marldiier on the offering date or the purchase datstabkshed by
the Board of Directors. The employee purchasefuaided through after-tax payroll deductions, whtSPP
participants can elect from one percent to twertg@nt of compensation, subject to the federalliBuring the
initial six month offering period, which commencexd June 28, 2006, employees are permitted to netkeactive
elections to increase contributions through cafiksions until ten days before the end of the ihdféering period.
The initial offering is considered to be compensatmder SFAS No. 123(R). In accordance with SFAS N3(R)
the Company has recorded $20 thousand of stockllzagepensation during both the three and nine nsoerided
September 30, 2006. The final measure of stockchem@mpensation is equal to the intrinsic valuehefstock
purchased at the end of the initial offering perdodl may increase based on changes in participetiions and the
fair value of the underlying common stock.

Stock Based Compensation

Awards granted to employees prior to the adoptid®FAS No. 123(R) were valued using the intrinsafue
method. The Company recognized no stock-based awafien in the three and nine months ended Septedibe
2005 for employee awards, respectively. The inicimalue of options exercised during the nine mergthded
September 30, 2005 was approximately $5 thousasdigeussed in Note 1, the Company has applied
SFAS No. 123(R) to awards granted after Janua2p6. During the three and nine months ended Sdye80,
2006, the Company recognized $0.3 million and $@lifon of stock based compensation for employearalw,
respectively. As of September 30, 2006, there a2 fillion of total unrecognized compensation sdset of
expected forfeitures) from options granted underRkan to be recognized over a weighted averagaingmy perioc
of 3.53 years.

Awards granted to non-employees were valued usia@tack-Scholes option pricing valuation modehgsi
the following weighted average assumptions for aagranted during the three and nine months ended
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September 30, 2006: risk free interest rate of%,3dontractual life of 10 years, expected volatitif 100% and
expected dividend yield of 0.00%. During the ninentins ended September 30, 2006 and 2005, the Cgmpan
recognized $1 thousand and no stock based compaEnselated to option grants to non-employees,aetyely.

(10) Income Taxes

SFAS No. 109 requires that a valuation allowancprbeided if it is more likely than not that somerfion or
all deferred tax assets will not be realized. Tlen@any’s ability to realize the benefit of its deéal tax assets
primarily depends on the generation of future téxatcome through profitable operations. The Conydaglieves
that there currently is not enough positive evidetacsupport a conclusion that it is more likelgirimot that it will
utilize some or all of its deferred tax assets. Ruthe uncertainty of profitable operations, tr@@®any has
recorded a full valuation allowance against itsedefd tax assets.
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Item 2. Managemen's Discussion and Analysis of Financial Condition drResults of Operation

This Quarterly Report on Form 10-Q contains forwimaking statements within the meaning of SectioA &7
the Securities Act of 1933, as amended, and Se2fi&of the Securities Exchange Act of 1934, asrateé, which
are subject to the “safe harbor” created by thestians. Forward-looking statements are based on ou
management’s beliefs and assumptions and on inf@meurrently available to our management. In sa@sEes,
you can identify forwar-looking statements by terms such as “may,” “wilkhould,” “could,” “would,” “expect,”
“plans,” “anticipates,” “believes,” “estimates,” fgjects,” “predicts,” “potential” and similar expsions intended to
identify forward-looking statements. Examples adfdé statements include, but are not limited tdestants
regarding the following: the timing and implicat®af obtaining regulatory approval of any of ounguct
candidates, the progress of our research progianigding clinical testing; the extent to which antellectual
property rights may protect our products and tetdmg our ability to identify new product candidat¢he potential
of any product candidates to lead to the developmiecommercial products and the anticipated tinforgany
commercial launch; our anticipated timing for iatton or completion of our clinical trials for any our product
candidates and expectations regarding future seetikuch trials; other statements regarding oturéuproduct
development activities, regulatory strategies dimical strategies, including our intent to develmpseek regulator
approval for our product candidates in specifidéations; our future expenditures for researchdenklopment an
the conduct of clinical trials; the ability of othird-party manufacturing parties to support oupuieements for drug
supply; expected trends or projections relatingetenue from our collaboration arrangements; expects
regarding future actions to be taken by us in coatibn with our collaboration partners under erigtcollaboratior
agreements, including with respect to developméartspand clinical plans; any statements regardinguure
financial performance, results of operations ofisighcy of capital resources to fund our operatieguirements;
and any other statements which are other thamsémis of historical fact. Our actual results cadiffer materially
from those anticipated in these forward-lookingestzents for many reasons, including the risks fdgeds and
described in Part II, Item 1A of this Quarterly Refpon Form 10-Q and our other filings with the SEf©u should
not place undue reliance on these forward-looktatements, which apply only as of the date of @isrterly
Report on Form 10-Q. You should read this QuartBdport on Form 10-Q completely and with the un@eiding
that our actual future results may be materialffedent from what we expect. Except as requiredblny, we assume
no obligation to update these forward-looking stegets publicly, or to update the reasons actualtesould differ
materially from those anticipated in these forwhooking statements, even if new information becomeslable in
the future.

” ”ow

The following discussion and analysis should bel i@aconjunction with the unaudited financial stagnts and
notes thereto included in Part I, Item 1 of thia@erly Report on Form 10-Q.

Overview

We are a biopharmaceutical company initially focliea discovering, developing, in-licensing and
commercializing innovative anti-infective produaBur lead product candidate, faropenem medoxosd, iovel
oral community antibiotic.

In October 2006, the FDA issued a rapprovable letter for our NDA for faropenem medoxolve submittec
the NDA in December 2005 for four adult indicatioasute bacterial sinusitis, community-acquiredymenia,
acute exacerbation of chronic bronchitis and undmafed skin and skin structure infections. Accaglto the non-
approvable letter, the FDA recommends further cihstudies for all indications including studiesng a
superiority design for the indications of acutetbaal sinusitis and acute exacerbations of chrbninchitis,
additional microbrologic testing and consideratidralternate dosing regimens. We intend to distiis<linical
plans with the FDA including the number of clini¢ahls needed for each indication, and expectahainimum of
two years will be required for completion of anyddibnal clinical studies.

We have entered into a collaboration and commezatébn agreement with Forest Laboratories
Holdings Limited (Forest Laboratories) to co-deyesmd co-market faropenem medoxomil in the U.S.angk
Forest Laboratories are currently conducting a @haglacebo-controlled clinical trial for acuteacerbation of
chronic bronchitis for adult use. We are also depielg, together with Forest Laboratories, an acalitl formulatior
of faropenem medoxomil for the pediatric market anelcurrently conducting a Phase Il clinical ttiging a
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prototype oral liquid formulation among pediatratients with acute otitis media. We intend to cardu

Phase llI clinical trials using the oral liquid foulation of faropenem modoxomil following completiof Phase I
testing seeking clinical indications for the tweogest pediatric indications: acute otitis media and
tonsillitis/pharyngitis.

Our second product candidate is REP8839, whichrevelaveloping for topical use for skin and wound
infections and prevention of staphylococcus au8uswureus)nfections, including methicillin-resista®t aureus
(MRSA), in hospital settings. REP8839 is an inlibibf methionyl tRNA synthetase and, in pre-clihistadies, has
shown promising activity. We submitted to the FDdY investigational New Drug application, or INDy fihe
development of a REP8839/mupirocin combination pobéh May 2006 and commenced Phase | clinicalistuith
July 2006. Mupirocin is a successful topical anfective product and we believe the combinatioRBP8839 and
mupirocin may inhibit the development of bacter&distance to the product although we may initidéyelop
REP8839 as a standalone compound.

We are also pursuing the development of other nawilinfective products based on our own reseaffdrts.
We have developed assays that identify compouradsrthibit bacterial DNA replication. The compounday be
useful to treat bacterial infections. We have alslected from a proprietary library several potrdompounds for
development to treat infections in hospital settingused by clostridium difficileC. difficile) and are in advanced
pre-clinical testing.

We completed an initial public offering on JulyZ®06. In connection with our initial public offegnwe issue:
4,500,000 shares of common stock at an offeringepf $10 per common share. On August 2, 2006;dpralance
with the terms of our agreement with the underwsite the initial public offering, we sold an addital 506,000
common shares at $10 per share, representingial gercise of their over-allotment option. Indlugl the exercise
of the over-allotment option, we issued a totab @06,000 shares of common stock in our initialljgudfering.
Total proceeds received from the initial publicenfifig, including exercise of the over-allotmenbadition, were
$44.5 million, net of underwriters’ discount andesing costs.

We were incorporated on December 6, 2000 in DelawRrior to inception, we had not commenced any
significant activity to develop our technology. Oecember 6, 2000, an affiliated entity contributedain assets
and liabilities to us, which we recorded at thégtdrical cost at that time, and we commenced dgraknt activity.
Since our inception, we have focused on the imbBeeand acquisition of technology acquired as atgss research
and development, the selection of product candédatepre-clinical testing, and the manufacturelofical trial
materials. The majority of our activities have bé@esupport of the development of faropenem medadkand
REP8839. On February 10, 2006, upon entering intaollaboration and commercialization agreemeit \Wworest
Laboratories, we were no longer considered a devedmt stage company.

We have incurred significant operating losses smgenception on December 6, 2000, and, as of
September 30, 2006, we had an aggregate net I&of million and accumulated net loss attribigablcommon
stockholders of $109.0 million. We have generatedavenue from product sales to date. We have flinde
operations to date principally from the sale of securities and from payments by Forest Laboratareler our
collaboration and commercialization agreement. Wfeeet to continue to incur substantial operatirgsés for the
next several years as we pursue our clinical teatsresearch and development efforts.

Collaboration with Forest Laboratories

In February 2006, we entered into a collaboratioth @mmercialization agreement with Forest Laboiasao
be our exclusive partner for the development andketeg of faropenem medoxomil in the U.S. We geanforest
Laboratories a right of first refusal to extend tegitory to include Canada. We received an upifayment of
$50.0 million in February 2006 and $10.0 millionniilestone payments in March 2006 from Forest Latutes.
We may receive up to an additional $90.0 milliord@velopment milestones and $100.0 million in comuiad
milestones for both adult and pediatric indicatiombich will be reduced by $25.0 million if we exese our option
to directly market and promote faropenem medoxdonlediatricians on an exclusive basis. These toibes
payments are largely dependent on the acceptaradddfonal NDA filings, FDA approvals and achiegicertain
sales levels of adult and pediatric formulationsasbpenem medoxomil. Forest Laboratories will badk
faropenem medoxomil sales and pay us a co-promé&mrreimburse our marketing expenses and pay us
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royalties on all sales, milestones on approvaldgaalopment of the adult tablet and liquid orahfafations and,
provided we exercise our option to market faropenssdoxomil directly to pediatricians, a portiontioé
commercialization milestones. Product developmetivities under the agreement are a joint respdlitgibetween
us and Forest Laboratories, although Forest Labiestis responsible for a substantial portion@felopment
expenses. We maintain access to all data gendrated joint development efforts for use in terrigs outside the
U.S. Forest Laboratories have agreed to assumerrgifiity for supply chain management in the tery for
faropenem medoxomil. In 2006, Forest Laboratorigered into a direct relationship with Nippon Sadats sole
supplier of faropenem medoxomil drug substancee$idraboratories is responsible for sales and niagke
activities and associated costs, subject to thecesesof our co-promotion option.

Following regulatory approval of faropenem medoxpme would perform marketing and promotion actest
directed toward targeted specialists, such asmtug@logists (ear, nose and throat specialistsjh\Wispect to these
activities, Forest Laboratories will reimburse asdur sales force expenses incurred during theyeaeperiod pric
to commencement of these marketing and promotitiviies, up to a maximum amount as provided in our
agreement. For the five year period after commeecgmof such marketing and promotion activitiesdaling FDA
approval, Forest Laboratories will reimburse usdertain marketing and sample expenses (subject approved
annual budget) and for certain sales force expeAset sales force expenses during this perioce$td_aboratorie
will reimburse us for all of such expenses incumeadng the first two years after commencementwfroarketing
and promotion activities up to a maximum amourprasided in our agreement, and for the remainimgelyears
Forest Laboratories will reimburse us for suchs#&bece expenses up to a certain percentage ofdxémum
amount as provided in our agreement. We have ¢fint 1o retain the majority of the marketing margiefined as
net sales less cost of goods and marketing expeingesfaropenem medoxomil prescribed by pediairisi
provided we exercise this option at least six meihfore this formulation is submitted for reguigtapproval. If
the sales margin is negative, we will bear the nitgjof the losses in the period they are generdfede exercise
this option, we and Forest Laboratories will jojntletermine the product launch and marketing alithgestrategie:
for the oral liquid formulation of faropenem medaxb Further, if we exercise this option, Foresbbeatories will
extend us a $60.0 million line of credit to suppmst promotional efforts to pediatricians.

In accordance with our revenue recognition polmyuUp-front and milestone payments received under
collaboration and commercialization agreementshae recognized revenue for the payments recetvddte on a
straight-line basis over a period of 13.5 yearsciviis the period of estimated benefit to us. Thdront payment
and milestone payment received are non-refundsdéehave accounted for amounts received as reiminenrsts
from Forest Laboratories for research and developraed sales and marketing activities as revenhis. tfeatment
reflects our role as principal in these transactiohereby we are responsible for selecting vengersorming
significant duties and bearing credit risk.

Financial Operations Overview

Revenue. Our revenue consists of amounts earned undezadlaboration and commercialization agreement
relating to faropenem medoxomil with Forest Laboriats.

Research and Development Expengtesearch and development expense consists dsirohexpenses
incurred to acquire in-process research and dewedaopand to develop and test our product candidStash
expenses include:

« external research and development expenses, ingltigie costs of materials relating to our plieical studies
and clinical trials

« third party supplier, consultant and employee eslaxpenses, including compensation and ben
« license fees associated with acquirin-process research and development;

« facilities, depreciation and other allocated expsngvhich include direct and allocated expensesefu,
maintenance of facilities, information technolotahoratory and office supplies and depreciationagfital
assets used to research and develop our produtitiedes.
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In March 2004, we licensed all rights to faropemaedoxomil from Daiichi Asubio Pharma. Co. Ltd,, or
Daiichi Asubio, in the U.S. and Canada. In additie have the sole negotiation right to licenséhgights for the
rest of the world, except Japan. Faropenem meddxeasiin development at the time we entered ingdlittense
and we accounted for the license of the technobmggtcquired in-process research and developmenar®Via the
process of conducting a Phase 1l placebo-contitallmical trial using faropenem medoxomil to treatte
exacerbation of chronic bronchitis. We are alsodoeting a Phase 1l clinical trial of faropenem meaimil among
pediatric patients for treatment of acute otitiddlaausing an oral liquid formulation. To be accejpitethe pediatric
market, in addition to an excellent safety andceffi profile, an oral liquid formulation must hawéaste that is
acceptable to children. We are continuing develogm®rk to optimize the taste of our oral liquidrfailation of
faropenem medoxomil.

We acquired the worldwide rights to the methiofMNA synthetase inhibitor program from
GlaxoSmithKline PLC, or GSK, in June 2003 in exdaifor equity at an aggregate deemed fair value of
$5,000,000. Because this program was in pre-clitieaelopment at the time we acquired the worldwidhts, we
accounted for the acquisition as acquired in-precesearch and development in 2003. Using thisigetju
technology, we have continued the development opoaduct candidate REP8839 for the treatment iof akd
wound infections and eradication 8f aureusn the hospital setting. We filed an IND for REP888 combination
with mupirocin in the second quarter of 2006, anchmenced Phase | clinical testing of a REP8839/rouji
combination in July 2006. Under the terms of ourchase agreement we paid GSK $1.5 million in Juy@s2whict
was recorded as research and development expedsrar2006. Following this payment, we have ndaurt
financial obligations to GSK under this agreemetdted to REP8839.

Our current year research and development acBwtie significantly focused on the clinical develgnt of
faropenem medoxomil. We expect our research aneldgment expense to increase as we advance fampene
medoxomil, REP8839 and new product candidatesfimther clinical and pre-clinical development. We anable
to estimate with any certainty the costs we witiinin the continued development of faropenem medhulx
REP8839 and our other product candidates. We expecintinue to expand our research and developaetivities
relating to the clinical development of our prodoandidates and pre-clinical research of treatmiarttge anti-
infective area. If we acquire or in-license additibtechnologies or product candidates in the @dindr pre-clinical
development stage, we also expect to expand oeares and development activities to develop thesenologies
or product candidates.

Clinical development timelines, likelihood of susseand associated costs are uncertain and thexefigre
widely. Although we are currently focused primandly faropenem medoxomil for the treatment of comityen
acquired respiratory tract and skin infections hade commenced the clinical trials program for &al kiquid
formulation of faropenem medoxomil for treatmengotite otitis media in pediatric patients, we apéite that we
will make determinations as to which research aswktbpment projects to pursue and how much funttirdjrect
toward each project on an on-going basis in resptmthe guidance we receive through meetings DA
regarding each intended indication for faropenerdaremil and the scientific and clinical succesgath of our
product candidates.

Due to the risks inherent in the clinical trial pess, development completion dates and costs aryl v
significantly for each product candidate and affadilt to estimate. The lengthy regulatory approp@cess
requires substantial additional resources. Anyfaiby us to obtain, or any delay in obtainingutatpry approvals
for our product candidates could cause the costsiofesearch and development to increase andehmagerial
adverse effect on our results of operations. Waasbe certain when any cash flows from our curpeatiuct
candidates will commence.

Sales, General and Administrative Expensgales, general and administrative expense cqmiistipally of
compensation and related costs for personnel ioutixe, sales, marketing, corporate developmeggljdinance,
accounting and human resource functions. Othes sgémeral and administrative costs include prajassfees,
costs of insurance and market research.

Interest and Other Income, netnterest income consists of interest earned orcash and cash equivalents
short-term investments. Other income consists piiynaf amortization of premiums and discounts aedlized
gains on short-term investments. Other income apdrese also includes income or expenses associated
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with adjusting the value of our foreign currencyhdminated payables and our stock purchase wan@fag value.

Preferred Stock Dividends and Accretioreferred stock dividends and accretion consistsimulative but
undeclared dividends payable and accretion of iesiaosts on preferred stock. The issuance codtseesshares of
Series A, C and D redeemable convertible prefesteck were recorded as a reduction to the carrgmgunt of the
stock when issued, and accreted to preferred sadakly through July 31, 2014 by a charge to aoldéti paid-in
capital and loss attributable to common stockhaldgpon the closing of our initial public offerirgn July 3, 2006,
and the conversion of the preferred stock into comistock, the cumulative but unpaid dividends oneSeA, B, C
and D preferred stock totaling $17.8 million weegtled through issuance of 1,781,826 shares of camstock to
the holders of the preferred shares at the imtidllic offering price, and no further dividends autretion will be
recorded on this preferred stock.

Critical Accounting Policies and Estimates

This discussion and analysis of our financial ctadiand results of operations is based on ounfiizd
statements, which have been prepared in accordeititaccounting principles generally accepted mthS. The
preparation of these financial statements requise® make estimates and judgments that affecefharted
amounts of assets, liabilities, revenues, expemséselated disclosures. Actual results may diffem these
estimates. See Note 1 to our financial statemewtaded in our Form S-1 filed with the SEC for angaete
discussion of our significant accounting policies.

Revenue RecognitionWe generate revenue through research, licenBabomtion and commercialization
agreements. These agreements can contain muligpleerts, including non-refundable up-front feegrpents for
reimbursement of research and commercializatiotscosnrefundable payments associated with achieving pe
milestones, promotion fees based on marketing madgfined in our agreement with Forest Laborasaaied
royalties based on specified percentages of nelustcales.

In determining when to recognize revenue relatagptéront and milestone payments under these agretsm
we apply the revenue recognition criteria as oatiin EITF Issue 00-2Revenue Arrangements with Multiple
Deliverables(“EITF 00-21"). In applying these criteria, we cadesr a variety of factors to determine the appratgri
method of revenue recognition, including whetheraelements of the agreement are separable, whEtherents
received are subject to refund or forfeiture, whethere are determinable fair values and whetteetis a unique
earnings process associated with each elementaj@ement.

When a payment is specifically tied to a separatairgs process and the amount to be receiverad find
determinable, revenue is recognized when the pagbce obligation associated with the payment ispdeted.
Performance obligations typically consist of sigraht and substantive milestones. Revenues fromstoihe
payments may be considered separable from fundinge$earch, development or commercial activitesanse of
the uncertainty surrounding the achievement oftilestones. Accordingly, these payments could begerized as
revenue when the performance milestone is achiagatbscribed in EITF 00-21. In circumstances whereannot
identify a separate earnings process related tgp&mont or milestone payment, we record deferregmae and
recognize revenue ratably over the period of exguebenefit, which is generally the unexpired castttarm.

Revenues derived from reimbursement of expensags$aarch, development and commercial activitieeun
our collaboration and commercialization agreemargsrecorded in compliance with EITF Issue 99H&porting
Revenue Gross as Principal Versus Net as an AEITF 99-19). In accordance with the criteria ebtdhied by
EITF 99-19, in transactions where we act as pradcipith discretion to choose suppliers, bear ¢nésk and
perform a substantive part of the services, revéhoecorded at the gross amount of the reimburser@®sts
associated with these reimbursements are reflast@dcomponent of operating expenses in our statsroé
operations.

Under our agreement with Forest Laboratories edtite in February 2006, we have recorded theaihiti
$50 million upfront payment received in Februar@@@s deferred revenue and recognize this amoimtémenue
ratably over a 13.5 year period. In addition, weehand may continue to receive payments upon thiew@ment of
certain development and commercial milestones.fifsiemilestone was achieved and a payment of $illiom
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was received in March 2006. Due to this milestoai@dp achieved within one month of entering into the
collaboration and commercialization agreement Wwithest Laboratories, we could not identify a sefgaearnings
process related to this milestone payment andesx@gnizing revenue related to this payment oves §8ars, the
expected term of the agreement. In assessing th@mang milestone payments contemplated in oureageant with
Forest Laboratories we have reviewed the critenia€hievement of future milestones. Based onréhiew, we
believe that achievement is uncertain and depengent a number of factors which will involve sulmgtee effort.
We further believe that a unique earnings procasshleen identified for each of the remaining dgwalent and
commercial milestones, the amounts received wilixed and determinable and, therefore, we intenatognize
revenue related to these milestones upon achiewemen

We have received amounts from Forest Laboratogasimbursement for certain research and developame
expect to receive additional amounts as reimburaéfoe certain future research and developmentsabes and
marketing activities under our agreement. We belitsat, as it relates to these activities, we a¢ha principal,
performing a substantive part of the services tliyebaving the discretion to choose our supplard bearing all
credit risk associated with the performance oféhmdivities. We therefore have recorded these ats@s revenue
in accordance with our revenue recognition pol®ge Note 1 to our condensed financial statementadoe
information about our revenue recognition policies.

Stock-Based Compensatiolhrough December 31, 2005, we accounted for eyaplgtock options using the
intrinsic-value method in accordance with Accougti®rinciples Board (APB), Opinion No. 2&¢counting for
Stock Issued to Employegsinancial Accounting Standards Board (FASB), fiptetation No. 44Accounting for
Certain Transactions Involving Stock Compensatininterpretation of APB No. 25and related interpretations.
For periods prior to December 31, 2005, we havetmdbthe disclosure-only provisions of Statemerfinancial
Accounting Standards (SFAS) No. 128 counting for Stock-Based Compensatias amended.

Under APB No. 25, we recognized stock-based congtemsexpense, which is a non-cash charge, when we
issued employee stock option grants at exercisepthat, for financial reporting purposes, arevtekto be below
the estimated fair value of the underlying commimtls on the date of grant.

Effective January 1, 2006, we adopted StatemeRtr@incial Accounting Standards No. 123(Bhare-Based
Paymen(SFAS 123(R)), which requires compensation codtdae to share-based transactions, including ensgloy
stock options, to be recognized in the financialeshents based on fair value. SFAS 123(R) reviBés$S 23, as
amendedAccounting for Stock-Based CompensaffeRAS 123), and supersedes Accounting Principlesdo
(APB) Opinion No. 25Accounting for Stock Issued to Employg®8B 25). We adopted SFAS 123(R) using the
prospective method. Under this method, compensatishis recognized for all share-based paymeiaistgd
subsequent to December 31, 2005.

Deferred Tax Asset Valuation Allowancén establishing an allowance on the valuationwfdeferred tax
assets we are required to make significant estsratd judgments about our future operating red0lts.ability to
realize deferred tax assets depends on our fuanedle income as well as limitations on utilizatgimarily of net
operating losses and tax credits. We are requireelduce our deferred tax assets by a valuatiowaltice if it is
more likely than not that some portion or all of deferred tax asset will not be realized. As weehaistorically
incurred significant operating losses, it is diffiicto conclude with certainty that any of our dedel tax assets will
be realized. Accordingly, we have recorded a fallation allowance on our net deferred tax assete snception
due to uncertainties related to our ability to imateferred tax assets in the foreseeable fuBae.Note 10 to our
condensed financial statements.

Results of Operations

Three Months Ended September 30, 2006 and 2005

Revenue. Total revenue was $3.7 million for the third geaiof 2006, as compared to $0.2 million for thiect
quarter of 2005. The increase was due to revenoergted from our collaboration and commercializagagreemer
with Forest Laboratories, which we entered intd=ebruary 10, 2006. Revenue recognized during tine duarter
of 2006 includes $1.1 million of license revenwggresenting a portion of the upfront and milestoagments
totaling $60 million that is being recognized agemeue over the estimated period of performance of

32




Table of Contents

13.5 years, and $2.6 million of contract revenuefoded activities under our collaboration and owerncialization
agreement with Forest Laboratories.

Research and Development Expengtesearch and development expenses were $7.amfili the third
quarter of 2006, as compared to $7.1 million fer tird quarter of 2005. Research and developmamarelitures
made to advance our product candidates and otbeameh efforts during the quarters ended SepteBtheéx006 an
2005 were as follows:

Three Months Ended

September 30, Change
2006 2005 $ %
(in thousands)
Faropenem medoxorn $3,65: $5,87¢ $(2,224) (38)%
REP883¢ 1,94 1,05« 88¢ 84%
Other research and developm 1,58¢ 177 1,406 794%

$7,177 $7,101 $ 70 1%

Overall, research and development expenses fahittequarter of 2006 were consistent with thedljoarter
of 2005.

Costs incurred for the development of faropenemaxenhil were lower in the third quarter of 2006 ccargd
to the third quarter of 2005 primarily reflectingateased external clinical trial activity, whiclsu#ed in lower
external clinical trial costs of $1.9 million. Dag the third quarter of 2006 we continued to suppor ongoing
placebo controlled Phase lll trial among patienith wcute exacerbations of chronic bronchitis andRhase Il dos
ranging clinical trial among pediatric patientstwicute otitis media. During the third quarter 002, in addition to
the thorough QT study we incurred significant exétrclinical research organization expenses sujyprt
preparation of the NDA for faropenem medoxomil twas filed with the FDA in December 2005.

In the third quarter of 2006 costs to support oEPR839 program increased by $0.9 million compavetti¢
third quarter of 2005 following initiation of ouhBse | clinical trials program for this compounduly 2006.

General research and development costs increasgtl.é&ynillion for the third quarter of 2006 compaite the
third quarter of 2005. In this category, the cdshternal research and development personnel elatkd costs
increased by $0.6 million as we increased our rekegnd development personnel in support of exphnde
development activities specifically related to Quuifficile and DNA replication inhibition programs. Other
significant costs in support of these activitiediled external pre-clinical research, consulting Eboratory and
facility costs that increased by $0.5 million.

Research and development expenses are expectert¢ase during 2006 and in future periods as we:

» complete additional clinical trials in an effortgain approval from the FDA of faropenem medoxdimiltwo
to four adult indications

 advance our Phase lll placebo controlled clinigal for faropenem medoxomil in the treatment afitec
exacerbation of chronic bronchitis as well as addél clinical trials for faropenem medoxomil inudis;

» complete our Phase Il clinical trials for an orquid formulation of faropenem medoxomil among exdic
patients;

» advance our Phase | and Phase Il clinical trialfRi6P8839; an

» advance our development activities related to audifficile and DNA replication inhibitors prograrr

The amount and timing of the increased costs rlm®ur clinical trials is difficult to predict @uto the
detailed design of future trials, uncertainty irdrgrin the timing of clinical trial initiations arttie rate of patient
enrollment.

Selling, General and Administrative ExpenseZelling, general and administrative expenses %&r@ million
for the third quarter of 2006, as compared to $dillon for the third quarter of 2005. The increase
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was primarily due to increased personnel and rledsts of $1.5 million representing additionaffstaquired to
support our growing commercial organization and iaitrative and finance personnel, costs associattdinitial
adoption of SFAS 123(Rghare Based Paymendf $0.2 million, recruiting and relocation cosds, well as

$0.5 million in incremental legal, accounting, iresuce and other professional costs relating t@dmepliance
obligations associated with being a public compdfigrket research expenses also increased by $0idmi
principally related to market research associatill faropenem medoxomil and REP8839.

Sales, general and administrative costs are expéztiacrease as a result of increased compensaiiis, as
well as higher legal, accounting, insurance anérmpnofessional costs relating to the compliand&ations
associated with being a public company.

Interest and Other Income, neinterest and other income, net was $1.6 millantiie third quarter of 2006, as
compared to $27 thousand for the third quarter0862 The increase was primarily due to higher dzeesh and
short term investment balances available for inmgdbllowing the receipt of $60.0 million underrocollaboration
and commercialization agreement with Forest Lalovied in the first quarter of 2006 and $44.5 millia net
proceeds from our initial public offering in tharthquarter of 2006.

Comparison of Nine Months Ended September 30, 20@G6hd 2005

Revenue. Revenue was $10.6 million for the first nine nfenodf 2006 compared to $0.4 for the first nine
months of 2005. The increase was due to revenuergiea from our collaboration and commercializatgneemer
with Forest Laboratories which began in 2006. Rereerecognized during the first nine months of 2b@tudes
$2.8 million of license revenue, representing aiporof the upfront and milestone payments tota$6g million,
which is being recognized as revenue over the astdhperiod of performance of 13.5 years, and 8ill&n of
contract revenue for funded activity under ouralodiration and commercialization agreement with §tore
Laboratories. Revenue recognized in the first momths of 2005 consists solely of license reverareated from
a research and development project that was coetpiet2005.

Research and Development Expengtesearch and development expenses were $25i8mifidt the first nine
months of 2006, as compared to $18.2 million ferfirst nine months of 2005. Research and developme
expenditures made to advance our product candidatesther research efforts during the first nirmnths of 2006
and 2005 were as follows:

Nine Months Ended

September 30, Change
2006 2005 $ %
(in thousands)
Faropenem medoxon $14,51¢ $15,61¢ $(1,100 (M)%
REP883¢ 6,27¢ 2,12¢ 4,147 19 %
Other research and developm 4,497 437 4,05¢ 92&%

$25,280 $18,18: $7,10: _ 39%

Costs incurred for the development of faropenemaxenhil were lower in the first nine months of 2006
compared to the first nine months of 2005 primamdiffecting decreased internal and external clirtital activity of
$1.9 million offset by $1.1 million in additionakpense incurred under our February 2006 amendends
agreement with Daiichi Asubio upon acceptance ByRDA of the NDA for faropenem medoxomil filed in
December 2005. During the first nine months of 2@@6continued to support our ongoing placebo cdietto
Phase Il trial among patients with acute exacéshatof chronic bronchitis and our Phase Il doswirag clinical
trial among pediatric patients with acute otitisdiae During the first nine months of 2005, in agxditto the
thorough QT study we incurred significant exterclalical research organization expenses suppopiegaration of
the NDA for faropenem medoxomil that was filed wiitle FDA in December 2005.

In the first nine months of 2006, costs to suppart REP8839 program increased by $4.2 million caeghéo
the first nine months of 2005 following initiatiai our Phase | clinical trials program for this qomand in July
2006, which resulted in increased external clinidal costs of $0.9 million, external research apndsulting of
$0.4 million and internal personnel costs of $0illion. In 2006 we also incurred $1.5 million und®ur purchase
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agreement with GSK due upon filing of our IND relagtto REP8839 with the FDA. We have no furtheafinial
obligations due GSK under this agreement.

In the first nine months of 2006, general researwth development costs increased by $4.1 millionpzoed to
the first nine months of 2005. In this categoryste®f internal research and development persamtttelated cos
increased by $1.6 million as we increased our rekeand development personnel in support of ouaedpd
development activities specifically related to @udifficile and DNA replication inhibitors programs. Other cast
support of these activities, included external gieical research, consulting and laboratory aruiifg costs that
increased by $1.6 million.

Selling, General and Administrative ExpenseZelling, general and administrative expenses $&ré million
for the first nine months of 2006, as compared3d $nillion for the first nine months of 2005. Timerease was
primarily due to increased personnel and relatetisoof $3.7 million representing additional st&ffjuired to suppc
our growing commercial organization and administeafind finance personnel, costs of recruiting r@haicating
personnel, costs associated with the initial adopdf SFAS 123(R)Share-based Paymenof $0.5 million, as well
as $0.7 million in additional legal, accountingsumance and other professional costs relatinga@dmpliance
obligations associated with being a public compafigrket research expenses also increased by $0i@mi
principally related to market research associatill faropenem medoxomil and REP8839.

Interest and Other Income, neinterest and other income, net was $3.7 millantfie first nine months of
2006, as compared to $0.2 million for the firstexmonths of 2005. The increase was primarily duggher overall
cash available for investing following receipt &0 million under our collaboration and commeiizgtion
agreement with Forest Laboratories in the firstrtpraof 2006 and receipt of $44.5 million in nebpeeds from our
initial public offering completed in the third quer of 2006.

Liquidity and Capital Resources

As of September 30, 2006, we had a total of $184l®n in cash, cash equivalents and short-term
investments. We have incurred losses since ouptimre As of September 30, 2006, we had an accuediideficit
of $107.4 million. We have funded our operationglate principally from private placements of equiggurities an
convertible notes totaling $121.5 million, recedppayments from Forest Laboratories under oumbaliation and
commercialization agreement totaling $65.2 millaond from net proceeds received from our initiallfpubffering
of $44.5 million.

We completed an initial public offering of our commstock on July 3, 2006. In connection with tHieiing,
we issued 4,500,000 shares of common stock atfariraf price of $10 per share. On August 2, 200@&dcordance
with the terms of our agreement with the underusite the initial public offering, we sold an addital 506,000
common shares at $10 per share, representingial geercise of their over-allotment option. Indiugl the exercise
of the over-allotment option, we issued a totab ®06,000 shares of common stock in the initiallisutffering.
Total proceeds received from the initial publicenfifig, including exercise of the over-allotmenbadition, were
$44.5 million, net of underwriters’ discount andesing costs.

In October 2006, the FDA issued a non-approvaltterlér our NDA for faropenem medoxomil. Accorditg
the non-approvable letter, the FDA recommends éurttinical studies for all four indications thaere the subject
of the NDA including studies using superiority dgsfor the indications of acute bacterial sinusatisl acute
exacerbations of chronic bronchitis, additional ioigologic testing and consideration of alternatsidg regimens.
We and Forest Laboratories intend to discuss théeal plans with the FDA including the number dihical trials
needed for each indication, and expect that a mimirof two years will be required for completiontbé clinical
studies. We are currently evaluating the impaa BDA action will have on our liquidity and capitalsources
including costs of additional clinical trials, dgain product launch, postponements of milestorteragalty
payments, and the possible acceleration of cectaitingency obligations under our license and supgteements
as noted below.

In February 2006, we entered into a collaboratioth @mmercialization agreement with Forest Labai@sdor
the right to be our development and marketing artf faropenem medoxomil in the U.S. We also grdiforest
Laboratories a right of first refusal to extend tegitory to include Canada. Under our agreement,
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February 2006 we have received an up-front payme$50.0 million and in March 2006 we received a

$10.0 million development milestone payment fromeSb Laboratories. We may receive up to an addition
$190.0 million in development and commercial mibests for both adult and pediatric indications, wahidll be
reduced by $25.0 million if we exercise our opttordirectly market and promote faropenem medox@mutucts tc
pediatricians. These milestone payments are ladgghendent on the acceptance of additional NDAd#j FDA
approvals and achieving certain sales levels oft atha pediatric formulations of faropenem medoxomioduct
development activities under the agreement arearesponsibility between us and Forest Laboratoalthough
Forest Laboratories is responsible for the subistigndrtion of development expenses. Following tatpry
approval of faropenem medoxomil, we would perforarketing and promotion activities directed towarjeted
specialists, such as otolaryngologists, for whiehmill be reimbursed by Forest Laboratories up ta@lelthed limit:
for the one year period preceding the first proototctivities to occur following FDA approval. Rive following
five years, we will be reimbursed up to establislmits in accordance with our direct marketing amtling
activities. We have the right to retain the majodt the sales margin, defined as net sales lestsoé@oods and
marketing expense, from the oral liquid formulatafrfaropenem medoxomil prescribed by pediatricigmevided
we exercise this option at least six months betfoieformulation is submitted for regulatory appabuf we exercis
this option, we and Forest Laboratories will jojntletermine the product launch and marketing alithgestrategie:
for any approved pediatric formulation of faropenem@doxomil. Further, if we exercise this optionrési
Laboratories will extend us a $60.0 million lineasédit to support our promotional efforts to péxdcans.

In 2004, we entered into a license agreement witicbi Asubio to develop and commercialize faropane
medoxomil in the U.S. and Canada and we have tleenggotiation right to license such rights for thst of the
world except Japan. In consideration for the liegmge paid an initial license fee of $3.8 milliooneprising
$0.6 million paid in 2003 and $3.2 million paid2004. In December 2005, we recorded research arelagenent
expense for a milestone payable of $2.1 millioaéoordance with the terms of the license agreefodatving
submission of an NDA for faropenem medoxomil to Bfi®A in December 2005. In February 2006, in conjiamc
with our entering into the license agreement withelst Laboratories, this milestone payment wasased to
¥375 million (approximately $3.2 million as of Setieer 30, 2006). The increased milestone amounaweesunte:
for as research and development expense in 2006 thkenodified terms of the license were finalizédder the
modified license agreement we are further obligédefiture payments of (i) up to ¥375 million (appimately
$3.2 million as of September 30, 2006) upon infBIA approval of at least two respiratory indicasp
(i) ¥500 million (approximately $4.2 million as &eptember 30, 2006) upon a product launch andifiito
¥750 million (approximately $6.4 million as of Sepiieer 30, 2006) in subsequent milestone payments for
faropenem medoxomil. Additionally, we are respolesfbr royalty payments to Daiichi Asubio based npet sale
of faropenem medoxomil. The license term extendbédater of: (i) the expiration of the last tqpée of the
licensed patents owned or controlled by Daiichildiewr (ii) 12 years after the first commercial iah of
faropenem medoxomil. We have recorded payments thoadigte as research and development expense, as
faropenem medoxomil has not been approved by the FD

Under a supply agreement entered into in Decemb@4 Between Daiichi Asubio, Nippon Soda and usame
obligated to purchase, and Nippon Soda is obligetesdipply, all our commercial requirements of flm@penem
medoxomil active pharmaceutical ingredient. Dutting three years following placement of an initiatghase order
we are obligated to make certain annual minimuncipase commitments. If the full commercial launcteatayed,
we may be obligated for certain delay compensatiddippon Soda up to ¥280 million (approximately4sgillion
as of September 30, 2006) per year. In Septem!d @& supply agreement was amended concurrenthéth
execution of a new supply agreement between Fhegxiratories, Daiichi Asubio and Nippon Soda relgtio the
U.S. market for faropenem medoxomil. Under the atadrsupply agreement, certain of the Company’gabtins
with respect to purchase commitments, delay congiEmsand other matters are waived and deemedisditisy
Forest Laboratories pursuant to its agreement.Gdrapany’s supply agreement continues to apply doential
supply of Faropenem medoxomil for the Canadian etaténder the agreement with Forest Laboratori¢sred
into in February 2006, we are responsible for ahtydelay compensation that may accrue for anpg@ennding on
or prior to December 31, 2007. Thereafter, Foredtdratories will be responsible for any delay conga¢ion. Aftel
consideration of the agreement with Forest Laboiegpour maximum potential delay compensationgathion is
¥105 million ($0.9 million at September 30,
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2006). If we terminate the faropenem medoxomil peioy under certain circumstances we may be obtigate
reimburse Nippon Soda for up to ¥65 million (appneately $0.6 million as of September 30, 2006)ngiaeering
costs. Additionally, in accordance with an agreentetween Forest Laboratories and us signed in 802006, we
agreed to share equally in a cancellation fee eglple to Forest Laboratories in its agreement @afichi Asubio
and Nippon Soda Company such that in the evenfibrast Laboratories cancels its initial purchasteoof a
specified amount, we may incur a cancellation é¢aling ¥75 million (approximately $0.6 million September 30,
2006).

In April 2005, we entered into a supply agreemeniproduction of adult tablets of faropenem medoikavith
Tropon, which was amended as to certain terms ircMa006. Beginning in 2006, we are obligated t&ena
minimum purchases of Tropon’s product of €2.3 mil{approximately $2.9 million as of September 30,

2006) annually. If in any year we have not satisfize minimum purchase commitments, we are requargdy
Tropon the shortfall amount. Fifty percent (50%}iué shortfall amount, if applicable, may be crediagainst futu
drug product purchases. We are required to buyfalur requirements for adult oral faropenem medaxtablets
from Tropon until cumulative purchases exceed €#kom (approximately $27.9 million at September, 2006). If
the agreement is terminated, under certain circamests we may be obligated to pay up to €1.7 million
(approximately $2.2 million as of September 30,806 facility decontamination costs. In March 2086en the
agreement was amended, our obligations with respexdt purchase commitments and facility deconteation
costs were suspended and deemed satisfied by Eafemtatories pursuant to an agreement betweerohrapd
Forest Laboratories. Under our agreement with Edraisoratories, we remain responsible for only shgrtfall
amount in 2006 that may not be credited againstréutrug product purchases.

In June 2003, we acquired certain intellectual progpand supporting material from GSK in excharmyetlie
issuance of 4,000,000 shares of our Series B cobhepreferred stock at a fair value of $5.0 roifli The
acquisition was accounted for as a research arel@awent expense. In June 2006, we paid GSK $ll®mdue
upon filing of the IND for REP8839 under this agremt. We have no further financial obligations t8kGunder
this acquisition agreement.

We have not yet commercialized our product candilat generated any revenue from product sales. We
anticipate that we will continue to incur substahtiet losses in the next several years as we agweelr products,
conduct and complete clinical trials, pursue addai product candidates, expand our clinical dgwalent team an
corporate infrastructure and prepare for the p@kodmmercial launch of our product candidatesuding
faropenem medoxomil. We do not anticipate genegadiny product related revenue until we obtain Fparaval
for faropenem medoxomil and Forest Laboratorieadhes the product, which may not occur.

The pace and outcome of our clinical developmeogms and the progress of our discovery reseaotraor
are difficult to predict. These projects may requéeveral years and substantial expenditures tpletenand may
ultimately be unsuccessful. If we enter into aduiitl third party collaborations or acquire new prciccandidates,
the timing and amounts of any related licensindhdlsvs or expenses are likely to be highly varal#is a result,
we anticipate that our quarterly results will fluate for the foreseeable future. In the view dof trariability and of
our limited operating history, we believe that pdrto-period comparisons of our operating resuksnmt
meaningful and you should not rely on them as itilte of our future performance.

Based on the current status of our product devedmpand commercialization plans, we believe thatcouren
cash and cash equivalents, short-term investmiemigding received or made available under our collation
agreement with Forest Laboratories and interesteglaon these balances, will be sufficient to satisfr anticipated
cash needs for working capital and capital expenelitthrough at least the next 15 months. Thicéseof the
period in which our financial resources will be qdate to support operations is a forward-lookirgeshent and
involves risks, uncertainties and assumptions.&@twal results and the timing of selected eventg diféer
materially from those anticipated as a result ohynfactors, including but not limited to those dissed underRisk
Factors” below.
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Our future capital uses and requirements deperadrammber of factors, including but not limited e t
following:

« the rate of progress and cost of our pre-clinitadigs, clinical trials and other research and bigpraent
activities;

* the scope and number of clinical development asdareh programs we pursi
* the costs, timing and outcomes of regulatory apglsy

* the costs of establishing or contracting for mangeand sales capabilities, including the estahiisht of our
own sales force

« the extent to which we acquire o-license new products, technologies or busine!

« the costs of filing, prosecuting, defending andoecihg any patent claims and other intellectuapprty
rights; anc

« the terms and timing of any additional collaboratistrategic partnership or licensing agreemeiatsviie may
establish

If our available cash and cash equivalents, steont-investments, funding received or made availablder ou
collaboration agreement with Forest Laboratorietiaterest earned on these balances are insufficesatisfy our
liquidity requirements, or if we develop additiomaibducts or pursue additional applications for jprarducts or
conduct additional clinical trials beyond thosereuntly contemplated, we may seek to sell additieuglity or debt
securities or acquire an additional credit facilifhe sale of additional equity and debt securitiey result in
additional dilution to our stockholders. If we miadditional funds through the issuance of dehiriges, these
securities could have rights senior to those ofammmon stock and could contain covenants that dviastrict our
operations. We may require additional capital belyour currently forecasted amounts. Any such reguadditione
capital may not be available on reasonable terfnas all. If we are unable to obtain additionalditting, we may be
required to modify our planned research, develofirard commercialization strategy, which could adebr affect
our business.

Redeemable Convertible Preferred Stock

Our redeemable convertible preferred stock wasified on the balance sheet between liabilities and
stockholders’ equity (deficit) as the holders cf tledeemable convertible preferred stock had g to request
redemption in the future if certain classes of khadders voted in favor of such redemption. Oure€3eB
convertible preferred stock was also classifiedhenbalance sheet between liabilities and stoclkdisicgquity
(deficit) deficit as the holders of Series B coriNde preferred stock had certain rights in liquida. On July 3,
2006, all of our outstanding shares of preferredistvere converted into shares of common stockwwent with
the completion of an initial public offering andethedemption right and rights in liquidation teriied.

Recent Accounting Pronouncements

In July 2006, the FASB issued FASB Interpretatian Ki8,Accounting for Uncertainty in Income Taxes
(FIN 48). FIN 48 clarifies the accounting and repuay for income taxes recognized in accordance with
SFAS No. 109, ‘Accounting for Income Tax&8¢SFAS 109). This Interpretation prescribes a coghpnsive model
for the financial statement recognition, measurdiesentation and disclosure of uncertain taxipos taken or
expected to be taken in income tax returns. Theigioms of FIN 48 are effective as of the beginnifigour 2007
fiscal year. We are currently evaluating the impHdtIN 48.

In September 2006, the SEC issued Staff AccourBintetin No. 108,Considering the Effects of Prior Year
Misstatements when Quantifying Misstatements imédairY ear Financial Statemer, (SAB 108) to address
diversity in practice in quantifying financial statent misstatements. SAB 108 requires that we dyant
misstatements based on their impact on each dirmancial statements and related disclosures. S@®Bid effective
as of the end of our 2006 fiscal year, allowingha-time transitional cumulative effect adjustmentetained
earnings as of January 1, 2006 for errors that wetg@reviously deemed material, but are matenden
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the guidance in SAB 108. We are currently evalggtire impact of adopting SAB 108 on our financtatements
but do not believe it will have a material impantaur financial statements.

In September 2006, the FASB issued SFAS Fait, Value MeasurementéSFAS 157) which defines fair
value, establishes a framework for measuring faline, and expands disclosures about fair value unereents. Th
provisions of SFAS 157 are effective as of the beigig of our 2008 fiscal year. We are currentlyleating the
impact of adopting SFAS 157 on our financial staats.

ltem 3. Quantitative and Qualitative Disclosures About MakRisk

Our exposure to market risk is primarily limiteddor cash, cash equivalents, and marketable siesuite
have attempted to minimize risk by investing inlgydinancial instruments primarily money markeins, federal
agency notes, asset backed securities, corporbteseeurities and U.S. treasury notes, with noréydoaving an
effective duration in excess of one year. The pryntdojective of our investment activities is to geeve our capital
for the purpose of funding operations while atshee time maximizing the income we receive from our
investments without significantly increasing rika achieve these objectives, our investment palltyws us to
maintain a portfolio of cash equivalents and innvesits in a variety of marketable securities, initigd
U.S. government and mortgage backed securitieseynorarket funds and under certain circumstances,alive
financial instruments. Our cash and cash equivalestf September 30, 2006 included liquid monesketa
accounts. The securities in our investment podfatie classified as available-for-sale and heldvéturity and are,
due to their short-term nature, subject to minimsdrest rate risk.

Most of our transactions are conducted in U.S ads]lalthough we do have certain contractual otiiga and
conduct a number of clinical studies, and manufacactive pharmaceutical product with vendors ledaiutside
the United States. Some of these expenses arénpdi&. dollars, and some are paid in the locadifpr currency.
We currently hedge exposure to foreign currencgtflations on current and forecasted expenses deatediin
Japanese Yen. The risk that counterparties to eivative contracts will default and not settle @cling to the
terms of the agreements is a credit risk. Althotlgtse instruments are considered derivatives, ¢t@inomic risks
have historically been insignificant and managedhensame basis as risks of other securities wa hol

Item 4. Controls and Procedure

Evaluation of Disclosure Controls and ProcedureAs of the end of the period covered by this r&pmur
management, with the participation of our chiefatve officer and chief financial officer, evaledtthe
effectiveness of our disclosure controls and praoesi as defined in Rules 13a-15(e) and 15d-1f(#je Securitie
Exchange Act of 1934 (“Exchange Act”). Managemeabignizes that any controls and procedures, nentattv
well designed and operated, can provide only residerassurance of achieving their objectives anthigement
necessarily applies its judgment in evaluatingabstbenefit relationship of possible controls and pthres. Base
on the evaluation of our disclosure controls aratedures as of September 30, 2006, our chief exeanfficer anc
chief financial officer concluded that, as of suldte, the Compang’disclosure controls and procedures are effe
at providing reasonable assurance that all matefi@mation required to be included in our Exchart reports i
recorded, processed, summarized and reported withitime periods specified in Securities and Ergea
Commission’s rules and forms and that such infolonat accumulated and communicated to our managgme
including our chief executive officer and chiefdircial officer, as appropriate, to allow timely téans regarding
required disclosure.

Changes in Internal Controls over Financial Repogti No changes in our internal control over financial
reporting occurred during the period covered by @uarterly Report on Form 10{Qat have materially affected,
are reasonably likely to materially affect, oureimtal control over financial reporting.
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PART Il OTHER INFORMATION

Item 1. Legal Proceeding:

We are not currently a party to any legal procegslin

Item 1A. Risk Factors

You should carefully consider the risks describeldw, which we believe are the material risks af lousiness
Our business could be harmed by any of these ridlestrading price of our common stock could dectine to any
of these risks, and you may lose all or part ofryinuestment. In assessing these risks, you stadsddrefer to the
other information contained in our SEC filings, liding our financial statements and related nofedditional risks
and uncertainties not presently known to us or thatcurrently deem immaterial also may impair ousibess
operations. We are relying upon the safe harboralbforward-looking statements in this Report, ar such
statements made by or on behalf of the Companyuakfied by reference to the following cautionatatements,
as well as to those set forth elsewhere in thisoRep

Risks Related to our Business

We recently received a non-approvable letter frdme £DA for our NDA for faropenem medoxomil, our lea
product candidate, and we are currently evaluatingr development program for faropenem medoxomil ashal
not currently know if faropenem medoxomil will eveeceive regulatory approval, which is necessarydoe it
can be commercialized.

If we are not able to commercialize faropenem meduk we will not generate product related royalty
revenues for several years, if at all, and we negengenerate sufficient revenue to achieve anwisugrofitability.
We need approval from the FDA prior to marketing product candidates in the U.S. In December 20@5,
submitted our first NDA to the FDA for use of fampem medoxomil in four adult clinical indicatioms.October
2006, the FDA issued a non-approvable letter floioak indications in our NDA and recommended fertlelinical
studies and microbiologic evaluation for all indioas. We are in the early stages of determiningnaxt steps with
respect to our faropenem medoxomil developmentraragWe do not expect to make any decisions umiheve
met with the FDA in a post-action conference anascdted with our collaboration partner, Forest Lialbaries.
Further clinical development of faropenem medoxdorilany indications will require us to completedasbnal and
more extensive clinical trials, which will be cgstind time consuming. The amount and timing ofiticeeased
costs related to our clinical trials is difficudt predict due to the uncertainty inherent in tharig of clinical trial
initiations, the rate of patient enroliment and degailed design of future trials. However, we etghat a minimum
of two years will be required to complete additibclaical trials. Forest Laboratories may not agveith our
decision regarding further development of faropemesdoxomil which may lead to a dispute under our
collaboration agreement. If we continue our clihidavelopment program for faropenem medoxomil, vag mot
obtain necessary approvals from the FDA even iftoals demonstrate the effectiveness of faropenmedoxomil
for any indication. The data we collect from angigidnal clinical trials with larger patient poptilens may not
demonstrate sufficient safety and efficacy to suppgulatory approval of faropenem medoxomil, inieh case we
would experience potentially significant delaysanpe required to abandon, development of thalyrbcandidate.
If we continue our clinical development program faropenem medoxomil, we will have fewer resoutcedevote
to the research and development of other potgmtialuct candidates and development stage progtame.decide
to terminate any further development of faropeneadoxomil, we will be dependent upon the succesbebther
product candidates in our pipeline or other compsume may in-license and the size of the potentakets for
such other product candidates may not be as signifias the potential markets for faropenem meddxaihof our
other existing product candidates and developrtagesprograms are in Phase | clinical developmeptexlinical
development.

Even if we obtain FDA approval for faropenem meduoipit may not cover all of the clinical indicatis for
which we seek approval. Also, an approval mightaionsignificant limitations with respect to condits of use in
the form of narrow indications, incomplete activétgainst key bacterial pathogens, warnings, préexasior

40




Table of Contents

contraindications. We cannot predict if or when we miggtin seek regulatory review of faropenem medoxéon
any indication or of any of our other product caladés.

The FDA has substantial discretion in the apprgvatess and may either refuse to accept an appliciir
substantive review or may conclude after reviewwfdata that our application is insufficient ttoal approval of a
product candidate. If the FDA does not accept praye our application, it may require that we cartchdditional
clinical, pre-clinical or manufacturing validatistudies and submit that data before it will recdesbur
application. Depending on the extent of these grather studies, approval of any application thatsubmit may b
delayed by several years, or may require us torekpeore resources than we have available. It s@dssible that
additional studies, if performed and completed, matybe considered sufficient by the FDA to approue
application or any particular indication for whiale are seeking approval. If any of these outconcearpwe may
be forced to abandon our application for approwhich might cause us to cease operations.

Our lead product candidate, faropenem medoxonsl begn inicensed from another pharmaceutical comp
Daiichi Asubio Pharma Co., Ltd., or Daiichi Asub previous licensee, Bayer AG, or Bayer, completrinsive
pre-clinical studies and Phase Il and Phase hiddi trials for a particular dosage of faropenesdoxomil. We
may rely on some of the data from these gdngical studies and clinical trials in a futurepdipation or submission
the FDA for approval to market faropenem medoxo#uily problems with these previous pre-clinical $&sdr
clinical trials, including problems with the designstatistical analysis of such pre-clinical segdor clinical trials,
could cause our application for regulatory appragdie delayed or rejected, in which case we nmigled to condu
additional trials.

The type of trials that the FDA is recommending fearopenem medoxomil will be novel design without
historical formal guidance and may require alterniae dosing regimen.

The FDA indicated in its non-approvable letter fthaecommends conducting additional large-scaladdl
trials at alternate doses for all indications cedeoy our NDA, including superiority designed sasgjiwhich will be
costly, difficult and time consuming to conduct! Afficacy studies upon which our NDA was basedendgsigned
as non-inferiority studies. In addition, dosagesdiis these studies were determined by the pdensee of
faropenem medoxomil, Bayer. Historically, the FD#ddoreign regulatory authorities have not requsageriority
studies, such as placebo-controlled clinical tritds approval of antibiotics but instead haveadlon norinferiority
studies. In a non-inferiority study, a drug cantida compared with an approved antibiotic andustibe shown
that the drug product candidate is not less effedtian the approved treatment. In a superioritghsta drug
candidate is compared either with an approved ititiireatment or placebo and it must be showntte@drug
candidate is more effective than the approvedrreat or placebo, as the case may be. Althoughiteas
indicated that superiority designed trials willfeguired for some indications, there is no exisfiorgnal guidance
on the design of these studies and we are uncextéiis time as to exactly what types of trialfl v required.

Conducting placebo-controlled trials for antibistizan be time consuming and expensive and carffimildito
complete. Institutional review boards may not gigyproval for placebeentrolled trials because of ethical conci
about denying some participating patients acceasyantibiotic therapy during the course of thal.tit may be
difficult to enroll patients in placebo-controll&tals even if institutional review board approisgbbtained because
certain patients would receive no therapy. Althoughare currently conducting a placebo-controltéd for acute
exacerbation of chronic bronchitis, we have not pleted any placebo-controlled trials for faropermaadoxomil
for any indications. We may not be able to showatigtically significant advantage over placeb@woother control
treatment in any trials that we are able to conapl€hese factors could delay for several yeardtonately prevent
commercialization of faropenem medoxomil for angigations for which the FDA requires superioritysigmed
trials. Demonstration of superiority of a drug calade over an approved antibiotic is likely to b#ficult and
require a large number of patients because clisieatess rates for most approved antibiotics tibaidvserve as
appropriate comparisons are high, typically 70%9Q0&6.

If we and Forest Laboratories agree, after disonssith the FDA, to pursue additional clinical tsdn an
effort to gain approval from the FDA of faropeneradoxomil, then our ongoing development programs for
faropenem medoxomil will be lengthy and expensivee amount of time and cost associated with thréele tire
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difficult to predict due to the uncertainty inherémthe timing of clinical trial initiations, theate of patient
enrollment and details of future trial designsatidition, the guidance we receive from the FDAutufe meetings
with them will influence the number, size and dimabf planned and unplanned trials. Even if clhitials show
our product candidates to be safe and effectiteeating their target conditions, we do not exgedie able to
record commercial sales of any of our product adaueis for at least two or three years. Even if aredact these
trials in accordance with FDA recommendations attdeve protocol defined end points, faropenem medulx
may not be approved.

Further delays in clinical testing or approval codlresult in increased costs to us and delay ourligpio
generate revenue.

We may experience delays in clinical testing of praduct candidates, including with respect to eimical
trials that may be conducted by Forest Laborato¥és do not know whether planned clinical trial$l Wwegin on
time, will need to be redesigned or will be com@tebn schedule, if at all. Clinical trials can leayed for a variety
of reasons, including delays in obtaining regulaggproval to commence a trial, in reaching agregroe
acceptable clinical trial terms with prospectiviesj in obtaining institutional review board or mtry of health
approval at each site or country in which we seetonduct clinical trials, in recruiting patientsgarticipate in a
trial, or in obtaining sufficient supplies of claal trial materials. Many factors affect patientaiment, including
the size and nature of the patient populationptiogimity of patients to clinical sites, the elidity criteria for the
trial, the design of the clinical trial, competinbnical trials, clinicians’ and patients’ percepts as to the potential
advantages of the drug being studied in relatiasthher available therapies, including any new dithgs may be
approved for the indications we are investigatamy] whether the clinical trial design involves camgon to
placebo. Our antibiotics treat bacterial infectiarisich tend to be seasonal in nature. As a reduitng certain time
of the year, it is difficult to find patients tom in our trials. Prescribing physicians would@aface ethical issues
associated with enrolling patients in clinical isiaf our product candidates over existing antibgthat have
established safety and efficacy profiles or in ptaw-controlled trials. These ethical issues magusn more
pronounced in conducting clinical trials of antitiés in children. Any delays in completing our adial trials will
increase our costs, slow down our product developrmed approval process and delay our ability twegate
revenue or seek approval of faropenem medoxomil.

The success of faropenem medoxomil depends heavilpur collaboration with Forest Laboratories, whic
was established only in February 2006 and invohaesomplex sharing of decisions, responsibilitiessts and
benefits. Any loss of Forest Laboratories as a e, or any adverse developments in the collabaratiwould
materially harm our business.

In February 2006, we entered into a collaboratigre@ament with Forest Laboratories to develop and
commercialize faropenem medoxomil. We have graktedst Laboratories an exclusive sublicense for the
development and sale of faropenem medoxomil fanditations in the U.S. We have also granted Rores
Laboratories a right of first refusal to extend tegitory to include Canada. In connection witisthgreement,
Forest Laboratories paid us a non-refundable, mediable license fee of $50 million and in Mard08 we
received a $10.0 million development milestone paymThe agreement contemplates up to an additional
$190.0 million in development and commercial midests for both adult and pediatric indications, vahidll be
reduced by $25.0 million if we exercise our opttordirectly market and promote faropenem medox@matucts tc
pediatricians. These milestone payments are ladgghendent on the acceptance of additional NDAd#j FDA
approvals and achieving certain sales levels oft atha pediatric formulations of faropenem medoxomi

In October 2006, the FDA issued a non-approvaltierlér our NDA for faropenem medoxomil,
recommending further clinical studies for all fondications that were the subject of the NDA. Wd &orest
Laboratories intend to discuss the clinical platith the FDA. Product development activities under agreement
are a joint responsibility between us and Forebsbratories with Forest Laboratories being respdaddr the
substantial portion of development expenses. Aljhowe share decision-making authority with respethe
development of faropenem medoxomil through a jdetelopment committee on which we and Forest Laboes
have equal representation, decisions require urarsrapproval of the committee or mutual agreemettden our
respective Chief Executive Officers, which meanswed the approval of Forest Laboratories before

42




Table of Contents

any final decisions can be made. Forest Laboraonigy not agree with our decision regarding furtfemelopment
of faropenem medoxomil which may lead to a dispuriger our collaboration agreement and cause signifidelay
in the development of faropenem medoxomil. We Hawigéed control over the amount and timing of resms that
Forest Laboratories will dedicate to the developtnapproval and marketing of faropenem medoxomis. & not
have a significant history of working together withrest Laboratories and we cannot guarantee tirasF
Laboratories will not reduce or curtail its effottsdevelop faropenem medoxomil, because of chaingesresearc
and development budget, its internal developmaentipies, the success or failure of its other pretdtandidates or
other factors affecting its business prioritieoperations. If Forest Laboratories is unwillingaother develop or
commercialize faropenem medoxomil, or experienagsficant delays in doing so, our business willrbaterially
harmed.

All of our recent revenue consists of amounts edtneler our collaboration and commercializatioreagrent
relating to faropenem medoxomil with Forest Labarigs. Due to the recent FDA non-approval letteroiar NDA
for faropenem medoxomil, our prospects for neantiriture milestone revenues are substantially dairegiven th
postponement of our ability to achieve various dtigwment and commercial milestones under the Forest
Laboratories collaboration agreement.

Forest Laboratories may also terminate our agreeaopam 90 dayshotice in the event that Forest Laborato
reasonably determines the development programateiassues of safety or efficacy that are likelprevent or
significantly delay the filing or approval of an MOor faropenem medoxomil or to result in labelimgindications
that would significantly adversely affect the madikg of any product developed under the agreententhermore,
Forest Laboratories may terminate our collaboragigreement upon our material breach of the colktimor
agreement or our bankruptcy. If the collaboratigreament is terminated in whole or in part and veeumable to
enter into similar arrangements with other collabors, our business would be materially and adieeséected.

Forest Laboratories may also attempt to renegodiatevisit terms or arrangements currently prodiéte in
our agreement. Under our existing collaboratioreagrent, Forest Laboratories is responsible forifughd
substantial portion of the continued developmerfacdpenem medoxomil, including clinical trials aregdjulatory
approval. Also, the agreement contemplates up tdditional $190.0 million in development and comeied
milestones. These and other material terms invglaitomplex sharing of decisions, responsibilitiests and
benefits, as well as royalties and co-promotiompayts, may be the subject of renegotiation, whialy nesult in
modifications adverse to our interests and makedfaboration arrangement less advantageous to us.

We are subject to a number of additional risks @ssed with our dependence on our collaboratiom Wibrest
Laboratories, including:

» We and Forest Laboratories could disagree as telolement plans, including clinical trials or regoly
approval strategy, or as to which additional intiaas for faropenem medoxomil should be pursuedpDies
regarding the collaboration agreement that delagroninate the development, commercialization oeig of
regulatory approvals of faropenem medoxomil wowddni our business and could result in significant
litigation or arbitration

* Forest Laboratories could fail to devote sufficiszrources to the development, approval, commeraiain,
or marketing and distribution of faropenem medoxXoniter the time periods stated in the collabarati
agreement, Forest Laboratories could shift itsaxede development and commercialization resoucestter
product opportunities including those that mighttbenpetitive with faropenem medoxon

* Forest Laboratories could fail to effectively maeadig manufacturing relationships with its supptér
faropenem medoxomil tablets, Tropon GmbH, or Tromurwith its supplier of faropenem medoxomil drug
substance, Nippon Soda Co., Ltd., or Nippon Sodeedt Laboratories is contractually bound to puseheail
of its tablet requirements and drug substance reagnts from Tropon and Nippon Soda, respectiwelpjec
to certain exceptions. However, if our agreemetth Wbrest Laboratories terminates for any readwm the
Tropon and Nippon Soda obligations will revert dthgto us.
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We do not currently have the resources necessatguelop and market faropenem medoxomil on our dfvn.
either we or Forest Laboratories do not performrespective obligations under, or devote sufficiesburces to,
our collaboration, or if we and Forest Laboratodesnot work effectively together, faropenem meduokanay not
be successfully commercialized. If our collabonatieere to be terminated, we would need to estahlisalternativi
collaboration and may not be able to do so on dabépterms or at all.

We have broad discretion over the use and allocatid our resources and we may allocate our resowgde
ways that our stockholders may not approve.

Our board of directors and management has broacetiisn as to how to use and allocate our resowcdsve
may focus or allocate our resources in ways witiclwvbur stockholders may not agree. Accordingly yall need
to rely on our judgment with respect to the usewfresources and you will not have the opportuagtyart of your
investment decision to assess whether they arg lnsied or allocated appropriately. Based on thentdeDA non-
approvable letter for our NDA for faropenem medoXdpme are in the early stages of determining cextrsteps
with respect to our faropenem medoxomil developrpeogram and we do not expect to make any decisiotis
we have met with the FDA in a post-action confeesand consulted with our collaboration partnergsor
Laboratories. We may use resources to acquire-lizeanse additional pre-clinical, clinical or appeal products.
The result of these activities may represent nedviantertain drug development and business strategtéch may
result in the expenditure of substantial resount&gays that are not certain to improve and mayrhaur operating
results.

We are at an early stage of development as a corgpaiith limited sources of revenue, and we may rreve
become profitable.

We are a biopharmaceutical company that emerged the development stage in February 2006 and have a
limited operating history. Currently, we have nogucts approved for commercial sale and, to datehave not
generated any revenue from product sales. Outyatiligenerate revenue depends heavily on:

« obtaining U.S. and foreign regulatory approvalsdor lead product candidate, faropenem medoxc
» successfully developing and securing regulatory@gg for our product candidate, REP8839;
« successfully commercializing any product candid&desvhich we receive FDA approv:

Our existing product candidates will require extemsdditional clinical evaluation, regulatory appal,
significant marketing efforts and substantial inwesnt before they can provide us with any revetfuge do not
receive regulatory approval for and successfullpeercialize faropenem medoxomil, we will be unablgenerat
any royalty revenue from product sales for manyggéat all. If we are unable to generate revemewill not
become profitable, and we may be unable to contiue@perations.

We have incurred significant operating losses sirineeption and anticipate that we will incur contired losses
for the foreseeable future.

We have experienced significant operating lossasespur inception in 2000. At September 30, 2006 had a
accumulated deficit of approximately $107.4 millidde have generated no revenue from product saléate. We
have funded our operations to date principally fitbe sale of our securities and from payments brg$to
Laboratories under our collaboration agreement. oube recent FDA non-approval letter for our NE&
faropenem medoxomil, our prospects for near tetréurevenues are substantially uncertain given the
postponement of our ability to achieve various dtigwment and commercial milestones under the Forest
Laboratories collaboration agreement. We expecbttinue to incur substantial additional operatogses for the
next several years as we pursue our clinical teatsresearch and development efforts. Because afimerous
risks and uncertainties associated with developimdjcommercializing antibiotics, we are unableredjzt the
extent of any future losses. We may never havesgmjficant future revenue or become profitable.
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If we fail to obtain additional financing, we mayeéunable to complete the development and commeimatibn
of faropenem medoxomil and other product candidates continue our research and development programs

Our operations have consumed substantial amoumtsbf since inception. We currently expect to spend
substantial amounts to:

» complete the clinical development of faropenem medul and REP883¢
« license or acquire additional product candide

* launch and commercialize any product candidates/fich we receive regulatory approval, includinglding
our own sales force to address certain markets

« continue our research and development progr

We do not expect that our current capital resouwgkde sufficient to fund the completion of deapment of
our faropenem medoxomil and REP8839 product catelidend any product candidates generated from our
discovery research program. To date, our sourceassf have been limited primarily to the proceedshfthe sale ¢
our securities and payments by Forest Laboratanesr our collaboration agreement. Due to the iteeBA non-
approval letter for our NDA for faropenem medoxqroilir prospects for near term additional proceeats that
collaboration are substantially uncertain givengbstponement of our ability to achieve variousedepment and
commercial milestones under the Forest Laboratooéaboration agreement. We currently intend te asr cash
and cash equivalents, short-term investments, figndiceived or made available under our collabonadigreement
with Forest Laboratories and interest earned osetlvalances toward the funding necessary to suppoplanned
activities. If the funds provided by these souraesinsufficient to satisfy our future capital nggdr if we develop,
in-license or acquire additional products or pradiandidates or pursue additional applicationsforproduct
candidates, we may seek to sell additional equityett securities. We cannot be certain that aatditifunding will
be available on acceptable terms, or at all. Tettient that we raise additional funds by issuiggity securities,
our stockholders may experience significant dilutiny debt financing, if available, may involvestective
covenants, such as limitations on our ability truinadditional indebtedness, limitations on outighio acquire or
license intellectual property rights and other agieg restrictions that could adversely impact alitity to conduct
our business. If we are unable to raise additioapltal when required or on acceptable terms, we mae to
significantly delay, scale back or discontinue diegelopment and/or commercialization of one or nudreur
product candidates. We also may be required to:

« seek collaborators for our product candidates ataalier stage than otherwise would be desiralbdiecanterm
that are less favorable than might otherwise bdable; and

* relinquish or license on unfavorable terms ourtsgh technologies or product candidates that Wweretise
would seek to develop or commercialize oursel

We may experience significant delays in the launachfaropenem medoxomil for commercialization, whidh
turn could delay or prevent us from generating sifjoant royalty revenues from the sale of faropenem
medoxomil products.

We could experience potentially significant delaythe commercial launch of faropenem medoxomil thue
many factors, such as:

« if any FDA approval of faropenem medoxomil doesinotude approvals for at least two commerciallgble
respiratory indications, which must include bojha@ute sinusitis and (ii) either community-acqdire
pneumonia or acute exacerbation of chronic broissttr partner, Forest Laboratories Holdings Lédijtor
Forest Laboratories, has the contractual rightelaydlaunch of faropenem medoxomil following sucttial
FDA approval;

« if any FDA approval of faropenem medoxomil doesinotude approval of faropenem medoxomil having at
least an 18 month sh-life, then Forest Laboratories has the contraaigat to delay launch of faropene
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medoxomil following such initial FDA approval unsufficient supplies of faropenem medoxomil havatg
least an 18 month shelife are available

« if the FDA's inspections of the manufacturing fées for faropenem medoxomil drug substance or
faropenem medoxomil tablets or the proposed paokegperations for faropenem medoxomil productsakve
problems with the manufacturer or the manufactariilities, then the FDA may impose restrictioms
operations, including new manufacturing requireragwhich would be costly and time consuming andiire
further FDA review and approval; al

« the supply chain for faropenem medoxomil for th&.Unarket is a complex process with highly intavact
components consisting of the manufacture of farepemedoxomil drug substance, the manufacture of
faropenem medoxomil tablets, the packaging anditabef faropenem medoxomil, and the distributiarthie
U.S. We rely on third parties for each of theséviis, including management of the supply cha&iny
failure in the complex execution that would infleerthe ability to establish or manage these matwiag,
packaging and distribution relationships in an&ffe or timely manner could prevent us from achigwor
maintaining market acceptance of faropenem meddx

Any one or a combination of these events couldiagmtly delay or prevent our ability to commeicia
faropenem medoxomil. If we are not successful mcercializing faropenem medoxomil, or are signifita
delayed in doing so, our business will be matsriadrmed.

The commercial success of our product candidateB e¢pend upon attaining significant market accepige of
these products among physicians, patients, healihecpayors and the medical community.

None of our product candidates has been commerethfor any indication. Even if approved for sajetie
appropriate regulatory authorities, physicians matyprescribe our product candidates, in which gasevould not
generate revenue or become profitable. Market @aanep of our lead product candidate, faropenem rwdih, and
any future product candidates by physicians, heatthpayors and patients will depend on a numbtacbérs,
including:

* the clinical indications for which the product cédate is approvec

* acceptance by physicians and patients of each predudidate as a safe and effective treatn
* perceived advantages over alternative treatm

* the cost of treatment in relation to alternativatments, including numerous generic antibio

« the extent to which the product candidate is apgader inclusion on formularies of hospitals ancdhianged
care organization:

« the extent to which bacteria develop resistant¢bdgroduct candidate, thereby limiting its effigae treating
or managing infection:

» whether the product candidate is designated urtdesigian treatment guidelines as a first-line tpgrar as a
seconr or thirc-line therapy for particular infection

« the availability of adequate reimbursement by tipiadties;
* relative convenience and ease of administratiod;
« prevalence and severity of side effe:

Even if faropenem medoxomil ultimately obtains degory approval, many of the above factors may be
adversely impacted by the historical difficultyalftaining any such approval and may create a negpérception
among physicians and healthcare payors of the éalyes or efficacy of faropenem medoxomil.
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If our product candidates are unable to competeesftively with generic and branded antibiotics, our
commercial opportunity will be reduced or eliminate

If approved, our lead product candidate, faropenmadoxomil, will compete against both generic arehded
community antibiotic therapies. The market for spobducts is very competitive and includes gengraciucts,
such as amoxicillin/clavulanate, and establisheshtéed products, such as Omnicef, Zithromax, Keteklaevaquir
which are marketed by major pharmaceutical comgasaik of which have significantly greater finarigi@sources
and expertise in research and development, prealitesting, conducting clinical trials, obtaininggulatory
approvals, manufacturing and marketing approvedyets than we do. Smaller or early-stage companassalso
prove to be significant competitors, particulabyaugh collaborative arrangements with large, distadd
companies.

Over the next several years, our products will fmcge competition in the form of generic versiohd@nded
products of competitors that will lose their patertlusivity. Many of the currently branded antiie will be sold
as generics before we expect to be able to comatlgraunch faropenem medoxomil. Generic antibittierapies
typically are sold at lower prices than brandedbémtics and are preferred by managed care prosidEhealth
services. As a result, managed care may placeeliffeonstraints on formulary status and reimbuesgrat the tim
we expect to be able to commercially launch farepemedoxomil. If we are unable to demonstrate ysighans
that, based on experience, clinical data, sideceffeofiles and other factors, our products ardgpable to these
generic antibiotic therapies, we may have limitedenue potential due to formulary status. Our coroiak
opportunity will also be reduced or eliminated ufr@ompetitors develop and commercialize generiaranded
antibiotics that are safer, more effective, hawesfeside effects or are less expensive than outymtacandidates.

Daiichi Asubio owns a portfolio of patents relatedaropenem compounds, including the faropeneramar
compound, faropenem medoxomil and other faropenearpgs. We have licensed from Daiichi Asubio théepts
to faropenem medoxomil and other faropenem prodrTigese patents may not prevent competitors fromeldping
other faropenem drugs that are not covered by Hielid Asubio patents. Beginning in 2008, when Eragichi
Asubio patents related to the faropenem parent oomg expire, competitors may submit NDAs seekingrayal of
antibiotics containing the faropenem parent compaamthe active ingredient. These applications évbalve to
contain full reports of safety and efficacy datadacted by or for the applicants and could notiy way rely upon
the safety and efficacy data utilized in the appt@f faropenem medoxomil. In addition, as earlyaas years after
the approval of the faropenem medoxomil NDA, contpet could also file NDAs seeking approval of faeoem
drugs that would likely require the applicant tandact clinical trials in order to bring the prodectmarket in the
U.S., though the FDA may allow the applicant tg iiel part on the FDA's prior findings of safety aafficacy of
faropenem medoxomil.

We have limited manufacturing capabilities and wdepend on third parties to manufacture faropenem
medoxomil and future products. If these manufactusefail to meet our or Forest Laboratories’ requingents
and strict regulatory standards, we may be unaldedevelop or commercialize our products.

We do not have the capability to manufacture concrabquantities of faropenem medoxomil drug substari
we and our partner Forest Laboratories decide tsyguadditional large scale clinical trials fordpenem
medoxomil or if our other product candidates adesinto full scale clinical trials, we may not hawe capability to
manufacture quantities of faropenem medoxomil ehsather product candidates for our clinical tridige
originally engaged Nippon Soda and Tropon as oler sgppliers of faropenem medoxomil drug substamek
faropenem medoxomil tablets, respectively. Purstatite terms of our collaboration agreement witheSt
Laboratories, Forest Laboratories agreed to assesmnsibility for supply chain management for pamoem
medoxomil and has entered into a direct relatignshih both Nippon Soda and Tropon as its sole seippf
faropenem medoxomil drug substance. However, ifagmeement with Forest Laboratories terminatesufigr
reason, then the Nippon Soda and Tropon obligatiohsevert directly to us. We and Forest Laboras are
contractually bound to purchase all of our requiata from these parties and we expect Nippon Soedd eopon
will be our and Forest Laboratories’ sole suppl@fréaropenem medoxomil drug substance and tafdethe
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foreseeable future. Nippon Soda and Tropon mayibetie these supply agreements for a number of neaso
such as:

« an uncured material breach of the supply agreeimeuns;
« our liquidation or insolvency; ¢

« in some circumstances, following a change of con

Tropon and Nippon Soda will be subject to ongoirggalic unannounced inspections by the FDA and
corresponding state agencies for compliance wittdgnanufacturing practices regulations, or cGMRd, similar
foreign standards. Neither we nor Forest Laborasdnas control over compliance by Tropon and Nigpoda with
these regulations and standards.

Nippon Soda has only a single facility located ihdhgi, Japan that can readily manufacture comrakrci
guantities of faropenem medoxomil. If that faciltyere to be damaged or destroyed, we would haveadily
available source of supply. Nippon Soda has nomartufactured faropenem medoxomil at commercidésmaa
consistent basis, nor has Nippon Soda completechémufacturing process validations that are patti@fegulator
requirements prior to obtaining marketing apprdeafaropenem medoxomil.

Reliance on a third party manufacturer entailssrigkwhich we would not be subject if we manufaetur
products ourselves, including:

« reliance on the third party for regulatory comptiarand quality assuranc

« delays or failure to manufacture sufficient quaesineeded for clinical trials in accordance witih o
specifications or to deliver such quantities ondhges we require

» the possible breach of the manufacturing agreeimettte third party because of factors beyond our
control; anc

* the possibility of termination or non-renewal oétagreement by the third party because of our hreathe
manufacturing agreement or based on its own busiméarities, and the non-approvable letter we mége
received from the FDA for our NDA for faropenem rogdmil may adversely influence the business pies
of our current supplier:

Any of these factors could cause delay or susperwiglinical trials, regulatory submissions, regdi
approvals or commercialization of faropenem medakand our other product candidates under developnoaus
us to incur higher costs and could prevent us ftommercializing our product candidates successflfllye obtain
regulatory approval for faropenem medoxomil andaantract manufacturers fail to deliver the reqdicemmercis
guantities of bulk drug substance or finished podun a timely basis and at commercially reasonphiées and we
are unable to find one or more replacement manufaiet capable of production at a substantially\eent cost, in
substantially equivalent volumes and quality, ancgdimely basis, we would likely be unable to naetand for
faropenem medoxomil and we would lose potentiaénere. It may take several years to establish amaltive
source of supply for faropenem medoxomil and toehavy such new source approved by the FDA, especial
because faropenem medoxomil requires dedicated fangtating facilities.

If the FDA does not approve Nippon Soda’s facilitye may be unable to develop or commercialize famgm
medoxomil.

We rely on Nippon Soda to manufacture faropenemaxauiil drug substance and currently have no plans t
develop our own manufacturing facility. The faddit used by our contract manufacturer to manufaaiur product
candidates must be approved by the FDA. Nippon ‘Sddeility has undergone its initial inspection the FDA as
part of the faropenem medoxomil NDA review. Thd fabults of this review are unknown at this tinta@ugh no
483 observations were noted by the FDA site ingpetftNippon Soda cannot successfully manufactoeterial
that conforms to our specifications and strict tagury requirements, Nippon Soda will not be ablenaintain FDA
approval for its manufacturing facility. If the FDdoes not maintain approval of this facility foetmanufacture of
faropenem medoxomil, we and Forest Laboratories megyl to find alternative manufacturing facilitiedich
would result in significant delay of up to seveyahrs in obtaining approval for and
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manufacturing faropenem medoxomil. In addition, comtract manufacturer will be subject to ongoiegiqdic
unannounced inspections by the FDA and correspgratate and foreign agencies for compliance witMe& and
similar regulatory requirements. These regulatiomeer all aspects of the manufacturing, testinglitgucontrol anc
record keeping relating to our product candidatés.do not have control over Nippon Saslabmpliance with the:
regulations and standards. Failure by Nippon Sod®mply with applicable regulations could resnlsanctions
being imposed on us, including fines, injuncticeisil penalties, failure to grant approval to mérker product
candidates, delays, suspension or withdrawals mfosals, operating restrictions and criminal pregiens, any of
which could significantly and adversely affect duisiness. In addition, we have no control over Mipgoda’s
ability to maintain adequate quality control, gtiaissurance and qualified personnel. Failure contract
manufacturer to comply with or maintain any of #aetandards could adversely affect our abilitydwedop, obtain
regulatory approval for or market our product cdatis.

The success of our current business strategy wapdnd in part on our ability to obtain FDA approvaf
faropenem medoxomil for pediatric use and, if FDAvproval is obtained, to successfully market an oliglid
formulation for the pediatric market.

The development of faropenem medoxomil for pediatse is an important part of our current business
strategy. We are developing faropenem medoxomibéaliatric use in conjunction with our strategictper, Forest
Laboratories. We have developed a prototype ayaldiformulation, have initiated a Phase Il triakicute otitis
media (middle ear infection) and are consideringderting studies in tonsillitis/pharyngitis. Ourilétp to
successfully develop and market this product catdifbr pediatric use is subject to various rigksluding the
following:

* Pre-clinical testing and clinical trials are prated, expensive and uncertain processes. It madgatius and
our partner several years to complete the testioggss, and failure can occur at any stage of iheeps.
Success in prelinical testing and early clinical trials does moisure that later clinical trials will be succes:
These risks are potentially more pronounced iriadirtests involving childrer

» We have not completed any clinical trials in cheldito date. A clinical trial conducted by Bayer for
tonsillitis/pharyngitis in adults did not meet gigmary end point

 Any regulatory approval we ultimately obtain maylineited or subject to post-approval commitmentstth
render the product not commercially viak

» Any NDA or other marketing authorization applicaisthat we may file might be denied by the FDA and
analogous foreign regulators. It is unusual forEDe\ to approve a drug for pediatric use which hasbeen
approved for adult use. As a result, in the evieat e abandon further development of faropenenonadil
for adult use, it may be difficult to obtain FDAmpval for a pediatric indicatiol

* This product candidate, even if found to be saféeffective, might be difficult to develop into a
commercially viable drug or to manufacture on gdascale or might be uneconomical to market
commercially.

* Third parties might market superior drugs or beeraffective in marketing equivalent dru

* Even if this product candidate is successfully dtgved and effectively marketed, the size of theeptial
market might change such that our sales revenlessshan initially contemplate

*» Because of our relationship with our partner, Fokedoratories, we are dependent on Forest Labdeatto
commercialize faropenem medoxon

Any failure to obtain regulatory approval of farogen medoxomil for pediatric use or to effectivelgnket an
approved product would have a material and advuerpact on our ability to successfully execute aurrent
business strategy and would significantly redueerévenues that we might generate from faropenedoroenil.

We have limited experience in acquiring or in-liceimg product candidates, and integrating third pas’
products, businesses and technologies into our emtrinfrastructure. If we determine that future
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acquisition or in-licensing opportunities are desible and do not successfully execute on and integrsuch
targets, we may incur costs and disruptions to dusiness and we may be unable to grow our business.

A key element of our strategy is to commercializeoéfolio of new anti-infective products in additi to
faropenem medoxomil. These efforts include potéhitiansing and acquisition transactions. To dete have in-
licensed rights to each of our product candiddteaddition to our internal drug development epmwe may seek
to expand our product pipeline and technologiethefppropriate time and as resources allow, hyidag or in-
licensing products, businesses or technologiesnkdielieve are a strategic fit with our business @omplement
our existing product candidates, research progemdgechnologies.

If we decide not to pursue the development of fangm medoxomil for any or all indications, thenmay
devote substantial additional time and energy ¢éoptlrsuit of strategic opportunities, includingqrdtal licensing
and acquisition transactions. These transactionsinttude new anti-infective products or productdaates as
well as products or product candidates outsidd@finti-infective area. The success of this styatiegpends upon
our ability to identify, select and acquire thehtigharmaceutical product candidates and produrcterons that are
acceptable to us. Proposing, negotiating and im@idimg an economically viable product acquisitiodicense are
a lengthy and complex process. Other companiekidimg those with substantially greater financiagrketing and
sales resources, may compete with us for the atiquisr license of product candidates and apprgweducts. We
may not be able to acquire or license the rightediditional product candidates and approved pradutterms that
we find acceptable, or at all.

Any product candidate we license or acquire mayirecadditional development efforts prior to comuoilr
sale, including extensive clinical testing and appt by the FDA and applicable foreign regulatougtarities. All
product candidates are prone to the risks of failnherent in pharmaceutical product developmentuding the
possibility that the product candidate will notdk®wn to be sufficiently safe and effective for agwal by
regulatory authorities. In addition, we cannot asswu that any such products that are approvddwil
manufactured or produced economically, successfuligmercialized or widely accepted in the markespla

In addition, future acquisitions may entail numeraperational and financial risks including:
* exposure to unknown liabilitie

« disruption of our business and diversion of our aggament’s time and attention to the development of
acquired products or technologi

« incurrence of substantial debt or dilutive issuanaisecurities to pay for acquisitiot
* higher than expected acquisition and integratisis;

« difficulties in and costs of combining the operasand personnel of any acquired businesses with ou
operations and personn

 impairment of relationships with key suppliers astomers of any acquired businesses due to chamges
management and ownership; ¢

« inability to retain key employees of any acquireibesses

Finally, we may devote resources to potential agitjans or in-licensing opportunities that are nes@mpleted
or fail to realize the anticipated benefits of seftorts.

Our drug discovery approach and technologies and puoduct candidates other than faropenem medoxomil
are unproven and in very early stages of developmeich may not allow us to establish or maintain
clinical development pipeline or successful collabtions, and may never result in the discovery avélopmen
of commercially viable products.

Because we do not currently know when or if we wdhtinue clinical development of faropenem medokom
for certain adult indications or any other indioat, we are more dependent on the potential suotess internal
discovery research programs and product candig#tes than faropenem medoxomil. Our only existingdpct
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candidate, REP8839, is in Phase | clinical devekumAs a significant part of our growth strategy, intend to
develop and commercialize additional products aodyxct candidates through our discovery researahrpm. A
significant portion of the research that we aredtmting involves new and unproven technologies,raag not
result in the discovery or development of commdiscidable products. Research programs to ident#yw disease
targets and product candidates require substdatihhical, financial and human resources whetheobwe
ultimately identify any candidates. Our researabgpams may initially show promise in identifyingtpntial
product candidates, yet fail to yield product calaties for clinical development. The process of sssfully
discovering product candidates is expensive, tioresaming and unpredictable, and the historical a&failure for
drug candidates is extremely high. Data from ouresu research programs may not support the clinica
development of our lead compounds or other comp®tnath these programs, and we may not identify any
compounds suitable for recommendation for clindmlelopment. Moreover, any compounds we recommand f
clinical development may not be effective or sajetheir designated use, which would prevent thdirancement
into clinical trials and impede our ability to mtdin or expand our clinical development pipelirfavé are unable t
identify new product candidates or advance our teadpounds into clinical development, we may noable to
establish or maintain a clinical development pipelor generate product revenue. Our ability totiflenew
compounds and advance them into clinical developmien depends upon our ability to fund our redeard
development operations, and we cannot be certatratiditional funding will be available on accepsterms, or at
all. If we continue our clinical development progr&or faropenem medoxomil for certain adult indicas or any
other indications we will have fewer resourceseauate to the further research and developmenttafrqiroduct
candidates, such as REP8839, or potential produntidates identified through our discovery researogram.
There is no guarantee that we will be able to sssfodly advance any product candidates identifiedugh our
discovery research program into clinical trialsoccessfully develop any product candidate we ambvamo clinica
trials for commercial sale. In addition, the siZéh® potential markets for such other product adaigs may not be
as attractive as the potential markets for faropenmeedoxomil. If we are unable to develop suitaldteptial produc
candidates through internal research programseonairable to advance the development of our stalye product
candidates such as REP8839, our business willrsarfiite we may be unable to grow our business.

Any of our product candidates that are in clinicéilials or that we advance into clinical trials areubject to
extensive regulation, which can be costly and tic@suming, cause unanticipated delays, or prevdrm t
receipt of the required approvals to commercialgr product candidates.

The clinical development, manufacturing, labelisiprage, record-keeping, advertising, promotiopoet
marketing and distribution of any of our produchd@&@ates currently in clinical trials or that wevadce into clinica
trials are subject to extensive regulation by tB&\kn the U.S. and by comparable governmental aitths in
foreign markets. Currently, we are developing farsgm medoxomil for pediatric use and for certadiaations for
adults and we have commenced Phase | clinicahtesfiREP8839. In the U.S. and in many foreignsgliGtions,
rigorous pre-clinical testing and clinical trialschan extensive regulatory review process mustibeessfully
completed before a new drug can be sold. Satisfacti these and other regulatory requirementsstiycdime
consuming, uncertain and subject to unanticipattayd. Clinical testing is expensive, can take mgegrs to
complete and its outcome is uncertain. Failurearanur at any time during the clinical trial proceBke results of
pre-clinical studies and early clinical trials afrgproduct candidates may not be predictive ofrésalts of later-
stage clinical trials. Product candidates in latages of clinical trials may fail to show the dedisafety and
efficacy traits despite having progressed throungfial clinical testing. The time required to obtapproval by the
FDA is unpredictable but typically takes many ydalwing the commencement of clinical trials, éeging upon
numerous factors. In addition, approval policiegulations, or the type and amount of clinical degeessary to
gain approval may change. We have not obtainedatgy approval for any product candidate.

Our product candidates may fail to receive regujeggpproval for many reasons, including the follogi

» we may be unable to demonstrate to the satisfaofitime FDA or comparable foreign regulatory auities
that a product candidate is safe and effectivafparticular indication

« the results of clinical trials may not meet thedieof statistical significance required by the FDAother
regulatory authorities for approvi
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« the FDA or other regulatory authorities may disegréth the design of our clinical trial
» we may be unable to demonstrate that a productdaite’s benefits outweigh its risk

» we may be unable to demonstrate that the productidate presents an advantage over existing thesrapi
over placebo in any indications for which the FOauires a placel-controlled trial;

« the FDA or comparable foreign regulatory authositieay disagree with our interpretation of data fyme:
clinical studies or clinical trials

* the data collected from clinical trials of our pustl candidates may not be sufficient to supporstifemission
of a new drug application or to obtain regulatoppi@val in the U.S. or elsewhe!

« the FDA or comparable foreign regulatory authositieay fail to approve the manufacturing processes o
facilities of thirc-party manufacturers with which we contract for iciah and commercial supplies; a

« the approval policies or regulations of the FDAcomparable foreign regulatory authorities may clea

The FDA or comparable foreign regulatory authositieight decide that our data is insufficient fopagval anc
require additional clinical trials or other studi€sirthermore, even if we do receive regulatoryrapgl to market a
commercial product, any such approval may be subjdamitations on the indicated uses for which mvay market
the product. It is possible that none of our ersiproduct candidates or any product candidatesayeseek to
develop in the future will ever obtain the apprafgiregulatory approvals necessary for us or diladamrators to
begin selling them.

Also, recent events have raised questions abowtatety of marketed drugs and may result in in@éas
cautiousness by the FDA in reviewing new drugs tbagesafety, efficacy or other regulatory consitlers and
may result in significant delays in obtaining resgaly approvals and more stringent product labelmirements.
Any delay in obtaining, or inability to obtain, djgable regulatory approvals would prevent us from
commercializing our product candidates.

If we fail to attract and keep senior managementdkey scientific personnel, we may be unable tocssfully
develop our product candidates, conduct our clinitaals and commercialize our product candidates.

Our success depends in part on our continuedyatliattract, retain and motivate highly qualifiednagemer
clinical and scientific personnel and on our apitid develop and maintain important relationshipgweading
academic institutions, clinicians and scientist& &ve highly dependent upon our senior managemensaentific
staff, particularly Kenneth Collins, our Presidant Chief Executive Officer, Roger Echols, M.D.r @hief
Medical Officer, Peter Letendre, Pharm. D., oureZi@dommercial Officer, and Nebojsa Janjic, Ph.r, Ghief
Scientific Officer. The loss of services of anyMif. Collins, Dr. Echols, Dr. Letendre or Dr. Janjicone or more ¢
our other members of senior management could delayevent the successful completion of our plarziedcal
trials or the commercialization of our product calades. In addition, we only recently formed ouniclal and
regulatory group, which is based in Connecticug,glrvices of which we highly depend upon in otderonduct
our clinical programs and obtain regulatory appleva

Competition for qualified personnel in the bioteclogy and pharmaceuticals field is intense. We néléd to
hire additional personnel as we expand our clinilealelopment and commercial activities. We mayleoable to
attract and retain quality personnel on acceptegsias. We do not carry “key person” insurance cioneany
members of our senior management. Each of ourevffiand key employees may terminate his employateanty
time without notice and without cause or good reaso

If product liability lawsuits are successfully brat against us or our partner Forest Laboratoriese may
incur substantial liabilities and may be required timit commercialization of our product candidates

We face an inherent risk of product liability lavitsuelated to the testing of our product candislagéad will
face an even greater risk if product candidatesreireduced commercially. An individual may brindiability
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claim against us if one of our product candidatasses, or merely appears to have caused, an ifjleyhave
agreed to indemnify Nippon Soda from product ligpitlaims under our commercial arrangement wignthWe
have also agreed to indemnify Forest Laboratori@s fclaims arising from our development, manufagtuse,
handling, storage, promotion, marketing or salarof product, except as related to certain faropemechoxomil
products in the U.S. with respect to which Forestdratories has agreed to bear a substantial patiany product
liability claims. If we cannot successfully defeodrselves against the product liability claim, waynincur
substantial liabilities. Regardless of merit ormwal outcome, liability claims may result in:

» decreased demand for our product candid:

* injury to our reputation

« withdrawal of clinical trial participant:

« significant litigation costs

« substantial monetary awards to or costly settlemstht patients
* product recalls

* loss of revenue; ar

« the inability to commercialize our product candeta

We are highly dependent upon consumer perceptibus, the faropenem medoxomil brand and the safietly
quality of our products. We could be adverselytd if we or the faropenem medoxomil brand is scijo
negative publicity. We could also be adverselyatéd if any of our products or any similar produtitstributed by
other companies prove to be, or are asserted tadomful to consumers. Also, because of our depsredapon
consumer perceptions, any adverse publicity assatiaith illness or other adverse effects resulfiog
consumers’ use or misuse of our products or anilaimproducts distributed by other companies cddde a
material adverse impact on our results of operation

We have global clinical trial liability insuranclkat covers our clinical trials up to a $5.0 milliannual
aggregate limit. Our current or future insuranceecage may prove insufficient to cover any liaititaims brough
against us. We intend to expand our insurance ageeto include the sale of commercial productsafkating
approval is obtained for our product candidatesddition, because of the increasing costs of arste coverage,
we may not be able to maintain insurance coverage@asonable cost or obtain insurance coveragemi be
adequate to satisfy any liability that may arise.

We may be required to suspend or discontinue clatitrials due to side effects or other safety rigksit could
preclude approval of our product candidates.

Our clinical trials may be suspended at any timeafaumber of reasons. We may voluntarily suspend o
terminate our clinical trials if at any time we ie#ke that they present an unacceptable risk tacgzants. In
addition, regulatory agencies may order the temyaapermanent discontinuation of our clinicahlsi at any time
if they believe that the clinical trials are noirfgeconducted in accordance with applicable reguatequirements
or that they present an unacceptable safety riplatticipants.

Many antibiotics can produce significant side etffeSide effects associated with many current antiils
include kidney and liver toxicities, heart rhythimnarmalities, photosensitivity, rash, and excesBiwghing of the
skin and central nervous system toxicities, suckegaures. In clinical trials, side effects of faemem medoxomil
have included gastrointestinal disorders (suchiarsteba, nausea and vomiting), nervous systemahssi(such as
dizziness and headaches), as well as infectionsnéestations (such as pneumonia and vaginal mggdsater
clinical trials in a larger patient population cdukveal other side effects. These or other siféetsfcould interrupt,
delay or halt clinical trials of our product canaieds and could result in the FDA or other regulasarthorities
stopping further development of or denying apprafalur product candidates for any or all targetetications.
Even if we believe our product candidates are safedata is subject to review by the FDA, whichyrdésagree
with our conclusions. Moreover, we could be subjedignificant liability if any volunteer or patiesuffers, or
appears to suffer, adverse health effects as & oéquarticipating in our clinical trials.
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We rely on third parties to conduct our clinicaliils. If these third parties do not successfullyrocaout their
contractual duties or meet expected deadlines, vy mot be able to obtain regulatory approval for or
commercialize our product candidates.

We have agreements with thipdwty contract research organizations to providaitocs for and to manage di
for our on-going clinical programs. We and our caat research organizations are required to comvjity current
Good Clinical Practices, or GCPs, regulations andeajines enforced by the FDA for all of our protiin clinical
development. The FDA enforces GCPs through periodigections of trial sponsors, principal investiga and tria
sites. If we or our contract research organizatfaitso comply with applicable GCPs, the clinicklta generated in
our clinical trials may be deemed unreliable arelRDA may require us to perform additional clinit@ls before
approving our marketing applications. We cannotigsygou that, upon inspection, the FDA will detarsthat any
of our clinical trials comply with GCPs. In additipour clinical trials must be conducted with prodproduced
under cGMP regulations, and will require a largenbar of test subjects. Our failure to comply whilege
regulations may require us to repeat clinical $riathich would delay the regulatory approval prsces

Our contract research organizations have the t@tgrminate their agreements with us in the eeéan
uncured material breach. In addition, some of amtract research organizations have an abilitgtminate their
respective agreements with us if it can be readgrimmonstrated that the safety of the subjectsgiating in our
clinical trials warrants such termination, if we kaaa general assignment for the benefit of ouritoed or if we are
liquidated. If any of our relationships with thekéd-party contract research organizations terteinae may not be
able to enter into arrangements with alternativtreat research organizations. If contract researghnizations do
not successfully carry out their contractual dutiesbligations or meet expected deadlines, if thegd to be
replaced, or if the quality or accuracy of the icih data they obtain is compromised due to thieraito adhere to
our clinical protocols, regulatory requirementsfarother reasons, our clinical trials may be agexd, delayed or
terminated, and we may not be able to obtain régylapproval for or successfully commercialize prwduct
candidates. As a result, our financial results taiedcommercial prospects for our product candidatmdd be
harmed, our costs could increase and our abilityetoerate revenue could be delayed.

Our ability to pursue the development and commetization of our product candidates depends upon the
continuation of our licenses from third parties.

Our license agreement with Daiichi Asubio providsswith an exclusive license to develop and ssfl an
products with the compound faropenem medoxomilaacéive ingredient for any indication in the UaBd Canad:
with a right to sublicense certain rights to Folesboratories under our collaboration with Foreabaratories.
Either we or Daiichi Asubio may terminate the liseragreement immediately upon the bankruptcy aotlison of
the other party or upon a breach of any materiavipion of the agreement if the breach is not cuvidin 60 days
following written notice. We are currently in dissions with Daiichi Asubio regarding the future elepment plar
for faropenem medoxomil. If there is any disputeagen us and Daiichi Asubio regarding our rightslligations
under the license agreement, including diligend&ations, the achievement of milestones or intetgtion of other
material provisions, we risk litigation and our mess may be adversely affected. If our licenseeagent with
Daiichi Asubio were terminated, we would lose aghts to develop and commercialize faropenem meuhilxo

If we fail to gain and maintain approval for our pyduct candidates in international markets, our mark
opportunities will be limited.

Sales of our product candidates outside of the WilEbe subject to foreign regulatory requiremegtserning
clinical trials and marketing approval. Even if fRBA grants marketing approval for a product caatid
comparable regulatory authorities of foreign costmust also approve the manufacturing or margetfrthe
product candidate in those countries. Approvahsl.S., or in any other jurisdiction, does notigasapproval in
other jurisdictions. Obtaining foreign approvalsikcbresult in significant delays, difficulties andsts for us and
require additional trials and additional expengegulatory requirements can vary widely from coytdrcountry
and could delay the introduction of our productthiose countries. Clinical trials conducted in cpantry may not
be accepted by other countries and regulatory &ppim one country does not mean that
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regulatory approval will be obtained in any otheustry. None of our products is approved for salmternational
markets and we do not have experience in obtair@gglatory approval in international markets. If fa#é to
comply with these regulatory requirements or taband maintain required approvals, our targeketawill be
reduced and our ability to generate revenue willlipginished.

We may not be able to enter into acceptable agremso market and commercialize our product candielsiin
international markets.

If appropriate regulatory approvals are obtainegl jmtend to commercialize our product candidates in
international markets through collaboration arrangets with third parties. Our collaboration withr&st
Laboratories does not cover any markets outsidkeot).S. and Canada. If we decide to sell our prbdandidates
in international markets, we may not be able teeimto any arrangements on favorable terms oll.dhaaddition,
these arrangements could result in lower levelaadme to us than if we marketed our product caatdisl entirely
on our own. If we are unable to enter into a mankearrangement for our product candidates in imggonal
markets, we may not be able to develop an effeatiteznational sales force to successfully comnadime those
products in international markets. If we fail ta@minto marketing arrangements for our productame unable to
develop an effective international sales force,ahility to generate revenue would be limited.

Even if we receive regulatory approval for our proct candidates, we will be subject to ongoing sfigant
regulatory obligations and oversight.

If we receive regulatory approval to sell our prodeandidates, the FDA and foreign regulatory atities may
impose significant restrictions on the indicatedsusr marketing of such products, or impose ongmeagirements
for post-approval studies. Following any regulatapproval of our product candidates, we and Fdralsbratories
will be subject to continuing regulatory obligat®rsuch as safety reporting requirements, andiadditpost-
marketing obligations, including regulatory ovelgigf the promotion and marketing of our produtftsve or Fores
Laboratories become aware of previously unknowiblgras with any of our product candidates here erasas or
at our contract manufacturers’ facilities, a retpig agency may impose restrictions on our produatis contract
manufacturers or on us, including requiring usefommulate our products, conduct additional clihtcals, make
changes in the labeling of our products, implenuéiainges to, or obtain re-approvals of, our contratufacturers’
facilities, or withdraw the product from the markket addition, Forest Laboratories may experiens@aificant
drop in the sales of the affected products andhoaduct royalty will be reduced, our reputatiorthie marketplace
may suffer and we may become the target of lawsmittuding class action suits. Moreover, if weFarest
Laboratories fail to comply with applicable regolat requirements, we may be subject to fines, suspa or
withdrawal of regulatory approvals, product regadlsizure of products, operating restrictions anioal
prosecution. Any of these events could harm orgméesales of the affected products and our royattiecould
substantially increase the costs and expenseswheocializing and marketing these products.

Our corporate compliance program cannot guarantémt we are in compliance with all potentially appéble
regulations.

The development, manufacturing, pricing, marketsajes, and reimbursement of our product candidates
together with our general operations, are subfeektensive regulation by federal, state and cdlénorities within
the U.S. and numerous entities outside of the lf\@8e or Forest Laboratories fail to comply withyaof these
regulations, we or they could be subject to a rasfgegulatory actions, including suspension omieation of
clinical trials, the failure to approve a produandidate, restrictions on our product candidatesamufacturing
processes, withdrawal of products from the marighificant fines, or other sanctions or litigati@md exclusion c
our products from the Medicare/Medicaid paymentesys As a publicly traded company we are subject to
significant regulations, including the Sarbanese@xct of 2002, some of which have only recentlgibedopted,
and all of which are subject to change. While weehdeveloped and instituted a corporate complignogram
based on what we believe are the current bestipeacind continue to update the program in respnsewly
implemented or changing regulatory requirementscarot assure that we are or will be in compliamitle all
potentially applicable regulations. For example,omanot assure that in the future our managemdmatifind a
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material weakness in connection with its annualerg\of our internal control over financial repodipursuant to
Section 404 of the Sarbanes-Oxley Act. We also @aassure that we could correct any such weakoes$otv our
management to assess the effectiveness of oun@hieontrol over financial reporting as of the erficdur fiscal year
in time to enable our independent registered pwdaounting firm to attest that such assessmehhaiie been
fairly stated in our Annual Report on Form 10-Kbifiled with the Securities and Exchange Commissioattest
that we have maintained effective internal contnadr financial reporting as of the end of our flggzar. If we fail
to comply with the Sarbanes-Oxley Act or any ottegyulations we could be subject to a range of aquesaces,
including restrictions on our ability to sell equdr otherwise raise capital funds, significaneinenforcement or
other civil or criminal actions by the SecuritigglaExchange Commission or delisting by the NASDA&idhal
Market or other sanctions or litigation. In additjéf we disclose any material weakness in ourirdecontrol over
financial reporting or other consequence of failiogomply with applicable regulations, this may®a our stock
price to decline.

We currently have no sales organization. If we ameable to establish a direct sales force in the Ut&promote
our product candidates, the commercial opportunfor our product candidates may be diminished.

We currently have no sales organization. If oudlpeoduct candidate, faropenem medoxomil, is apguidwy
the FDA for adult use, Forest Laboratories will kedrthat product candidate directly to primary gaigsicians in
the U.S. but will rely on us to market to physicipecialists, such as otolaryngologists. If far@memedoxomil is
approved by the FDA for pediatric use and if wereise our option, we would be responsible for manige
faropenem medoxomil to pediatricians in the U.Shéligh Forest Laboratories will provide some fuigdive will
incur significant additional expenses and comngihicant additional management resources to astablpediatri
sales force. We may not be able to establish aapesales force in a cost effective manner olizea positive
return on this investment. We will also have to pete with other pharmaceutical and biotechnologymanies to
recruit, hire, train and retain sales and markepiagonnel. If we elect to rely on third parties;ts as Forest
Laboratories, to sell our product candidates inUte., we may receive less revenue than if we gofdoroduct
candidates directly. In addition, we may haveditit no control over the sales efforts of thoseltparties. In the
event we are unable to develop our own sales farcellaborate with a third party to sell our proetioandidates, w
may not be able to commercialize our product caatd&lwhich would negatively impact our ability engrate
revenue.

Reimbursement may not be available for our prodeeindidates, which could diminish our sales or affewur
ability to sell our products profitably.

Market acceptance and sales of our product caredideitl depend on reimbursement policies and may be
affected by future health care reform measurese@uwuent authorities and third-party payors, sucpraste health
insurers and health maintenance organizationsgddeehich drugs they will pay for and establish feimsement
levels. We cannot be sure that reimbursement withmilable for any of our product candidates. Alge cannot be
sure that reimbursement amounts will not reduceldmand for, or the price of, our products. We haste
commenced efforts to have our product candidatesrgsed by government or third party payors. ifnfeursemer
is not available or is available only to limited/dés, we may not be able to commercialize our pctsiu

In both the U.S. and certain foreign jurisdictiotigere have been a number of legislative and regylahange
to the health care system that could impact oditabd sell our products profitably. In particuldahe Medicare
Modernization Act of 2003 added an outpatient mipton drug benefit to Medicare, which became etffee on
January 1, 2006. Drug benefits under this provisimadministered through private plans that nagmofirice
concessions from pharmaceutical manufacturers. &daat be certain that faropenem medoxomil will ssstully
be placed on the list of drugs covered by partichi&alth plans, plan formularies, nor can we pitettiie negotiated
price for faropenem medoxomil, which will be detéred by market factors. With respect to Medicdid, Deficit
Reduction Act of 2005 made several changes to theplarmacies are reimbursed under Medicaid, nfaghich
go into effect on January 1, 2007. These changals é®ad to reduced drug prices. Many states hkseecaeated
preferred drug lists and include drugs on thogs bsly when the manufacturers agree to
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pay a supplemental rebate. If faropenem medoxamiot included on these preferred drug lists, phigss may not
be inclined to prescribe it to their Medicaid pat&®

As a result of legislative proposals and the trewards managed health care in the U.S., thirdygaayors are
increasingly attempting to contain health carebgstlimiting both coverage and the level of reimgament of new
drugs. They may also refuse to provide any coveohgeses of approved products for medical indicegiother than
those for which the FDA has granted market appsovad a result, significant uncertainty existsawhether and
how much third-party payors will reimburse patiefutstheir use of newly-approved drugs, which imtwill put
pressure on the pricing of drugs. The availabditjpumerous generic antibiotics at lower pricesitbeanded
antibiotics, such as faropenem medoxomil, if it vapproved for commercial introduction, can als@Xgected to
substantially reduce the likelihood of reimbursetrfenfaropenem medoxomil. We expect to experigugng
pressures in connection with the sale of our prtsddae to the trend toward managed health caréntineasing
influence of health maintenance organizations afditianal legislative proposals.

We may need to modify the size of our organizatiand we may experience difficulties in managingtest
growth or restructuring.

We are a small company with 94 employees as ofefdmr 30, 2006. As our development and
commercialization plans and strategies developmag need to either expand or reduce the size oémyployee
base for managerial, operational, sales, finarcidlother resources. Future growth would imposaifsignt added
responsibilities on members of management, inclyittie need to identify, recruit, maintain and imétg additional
employees. Future restructuring activities may imeaignificant changes to our drug developmentguogvth
strategies, our commercialization plans and otperational matters, including a significant redaietin our
employee base. Any restructuring activity couldutein disruption to our business, adversely affeetmorale of
our employees and make it more difficult to retgiralified personnel. Also, our management may habvert a
disproportionate amount of its attention away fraun day-to-day activities and devote a substaatimbunt of time
to managing either growth or restructuring act@stiOur future financial performance and our abitit
commercialize our product candidates and to comgiéetively will depend, in part, on our ability effectively
manage any future growth or restructuring, as #s=enay be. To that end, we must be able to:

» manage our development efforts effective
* manage our clinical trials effectivel

« integrate additional management, administrativepufecturing and sales and marketing personnel, or
reorganize these personn

» maintain sufficient administrative, accounting andnagement information systems and controls;

« hire and train additional or replacement qualifiesisonnel

We may not be able to accomplish these tasks, anthiture to accomplish any of them could harm our
financial results.

If we do not find collaborators for our future prodct candidates, we may have to reduce or delay rate of
product development and commercialization and/ociiease our expenditures.

Our strategy to develop and commercialize our petglincludes entering into various relationshipthwi
pharmaceutical or biotechnology companies to advanc programs. We may not be able to negotiateofinyr
collaborations on acceptable terms. If we are bie 8 establish collaborative arrangements, we haase to reduc
or delay further development of some of our programd/or increase our expenditures and undertake th
development activities at our own expense.

If we are able to identify and reach agreement witfaborators for our product candidates, thosiomships
will also be subject to a number of risks, inclglin

« collaborators may not pursue further developmedta@mmercialization of compounds resulting from
collaborations or may elect not to renew reseanchdevelopment program
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« collaborators may delay clinical trials, under fumdlinical trial program, stop a clinical trial abandon a
product candidate, repeat or conduct new clinigalst or require the development of a new formatabf a
product candidate for clinical testir

* a collaborator with marketing and distribution riglto one or more of our products may not comnffigant
resources to the marketing and distribution ofmaducts, limiting our potential revenues from the
commercialization of these products; ¢

« disputes may arise delaying or terminating thearede development or commercialization of our paidu
candidates, or result in significant litigationarbitration.

If as a result of our financial condition or otliactors we enter into a strategic collaborationlevhidrug
candidate program is in early preclinical developme/e may not generate as much near- or longer+tevenue
from such program as we could have generated Haudkthe resources to further independently devaloh
program. In addition, if we raise additional furtdeough licensing arrangements, it may be necedsamsfinquish
potentially valuable rights to our potential protiuor proprietary technologies, or grant licenses$eoms that are n
favorable to us.

Risks Related to our Intellectual Property
It is difficult and costly to protect our proprietg rights, and we may not be able to ensure theiotection.

Our commercial success will depend in part on olrtgiand maintaining patent protection and tradeete
protection of our product candidates, and the nisthsed to manufacture them, as well as successiiiénding
these patents against third-party challenges. Gilityato protect our product candidates from urremiized making,
using, selling, offering to sell or importation thyrd parties is dependent upon the extent to whielhave rights
under valid and enforceable patents or trade setitrat cover these activities.

As of September 30, 2006, we have exclusively Beenfrom Daiichi Asubio two issued U.S. patentg on
issued foreign patent and one pending U.S. papitcation covering faropenem medoxomil, a prodoéig
faropenem. The two issued U.S. patents coverirgpé@arem medoxomil also cover other potential prosliafg
faropenem but do not cover all potential faroperzsed antibiotic compounds. We do not and hav@adtny
control over the filing or prosecution of thesequas or patent applications. We cannot be certaingduch
prosecution efforts have been or will be conduatezbmpliance with applicable laws and regulationsvill result
in valid and enforceable patents. In addition, enfiorcement of these faropenem medoxomil patentdef@nse of
any claims asserting the invalidity of these patewuld be subject to the cooperation of Daiichuldie and Forest
Laboratories. Although Daiichi Asubio and Foresbbeatories have agreed to cooperate with us in stfolts, if
requested, we cannot be assured that Daiichi AsardoForest Laboratories would devote sufficiefdres to
cooperate with us in these circumstances.

The patent positions of pharmaceutical and bioteldlgy companies can be highly uncertain and involve
complex legal and factual questions for which int@ot legal principles remain unresolved. No coesispolicy
regarding the breadth of claims allowed in biotetbgy patents has emerged to date in the U.S. edhnology
patent situation outside the U.S. is even more itaice Changes in either the patent laws or inrpritations of
patent laws in the U.S. and other countries mayrdain the value of our intellectual property. Acdimgly, we
cannot predict the breadth of claims that may lmwald or enforced in our licensed patents, ourmgater in third-
party patents.

Daiichi Asubio owns a portfolio of patents relatedaropenem compounds, including the faropeneramar
compound, faropenem medoxomil and other faropen®aairpgs. We have licensed from Daiichi Asubio thaéepts
to faropenem medoxomil and other faropenem prodfTigase patents may not prevent competitors froveldping
other faropenem drugs that are not covered by Hielid Asubio patents. Beginning in 2008, when Eragichi
Asubio patents expire, competitors may submit NBésking approval of antibiotics containing the fenoem
parent compound as the active ingredient. Theskcapipns would have to contain full reports ofetgfand efficac
data conducted by or for the applicants and coatdmany way rely upon the safety and efficacyadatlized in the
approval of faropenem medoxomil. In addition, asyeas four years after the approval of the
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faropenem medoxomil NDA, generic and branded coitguetcould also file NDAs seeking approval of fagaem
drugs that would likely require the applicant tandact clinical trials in order to bring the prodectmarket in the
U.S., though the FDA may allow the applicant tg iiel part on the FDA's prior findings of safety aafficacy of
faropenem medoxomil. To the extent that any corntgretelies on any of the findings of safety or edity with
respect to faropenem medoxomil, the competitor mdle to certify that its compound either doesimivinge our
patents or that our patents are invalid.

The degree of future protection for our proprietagits is uncertain because legal means afforg limited
protection and may not adequately protect our sightpermit us to gain or keep our competitive attvge. For
example:

« others may be able to make compounds that aressitoilour product candidates but that are not am/by
the claims of our licensed patents, or for whichare not licensed under our license agreem

» we or our licensors might not have been the fashake the inventions covered by our pending patent
application or the pending patent applicationsiasded patents of our licensa

» we or our licensors might not have been the fodilé patent applications for these inventio
» others may independently develop similar or alteveaechnologies or duplicate any of our technaeg
« it is possible that our pending patent applicatisiisnot result in issued patent

* our issued patents and the issued patents ofandors may not provide us with any competitiveaatiages,
or may be held invalid or unenforceable as a refutigal challenges by third partie

» we may not develop additional proprietary technmedhat are patentable;
« the patents of others may have an adverse effeatiohusiness

We also may rely on trade secrets to protect amelogy, especially where we do not believe patent
protection is appropriate or obtainable. Howeveglé secrets are difficult to protect. Althoughuwee reasonable
efforts to protect our trade secrets, our employe@ssultants, contractors, outside scientificalmirators and other
advisors may unintentionally or willfully disclogeir information to competitors. Enforcing a clainat a third part
illegally obtained and is using any of our tradersés is expensive and time consuming, and theomeds
unpredictable. In addition, courts outside the du®.sometimes less willing to protect trade sscidbreover, our
competitors may independently develop equivaleoiadge, methods and know-how.

We may incur substantial costs as a result of litgpn or other proceedings relating to patent anther
intellectual property rights and we may be unabéegrotect our rights to, or use, our technology.

If we choose to go to court to stop someone etsa fusing the inventions claimed in our patentswrlicensec
patents, that individual or company has the righagk the court to rule that these patents ardithaad/or should
not be enforced against that third party. Theseldiw are expensive and would consume time ana atkeurces
even if we were successful in stopping the infrmgat of these patents. In addition, there is athisk the court will
decide that these patents are not valid and thatoaet have the right to stop the other party fumimng the
inventions. There is also the risk that, evenéf validity of these patents is upheld, the coultnefuse to stop the
other party on the ground that such other partgtvities do not infringe our rights to these pagen

Furthermore, a third party may claim that we or manufacturing or commercialization partners aiagis
inventions covered by the third party’s patent tsgéind may go to court to stop us from engagirmuinnormal
operations and activities, including making orisellour product candidates. These lawsuits ardycastl could
affect our results of operations and divert therdgtbn of managerial and technical personnel. Theegerisk that a
court would decide that we or our commercializaf@antners are infringing the third pamgypatents and would orc
us or our partners to stop the activities coverethb patents. In addition, there is a risk thatart will order us or
our partners to pay the other party damages fanbawolated the other party’s patents. We havemdified our
commercial partners against patent infringemeninsaThe biotechnology industry has produced aiferaltion of
patents, and it is not always clear to industryipigants, including us, which patents cover vasitypes of produc
or methods of use. The coverage of patents is sutmiénterpretation by the courts, and the
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interpretation is not always uniform. If we are ddier patent infringement, we would need to demmstthat our
products or methods of use either do not infrifgepatent claims of the relevant patent antfat the patent clain
are invalid, and we may not be able to do thisvidginvalidity, in particular, is difficult sincé requires a showing
of clear and convincing evidence to overcome tlesymption of validity enjoyed by issued patents.

Because some patent applications in the U.S. mawydietained in secrecy until the patents are issbecause
patent applications in the U.S. and many foreigisglictions are typically not published until eighh months after
filing, and because publications in the scienfitierature often lag behind actual discoveries,carnot be certain
that others have not filed patent applicationsdéoshnology covered by our licensors’ issued patentsur pending
applications or our licensorpending applications, or that we or our licensoeserthe first to invent the technolog
Our competitors may have filed, and may in therifile, patent applications covering technologyifar to ours.
Any such patent application may have priority ower or our licensorgdatent applications and could further req
us to obtain rights to issued patents covering sechnologies. If another party has filed a U.Septapplication o
inventions similar to ours, we may have to partgin an interference proceeding declared by ti$e Patent and
Trademark Office to determine priority of inventionthe U.S. The costs of these proceedings cosilslibstantial,
and it is possible that such efforts would be unessful, resulting in a loss of our U.S. patenitmoswith respect
to such inventions.

Some of our competitors may be able to sustaircdises of complex patent litigation more effectiveipan we
can because they have substantially greater resmurcaddition, any uncertainties resulting fréma initiation and
continuation of any litigation could have a matkaidverse effect on our ability to raise the fundsessary to
continue our operations.

Risks Related to Ownership of our Common Stock
The market price of our common stock may be highblatile.

Prior to June 28, 2006, there was no public mdkedur common stock. We cannot assure you thatctie
trading market for our common stock will exist aydime. You may not be able to sell your shardskdy or at the
market price if trading in our common stock is aotive. The trading price of our common stock meyhighly
volatile and could be subject to wide fluctuatioamgrice in response to various factors, many oicivlare beyond
our control, including:

« announcement of FDA approval or non-approval ofgroduct candidates, or specific label indicatitors
their use, or delays in the FDA review proce

* actions taken by regulatory agencies with respeout product candidates, clinical trials, manuiacg
process or sales and marketing activit

» changes in laws or regulations applicable to oaodpcts, including but not limited to clinical trial
requirements for approval

« the success of our development efforts and clinicak;
« the success of our efforts to acquire «-license additional products or product candide

« developments concerning our collaborations, incigdiut not limited to those with our sources of
manufacturing supply and our commercialization mpeng;

* actual or anticipated variations in our quartege@ting results
» announcements of technological innovations by usgollaborators or our competitol

* new products or services introduced or announcegstyr our commercialization partners, or our caotitqrs
and the timing of these introductions or announaes)

« actual or anticipated changes in earnings estinmatescommendations by securities analy
« conditions or trends in the biotechnology and baptaceutical industrie:
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e announcements by us or our competitors of sigmfieaquisitions, strategic partnerships, joint uees or
capital commitments

« general economic and market conditions and otletoifa that may be unrelated to our operating peréoice
or the operating performance of our competit

* changes in the market valuations of similar comgsi

* sales of common stock or other securities by umuostockholders in the futur
» additions or departures of key scientific or mamaget personne

« developments relating to proprietary rights heldubyor our competitor:

« disputes or other developments relating to proprjetights, including patents, litigation matterslaur
ability to obtain patent protection for our techogikes;

« trading volume of our common stock; @
* sales of our common stock by us or our stockholt

In addition, the stock market in general and theketafor biotechnology and biopharmaceutical conigaim
particular have experienced extreme price and velfiottuations that have often been unrelated sprdportionat:
to the operating performance of those companiessdroad market and industry factors may seridwsign the
market price of our common stock, regardless ofoparating performance. In the past, following pési of
volatility in the market, securities class-actidgightion has often been instituted against comgmruch litigation,
if instituted against us, could result in subst@ntbsts and diversion of managemsiatttention and resources, wt
could materially adversely affect our business famahcial condition.

We are at risk of securities class action litigati@or may become subject to stockholder activisnod§f that
each could cause material disruption to our busises

In the past, securities class action litigation bfisn been brought against a company followingelide in the
market price of its securities. This risk is esplgirelevant for us because biotechnology and tomaceutical
companies have experienced significant stock padatility in recent years. Further, certain influial institutional
investors and hedge funds have taken steps tovievbemselves in the governance and strategictidineof certain
companies that were perceived to be operating ptibrally due to governance or strategic relatedgltisements
with such stockholders. Recently, our stock prieerdased significantly following our announceméat the FDA
had issued a non-approvable letter for our leadyrbcandidate, faropenem medoxomil. If we facéditigation
or stockholder activism efforts due to this readetelopment or any future development affectingtumuld result
in substantial costs and a diversion of managemaetitention and resources, which could harm ouinbss.

Our principal stockholders and management own arsiicant percentage of our stock and will be able t
exercise significant influence over matters subjéotstockholder approval.

Our executive officers, directors and principak&tmwlders, together with their respective affilgteurrently
own approximately 66% of our voting stock, incluglishares subject to outstanding options and warrantd we
expect this group will continue to hold a signifit@ercentage of our outstanding voting stock. Aditmly, these
stockholders will likely be able to have a sigrafit impact on the composition of our board of dwexand
continue to have significant influence over ourmatiens. This concentration of ownership could héneseffect of
delaying or preventing a change in our controltbeowvise discouraging a potential acquirer froreratiting to
obtain control of us, which in turn could have ateni@l and adverse effect on the market value ofcommon
stock.
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We will incur significant increased costs as a rdisof operating as a public company, and our managent will
be required to devote substantial time to new caaypte initiatives.

As a public company, we will incur significant légaccounting and other expenses that we did rooirias a
private company. In addition, the Sarbanes-Oxlely &€ well as rules subsequently implemented byst#wmurities
and Exchange Commission and the NASDAQ Nationalkgiaihave imposed various new requirements on ubli
companies, including requiring establishment anéhteaance of effective disclosure and financialtoms and
changes in corporate governance practices. Ourgeamant and other personnel will need to devotéatantial
amount of time to these new compliance initiatisreover, these rules and regulations will incesasr legal and
financial compliance costs and will make some &ty more time-consuming and costly. For exampke expect
these rules and regulations to make it more difiand more expensive for us to obtain director affider liability
insurance, and we may be required to incur subatartsts to maintain the same or similar coverage.

The Sarbanes-Oxley Act requires, among other thihgs we maintain effective internal controls fimancial
reporting and disclosure controls and procedurepatticular, commencing in fiscal 2007, we musfqren system
and process evaluation and testing of our intesoatrols over financial reporting to allow manageitrend our
independent registered public accounting firm fmreon the effectiveness of our internal contmder financial
reporting, as required by Section 404 of the Sabdadxley Act. Our testing, or the subsequent tgdiinour
independent registered public accounting firm, measeal deficiencies in our internal controls ovarahcial
reporting that are deemed to be material weakne€sgscompliance with Section 404 will require tka incur
substantial accounting expense and expend signiftanagement efforts. We currently do not havimtamnal
audit group, and we will need to hire additionat@mting and financial staff with appropriate paldompany
experience and technical accounting knowledge. bag if we are not able to comply with the reqoients of
Section 404 in a timely manner, or if we or ourédpdndent registered public accounting firm idesdifileficiencies
in our internal controls over financial reportintat are deemed to be material weaknesses, the thpaide of our
stock could decline and we could be subject totsame or investigations by NASDAQ, the SEC or otreggulatory
authorities, which would require additional finaalcand management resources.

Substantial sales of our common stock in the pubinarket could cause our stock price to fall.

Sales of a substantial number of shares of our camstock in the public market or the perceptiorn thase
sales might occur, could depress the market pfioeiocommon stock and could impair our abilityr#ise capital
through the sale of additional equity securitie® &ve unable to predict the effect that sales naag lon the
prevailing market price of our common stock.

Substantially all of our stockholders that ownedrsk prior to our initial public offering that waesmpleted on
July 3, 2006 are subject to lock-up agreements thig¢hunderwriters of the offering that restrict gteckholders’
ability to transfer shares of our common stockableast 180 days from the effective date of tliermfg, or until
December 25, 2006. Subject to certain limitati@pproximately 72% of our total outstanding sharikbe eligible
for sale upon expiration of the lock-up periodatidition, shares issuable upon exercise of optodswarrants
vested as of the expiration of the lock-up peridlll lve eligible for sale at that time. Sales ofcitdy these
stockholders could have a material adverse efiethe trading price of our common stock.

Certain holders of shares of our common stock asdamts to purchase shares of our common stockrditéed
to rights with respect to the registration of thetiares under the Securities Act, subject to tidedesy
lock-up arrangement described above. Registrafitihese shares under the Securities Act would réstihe shares
becoming freely tradable without restriction untler Securities Act, except for shares purchaseaffiliates. Any
sales of securities by these stockholders coule hawaterial adverse effect on the trading priceusfcommon
stock.

Future sales and issuances of our common stock ights to purchase common stock, including pursuant
our equity incentive plans, could result in additial dilution of the percentage ownership of our skholders
and could cause our stock price to fall.

We expect that significant additional capital viaé required in the future to continue our planneerations. To
the extent we raise additional capital by issuiqgity securities, our stockholders may experiendestantial
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dilution. We may sell common stock in one or maams$actions at prices and in a manner we deterfranetime tc
time. If we sell common stock in more than onedeantion, stockholders who purchase stock may beriaby
diluted by subsequent sales. Such sales may alati ie material dilution to our existing stockhetd, and new
investors could gain rights superior to existimyckholders.

Pursuant to our 2006 Equity Incentive Plan, our age@ment is authorized to grant stock options to our
employees, directors and consultants, and our graptoare eligible to participate in our 2006 Emphptock
Purchase Plan. The number of shares availableiforef grant under our 2006 Equity Incentive Plam sabject to
approval of our board of directors, increase eaphl A by the lesser of five percent of the numbktotal
outstanding shares of our common stock on DeceBibef the preceding year or 1,325,448 shares, sutgjehe
ability of our board of directors to reduce suctr@ase. Additionally, the number of shares resefeedsuance
under our 2006 Employee Stock Purchase Plan chjgcduo approval of our board of directors, ingeaach
April 1 by the lesser of one percent of the nundfdotal outstanding shares of our common stockeocember 31
of the prior year or 101,957 shares, subject tattikty of our board of directors to reduce sustrease. In
addition, we also have warrants outstanding tohmse shares of our common stock. Our stockholddrsaur
dilution upon exercise of any outstanding stockas or warrants.

All of the shares of common stock sold in our adifpublic offering are freely tradable without mégtions or
further registration under the Securities Act 0839as amended, except for any shares purchaseadr ffiliates a
defined in Rule 144 under the Securities Act. Rilé defines an affiliate as a person that directlyndirectly
through one or more intermediaries, controls, @oistrolled by, or is under common control with,amsl would
include persons such as our directors and execaotficers.

Our ability to utilize our net operating loss carfigrwards and certain other tax attributes may benited.

Under Section 382 of the Internal Revenue Code cibrporation undergoes an “ownership change” (gédlige
defined as a greater than 50% change (by valu& @guity ownership over a three-year period),dbgoration’s
ability to use its pre-change net operating lossyf@arwards and other pre-change tax attributesffiget its post-
change income may be limited. We believe that, withinitial public offering, our most recent prteglacement
and other transactions that have occurred ovepdkethree years, we have triggered an “ownerdtapge”
limitation. We are in the process of performingaanalysis to determine to what extent our abilitytitize our net
operating loss carryforwards is limited. We mayadgperience ownership change in the future asutref
subsequent shifts in our stock ownership.

Some provisions of our charter documents and Delag/law may have anti-takeover effects that could
discourage an acquisition of us by others, eveaiif acquisition would be beneficial to our stockheics.

Provisions in our certificate of incorporation amndaws, as well as provisions of Delaware law, doubke it
more difficult for a third party to acquire us, evié doing so would benefit our stockholders. Thpeavisions
include:

« authorizing the issuance of “blank check” preferséatk, the terms of which may be established hades of
which may be issued without stockholder appro

« limiting the removal of directors by the stockhatsle

« prohibiting stockholder action by written consehgreby requiring all stockholder actions to beetakt a
meeting of our stockholder

« eliminating the ability of stockholders to call gesial meeting of stockholders; a

» establishing advance notice requirements for notioing for election to the board of directors or filooposing
matters that can be acted upon at stockholder ngese

In addition, we are subject to Section 203 of tldallvare General Corporation Law, which generalbhflits ¢
Delaware corporation from engaging in any of a dn@nge of business combinations with an interestieckholde
for a period of three years following the date dwich the stockholder became an interested
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stockholder, unless such transactions are apprfoyedr board of directors. This provision could dake effect of
delaying or preventing a change of control, whetirarot it is desired by or beneficial to our stoalkders.

Item 2. Unregistered Sales of Equity Securities and UséPobceeds
Recent Sales of Unregistered Equity Securities.

On various dates during July 2006 and before thmg2my filed a Form S-8 covering the shares issuadier
the Company’s equity incentive plans, the Compasyéd an aggregate of 1,275 shares of common gpackthe
exercise of outstanding stock options. The weighteztage exercise price of such options was $0dil&ygregate
purchase price of approximately $1 thousand. Tleeaise of the options was deemed to be exempt fegistratior
under the Securities Act of 1933 (the “Securities"Aby virtue of Rule 701 in that they were offdrand sold
pursuant to a written compensatory benefit plamprasided in Rule 701.

Use of Proceeds from the Sale of Registered Secigt.

After deducting expenses of the initial public ofifgg of our common stock in July and August 2006spant tc
our Registration Statement on Form S-1 (Reg. N8:-B3021) declared effective by the SecuritiesBxchange
Commission on June 28, 2006 (the “Offering”), weeiged net offering proceeds of approximately $44illion.
As of September 30, 2006, we have used approxiyn@&b million of the net proceeds of the Offerbogund our
operations, including clinical trials related tedpenem medoxomil, clinical trials related to REB®8activities
related to the development of our preclinical picichtandidates and general corporate purposes.efhaimder of
the net proceeds from the Offering are investedhiious interest-bearing instruments and accountsasketable
securities. There has been no material changeipltnned use of proceeds from the Offering asridbestin our
final prospectus filed with the SEC pursuant todR424(b) with respect to the Offering.

No payments were made to directors, officers osq@s owning ten percent or more of our common sbo¢&
their associates, or to our affiliates, other thapments in the ordinary course of business te@fsi for salaries and
to non-employee directors as compensation for boaetard committee service.

Item 3. Defaults Upon Senior Securitie

Not applicable.

Item 4. Submission of Matters to a VVote of Security Hold¢

On June 27, 2006 our stockholders holding more #harajority of the then outstanding preferred stag&ptec
resolutions by written consent approving the auti@nversion of all then outstanding preferreatktinto
common stock in connection with the closing of mitial public offering, which was effective July 3006. The
results of the voting from the stockholders whaineéd written consents to us is as follows:

For: 53,473,160 shares of preferred stock
Against: None

ltem 5. Other Information

Not applicable.
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Item 6. Exhibits
The following documents are being filed as parthisg report:
Exhibit
Number Description of Documen

31.1 Certification of principal executive officer reqait byRule 13-14(a).
31.2 Certification of principal financial officer requd byRule 13-14(a).
32.1 Section 1350 Certificatior
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SIGNATURES

Pursuant to the requirements of the Securities &xgh Act of 1934, the registrant has duly causisdréiport tc
be signed on its behalf by the undersigned theceduly authorized.

REPLIDYNE, INC.

By: /s/ Mark L. Smitr

Mark L. Smith
Chief Financial Officer, Treasurer
(Principal Financial and Accounting Officer)

Date: November 9, 2006
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Exhibit Index

Exhibit

Number Description of Documen
31.1 Certification of principal executive officer reqait byRule 13-14(a).
31.2 Certification of principal financial officer reqd byRule 13i-14(a).
32.1 Section 1350 Certificatior
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EXHIBIT 31.1

CERTIFICATIONS
I, Kenneth J. Collins, certify that:
1. | have reviewed this quarterly report on FormQ@0f Replidyne, Inc.;

2. Based on my knowledge, this report does notaiominy untrue statement of a material fact or don#ttate a
material fact necessary to make the statements,rimalight of the circumstances under which sueteshents were
made, not misleading with respect to the perioceoad by this report;

3. Based on my knowledge, the financial statememis,other financial information included in théport,
fairly present in all material respects the finahciondition, results of operations and cash floithe registrant as
of, and for, the periods presented in this report;

4. The registrant’s other certifying officer andre responsible for establishing and maintainisgldsure
controls and procedures (as defined in ExchangdRAiteds 13a-15(e) and 15d-15(e)) for the registaadt have:

a) designed such disclosure controls and procedoresiused such disclosure controls and procedores
be designed under our supervision, to ensure thggmal information relating to the registrant,lirding its
consolidated subsidiaries, is made known to ustbgre within those entities, particularly during theriod in
which this quarterly report is being prepared;

b) evaluated the effectiveness of the registratisslosure controls and procedures and presentiisin
report our conclusions about the effectivenest@fdisclosure controls and procedures, as of thegthe
period covered by this report based on such evahjand

c) disclosed in this report any change in the tesyi¢’s internal control over financial reportirtgat
occurred during the registrant’s most recent fisgalrter (the registrant’s fourth fiscal quartethe case of an
annual report) that has materially affected, ae@sonably likely to materially affect, the reggsit’s internal
control over financial reporting; and

5. The registrant’s other certifying officer anddve disclosed, based on our most recent evaluatimbernal
control over financial reporting, to the registrarguditors and the audit committee of the regigisaboard of
directors or (or persons performing the equivafanttions):

a) all significant deficiencies and material weadg®s in the design or operation of internal cortvelr
financial reporting which are reasonably likelyatdversely affect the registrant’s ability to recgtbcess,
summarize and report financial information; and

b) any fraud, whether or not material, that invelweanagement or other employees who have a signific
role in the registrant’s internal control over fircéal reporting.

/s/ Kenneth J. Collin

Kenneth J. Collins
President and Chief Executive Officer
(Principal Executive Officer)

Date: November 9, 2006
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EXHIBIT 31.2

CERTIFICATIONS
[, Mark L. Smith, certify that:
1. | have reviewed this quarterly report on FormQ@0f Replidyne, Inc.;

2. Based on my knowledge, this report does notaiominy untrue statement of a material fact or don#ttate a
material fact necessary to make the statements,rimalight of the circumstances under which sueteshents were
made, not misleading with respect to the perioceoad by this report;

3. Based on my knowledge, the financial statememis,other financial information included in théport,
fairly present in all material respects the finahciondition, results of operations and cash floithe registrant as
of, and for, the periods presented in this report;

4. The registrant’s other certifying officer andre responsible for establishing and maintainisgldsure
controls and procedures (as defined in ExchangdRAiteds 13a-15(e) and 15d-15(e)) for the registaadt have:

a) designed such disclosure controls and procedoresiused such disclosure controls and procedores
be designed under our supervision, to ensure thggmal information relating to the registrant,lirding its
consolidated subsidiaries, is made known to ustbgre within those entities, particularly during theriod in
which this quarterly report is being prepared;

b) evaluated the effectiveness of the registratisslosure controls and procedures and presentiisin
report our conclusions about the effectivenest@fdisclosure controls and procedures, as of thegthe
period covered by this report based on such evahjand

c) disclosed in this report any change in the tesyi¢’s internal control over financial reportirtgat
occurred during the registrant’s most recent fisgalrter (the registrant’s fourth fiscal quartethe case of an
annual report) that has materially affected, ae@sonably likely to materially affect, the reggsit’s internal
control over financial reporting; and

5. The registrant’s other certifying officer anddve disclosed, based on our most recent evaluatimbernal
control over financial reporting, to the registrarguditors and the audit committee of the regigisaboard of
directors or (or persons performing the equivafanttions):

a) all significant deficiencies and material weadg®s in the design or operation of internal cortvelr
financial reporting which are reasonably likelyatdversely affect the registrant’s ability to recgtbcess,
summarize and report financial information; and

b) any fraud, whether or not material, that invelweanagement or other employees who have a signific
role in the registrant’s internal control over fircéal reporting.

/sl Mark L. Smittr

Mark L. Smith
Chief Financial Officer, Treasurer
(Principal Financial and Accounting Officer)

Date: November 9, 2006
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EXHIBIT 32.1

CERTIFICATION

Pursuant to the requirement set forth in Rule 18@)lof the Securities Exchange Act of 1934, as amen(tie¢
“Exchange Act”) and Section 1350 of Chapter 63 iieT18 of the United States Code (18 U.S.C. §13K@hneth
J. Collins, Chief Executive Officer of Replidynegcl (the “Company”), and Mark L. Smith, Chief Firéad Officer
of the Company, each hereby certifies that, tdoimt of his knowledge:

1. The Company’s Quarterly Report on Form 10-Qtfierperiod ended September 30, 2006, to which this
Certification is attached as Exhibit 32.1 (the ‘iBdic Report”), fully complies with the requiremertf
Section 13(a) or Section 15(d) of the Exchange At}

2. The information contained in the Periodic Refairly presents, in all material respects, thaficial
condition and results of operations of the Company.

/s/ Kenneth J. Collin

Kenneth J. Collins
Chief Executive Officer
(Principal Executive Officer)

/s/ Mark L. Smittr

Mark L. Smith
Chief Financial Officer
(Principal Financial and Accounting Officer)

Dated: November 9, 2006

A signed original of this written statement reqdit®ey Section 906 of the Public Company AccountirgdRm
and Investor Protection Act of 2002 (18 U.S.C. §0,3s adopted) has been provided to the Compahwiirbe
retained by the Company and furnished to the Séesiand Exchange Commission (“SEC”) or its staifm
request. This certification “accompanies” the FAi®rQ to which it relates, is not deemed filed vtk SEC and is
not to be incorporated by reference into any filighe Company under the Securities Act of 1933%amended, or
the Exchange Act (whether made before or afted#tie of the Form 10-Qirespective of any general incorporal
language contained in such filing.
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