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Unl ess the context otherw se requires, all references to "we, us," "our," and
t he "Conpany" include Discovery Laboratories, Inc. ("Discovery"), and its
whol | y-owned, presently inactive subsidiary, Acute Therapeutics, Inc.

Saf e Harbor Statenent Under the Private Securities Litigation Act of 1995

Certain statenents set forth in this report and any that are incorporated by
reference herein which are not historical, including, without limtation
statenents concerning our research and devel opnent prograns and clinical trials,
the possibility of submitting regulatory filings for our products under

devel opnent, the seeking of collaboration arrangenents wi th pharnmaceutica
conpani es or others to devel op, manufacture and market products, the research
and devel opment of particul ar conpounds and technol ogi es and the period of tine
for which our existing resources will enable us to fund our operations
constitute "Forward Looking Statenents"” within the neaning of Section 27A of the
Securities Act of 1933 and Section 21E of the Securities Exchange Act of 1934.
We intend that all forward-Iooking statenents be subject to the safe-harbor
provisions of the Private Securities Litigation Reform Act of 1995. These
forward-1 ooking statements are only predictions and reflect our views as of the
date they are nade with respect to future events and financial performance.
Forwar d-1 ooki ng statenents are subject to many risks and uncertainties which
coul d cause our actual results to differ materially fromany future results
expressed or inplied by the forward-Iooking statenents.

Exanpl es of the risks and uncertainties include, but are not linmted to: the

i nherent risks and uncertainties in devel oping products of the type we are
devel opi ng; possi ble changes in our financial condition; the progress of our
research and devel opnment (including the results of clinical trials being
conducted by us and the risk that our |ead product candidate, Surfaxin(R), wll
not prove to be safe or useful for the treatnent of certain indications);
clinical trials require adequate supplies of drug substance and drug product,
which may be difficult or uneconomical to procure or manufacture; tinely
obtaining sufficient patient enrollment in our clinical trials; the inmpact of
devel opnment of conpeting therapies and/ or technol ogi es by other conpanies; our
ability to obtain additional required financing to fund our research prograns;
our ability to enter into agreenments with collaborators and the failure of

col l aborators to performunder their agreenents with us; the progress of the FDA
approval s in connection with the conduct of our clinical trials and the
marketing of our products; the additional costs and del ays which may result from
requi renents inposed by the FDA in connection with obtaining the required
approval s; and the other risks and uncertainties detailed in Item 2:
"Managenent's Di scussion and Anal ysis" and in any docunments incorporated by
reference in this report.

Except to the extent required by applicable | aws or rules, we do not undertake
to update any forward-|ooking statenents or to publicly announce revisions to

any of the forward-1ooking statenents, whether as a result of new information,
future events or otherw se
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PART | - FI NANCI AL | NFORMATI ON
| TEM 1. FI NANCI AL STATEMENTS

Dl SCOVERY LABORATORI ES, | NC. AND SUBSI DI ARY
(a devel opnent stage conpany)

Condensed Consol i dat ed Bal ance Sheets

<TABLE>
<CAPTI ON>

<S>
Current assets:
Cash and cash equival ents
Avail abl e -for-sale narketable securities
Not e receivable - current
Prepai d expenses and ot her current assets

Total current assets

Property and equi pnent, net of accumul ated depreciation
Not e receivabl e
Qt her assets

Total Assets

LI ABI LI TIES & STOCKHOLDERS' EQUI TY

Current liabilities:
Accounts payabl e and accrued expenses
Capitalized | ease - current

Total current liabilities

Def erred revenue
Credit facility with corporate partner
Capitalized | ease, net of current portion

Total Liabilities

Shar ehol ders' equity:
Common st ock, $.001 par val ue; 60, 000,000 authori zed;
42,080, 094 and 32,818,283 i ssued and out standi ng
at Septenber 30, 2003 and Decenber 31, 2002, respectively
Addi tional paid-in capital
Unear ned portion of conpensatory stock options
Deficit accunul ated during devel opnent stage
Treasury stock (at cost; 167,179 and 38, 243 shares at
Sept enber 30, 2003 and Decenber 31, 2002, respectively)
Accunul ated ot her conprehensive incone

Total sharehol ders' equity

Total Liabilities & Equity

Sept enber 30,
2003
(Unaudi t ed)
<C

$ 32,607,000
3, 287, 000

3, 000

904, 000

36, 801, 000

1, 905, 000
193, 000
82, 000

$ 3,638,000
312, 000

3, 950, 000

852, 000
2, 065, 000
485, 000

7,352, 000

42, 000
120, 980, 000

(7,000)
(88, 151, 000)

(1, 289, 000)
54, 000

$ 38,981, 000

Decenber 31,
2002

<C

$ 8, 538, 000
10, 652, 000
2,000

325, 000

19, 517, 000

1, 231, 000
195, 000
119, 000

$ 3,013,000
189, 000

3,202, 000

1, 393, 000
1, 450, 000
256, 000

6, 301, 000

33, 000
87, 463, 000

(95, 000)
(72,578, 000)

(239, 000)
177, 000

$ 21,062,000



</ TABLE>
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PART | - FI NANCI AL | NFORMATI ON
| TEM 1. FI NANCI AL STATEMENTS

Dl SCOVERY LABORATORI ES
(a devel opnent stage conpany)

Condensed Consolidated Statenents of Operations

(Unaudi t ed)

<TABLE>
<CAPTI ON>

<S>
Revenues:

Contracts, Licensing & M| estones
Expenses:

Research & Devel opnent

General & Adnministrative

Wite-of f of acquired in-process

research and devel opnent
and supplies

Total Expenses

Operating Loss

O her income and expenses:
Interest Incone, dividends, realized
gains, and other incone

Mnority interest in net |oss of
subsi di ary

I nterest expense

Net Loss

Net | oss per common share -
basic and dil uted

Wei ght ed average nunber of common
shares outstanding -
basic and dil uted

</ TABLE>

I NC. AND SUBSI DI ARY

Three Months Ended

Sept enber 30,
2003 2002
<C <C

$ 198, 000 $ 368,000
5, 096, 000 3, 475, 000
1, 375, 000 1, 633, 000
6,471, 000 5,108, 000
(6,273, 000) (4, 740, 000)
116, 000 256, 000
(62, 000) (45, 000)

$ (0. 15)

41, 084, 355

$(4, 529, 000)

N ne Mont hs Ended
Sept ember 30,

12, 950, 000

3,679, 000

(15, 774, 000)

382, 000

(181, 000)

$( 15, 573, 000)

9, 801, 000

4,303, 000

(12, 716, 000)

607, 000

(77, 000)

$(12, 186, 000)

May 18, 1993
(I nception)
t hr ough
Sept enber 30,
2003

55, 667, 000

27,104, 000

13, 508, 000

(91, 584, 000)

4, 458, 000

26, 000

(369, 000)

$(87, 469, 000)

$ (0.17)

26, 440, 880

$ (0. 43)

35, 809, 252

$  (0.46)

26, 222, 925
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PART | - FI NANCI AL | NFORMATI ON
| TEM 1. FI NANCI AL STATEMENTS

Dl SCOVERY LABORATORI ES,
(a devel opnent stage conpany)

Condensed Consol i dated Statenents of Cash Fl ows

(Unaudi t ed)

<TABLE>

<CAPTI ON>

<S>

Cash flows from operating activities:
Net | oss

I NC. AND SUBSI DI ARY

Adj ustnents to reconcile net loss to net cash used

in operating activities:

Wite-of f of acquired in-process research and

devel opment and supplies
Wite-off of I|icenses
Depreci ation and anortization
Conpensatory stock options

Expenses paid using treasury stock and

common st ock
Loss on sal e of property
Changes in:
Prepai d expenses and
other current assets

Accounts payabl e and accrued expenses

Ot her assets

Proceeds fromresearch and devel opnent

col l aborative agreenents

Anortization of deferred revenue

Expenses paid on behal f of conpany

Enpl oyee stock conpensation

Reduction of research and devel opment supplies

Net cash used in operating activities

Cash Flows fromlnvesting Activities:
Purchase of property and equi pnent

Proceeds from sal e of property and equi pment

Loan to related party

Rel ated party | oan paynments received
Acqui sition of |icenses

Purchase of narketabl e securities

Proceeds fromsale or maturity of marketable securities

Net cash paynents on nerger

Net cash provided by (used in) investing

activities

Cash Flows from Financing Activities:
Proceeds fromissuance of securities,
Proceeds fromcredit facility
Purchase of treasury stock

net of expenses

Princi pal paynents under capital |ease obligation

Ni ne Mont hs Ended
Sept enber 30,

$ (15,573, 000)

272,000
104, 000

(579, 000)
625, 000
(1, 000)

(541, 000)

(381, 000)

1,000

(271, 000)
7,513, 000

33, 510, 000
615, 000
(1, 050, 000)
(175, 000)

$ (12, 186, 000)

209, 000
169, 000

26, 000

827, 000
250, 000
1, 000

1, 833, 000
(807, 000)

(332, 000)

2,000

(5, 481, 000)
10, 963, 000

2,956, 000
1, 257, 000

(43, 000)

May 18, 1993
(I nception)
t hr ough
Sept enber 30, 2003

$ (87, 469, 000)

13, 508, 000
683, 000
1,101, 000
3, 681, 000

230, 000
4,000

257, 000
3, 505, 000
(24, 000)

3, 474, 000
(3,177, 000)
18, 000
42,000
(161, 000)

(2, 359, 000)
575, 000
(200, 000)
4,000

(711, 000)
(52, 775, 000)
49, 947, 000
(1, 670, 000)

103, 519, 000
2, 065, 000
(1,171, 000)
(289, 000)



Net cash provided by financing activities 32, 900, 000 4,170, 000 104, 124, 000

Net increase (decrease) in cash and cash equival ents 24, 069, 000 (356, 000) 32,607, 000
Cash and cash equival ents - begi nning of period 8, 538, 000 3, 758, 000
Cash and cash equival ents - end of period $ 32,607,000 $ 3,402,000 $ 32,607,000

Suppl ement ary di scl osure of cash flows information:
Interest paid $ 144, 000 $ (37, 000) $ 276, 000

Noncash transacti ons:
Class H warrants issued/reval ued -- (617, 000) 150, 000

Accrued dividends on Series C preferred stock -- 682, 000
Series C preferred stock dividends paid using

common st ock -- -- 204, 000
Preferred Stock issued for inventory -- -- 575, 000
Equi prent acquired through capitalized | ease 527, 000 149, 000 1, 086, 000
Unreal i zed (1 oss) gain on narketabl e securities (123, 000) 116, 000 54, 000

</ TABLE>
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NOTES TO CONDENSED CONSOLI DATED FI NANCI AL STATEMENTS ( UNAUDI TED)
NOTE 1 - THE COVPANY AND BASI S OF PRESENTATI ON

The Conpany

Di scovery Laboratories, Inc. (the "Conpany"), is a biopharmaceutical conpany
devel oping its proprietary surfactant technol ogy as Surfactant Replacenent
Therapi es for respiratory diseases including Respiratory Distress Syndrones,
Acute Lung Injury, asthma, Chronic Obstructive Pul monary Di sease (COPD), and
upper airway disorders. Surfactants are substances that are produced naturally
in the lungs and are essential to the lungs' ability to absorb oxygen and to
mai ntain proper airflow through the respiratory system The absence or depletion
of surfactant is involved in a nunber of respiratory di seases. Qur surfactant

t echnol ogy produces an engi neered version of natural human |lung surfactant that
is designed to precisely mmc the essential properties of human | ung
surfactant. W believe that our proprietary surfactant technology is the only
surfactant technol ogy presently available to potentially treat a broad range of
respiratory di seases

Qur lead product, Surfaxin(R), is being developed for critical care patients
with life-threatening respiratory disorders where there are few, if any,
approved therapies. Surfaxin is currently in a pivotal Phase 3 clinical tria
for Respiratory Distress Syndrone in premature infants, a Phase 2 clinical trial
for Acute Respiratory Distress Syndronme in adults and a Phase 3 and a Phase 2
clinical trial for Meconium Aspiration Syndronme in full-terminfants. Inhal able
aerosolized formul ati ons of our humani zed surfactant are presently being

devel oped to potentially treat patients suffering fromsevere acute asthma and
Acute Lung Injury, our lead preclinical prograns, as well as COPD, sinusitis,
and upper airway disorders such as sleep apnea and otitis nedia (inner ear

i nfection).

We are devel opi ng a dedicated sal es and marketing capability through a

col l aboration with Quintiles Transnational Corp., to conmercialize Surfaxin in
neonatal indications in the United States. W have also entered into a strategic
alliance with Laboratorios del Dr. Esteve to conmercialize Surfaxin in Europe
and Latin America. W intend to establish strategic alliances, where
appropriate, for the devel opnent and commerci alization of our products in other

i ndi cations and nmarkets.

St ock Based Enpl oyee Compensati on

The Financial Accounting Standards Board has issued Statenent of Financial
Accounting Standards ("SFAS') No. 148, "Accounting for Stock-Based Conpensation
- Transition and Disclosure". SFAS No. 148 anmends SFAS No. 123, "Accounting for
St ock- Based Conpensation” to provide alternative nethods of transition to a
voluntary change to the fair value based nethod of accounting for stock-based
enpl oyee conpensation. In addition, SFAS No. 148 anends the discl osure

requi renents of SFAS 123 to require prom nent disclosure in both annual and
interimfinancial statements about the nethod of accounting for stock-based

enpl oyee conpensation and the effect of the nethod used on the reported results.
We continue to account for our stock option plans in accordance with Accounting
Princi pl es Board Opi nion No. 25, "Accounting for Stock Issued to Enpl oyees." Had
we accounted for our stock option plans in accordance with SFAS 123, the pro
forma net 1oss for the nine nonths ended Septenber 30, 2003 and 2002 woul d have
been as foll ows:

<TABLE>
<CAPTI ON>
Three Months Ended Ni ne Mont hs Ended
Sept enber 30, Sept enber 30,

<S> <C <C <C <C



Net | oss as reported
Addi tional stock-based enpl oyee conpensation

Pro forma net |oss

Pro forma net |oss per share
</ TABLE>

$ (6,219, 000)
$ (3,475, 000)

$ (9, 694, 000)

$ (4,529, 000)
$ (168, 000)

$ (4,697, 000)

$( 15, 573, 000)
$ (4, 486, 000)

$(20, 059, 000)

$ (0. 24)

$ (0.18)

$ (0. 56)

$(12, 186, 000)
$ (771, 000)
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Basi s of Presentation

The acconpanyi ng unaudi ted condensed consol i dated financi al statenents have been
prepared in accordance with accounting principles generally accepted in the
United States for interimfinancial information in accordance with the
instructions to Form 10-Q Accordingly, they do not include all of the

i nformati on and footnotes required by accounting principles generally accepted
inthe United States for conplete financial statenents. In the opinion of
managerment, all adjustnents (consisting of normally recurring accruals)
considered for fair presentation have been included. Cperating results for the
ni ne-nont h peri od ended Septenber 30, 2003, are not necessarily indicative of
the results that may be expected for the year ended Decenber 31, 2003. For
further information, refer to the consolidated financial statements and
footnotes thereto included in our Annual Report on Form 10-K, as anended, for
t he year ended Decenber 31, 2002

We are a devel opnent stage conpany and have incurred substantial |osses since

i nception. To date, we have funded our operations primarily through the issuance
of equity. We expect to continue to expend substantial amunts for continued
product research, developnent and initial comercialization activities for the
foreseeable future. Managenent's plans with respect to funding these devel opnent
and commercialization activities are to use our existing capital, our secured
credit facilities with PharmaBi o Devel opnent Inc., a subsidiary of Qintiles
and General El ectric Capital Corporation, and, if possible, to secure additiona
capital through the issuance of equity and/or collaborative arrangenents. Qur
continuation is dependent on our ability to obtain additional financing and
ultimately, on our ability to achieve profitable operations. There is no
assurance, however, that such financing will be available or that our efforts
ultimately will be successful

Al'l of our current products under devel opnent are subject to |icense agreenents
that will require the paynment of future royalties.

Certain prior year bal ances have been reclassified to conformwi th the current
presentation. The reclassification had no effect on net incone.

NOTE 2 - NET LOSS PER SHARE

Net | oss per share is conputed based on the wei ghted average nunber of common
shares outstanding for the periods. Comobn shares issuable upon the exercise of
options and warrants and the conversion of convertible securities are not
included in the calculation of the net |oss per share as their effect would be
antidilutive.

NOTE 3 - COWPREHENSI VE LGSS

Total conprehensive | oss was approxi mately $6, 294, 000 and $15, 696, 000 for the
three and ni ne nmonths ended Septenber 30, 2003, respectively, and approxi mately
$4, 424,000 and $12, 070,000 for the three and nine nonths ended Septenber 30,
2002, respectively.

| TEM 2. MANAGEMENT' S DI SCUSSI ON AND ANALYSI S CF FI NANCI AL CONDI TI ON AND RESULTS
OF OPERATI ONS

Overvi ew

Si nce our inception, we have incurred significant |osses and, as of Septenber
30, 2003, had a deficit accunul ated during the devel opment stage of
approximately $88.2 nillion (including historical results of predecessor
conpanies). The majority of our expenditures to date have been for research and
devel opment activities. Research and devel opnent expenses represent costs
incurred for scientific and clinical personnel, clinical trials, regulatory
filings and manufacturing efforts (including raw material costs). W expense our
research and devel opment costs as they are incurred. General and administrative
expenses consist primarily of executive managenent, financial, business



devel opnment, |egal and general corporate activities and rel ated expenses

Pl an of Operations

We expect to continue to incur increasing operating |osses for the foreseeabl e
future, primarily due to our continued research and devel opment activities

attributable to new and exi sting products, manufacturing, initia
commerci al i zati on and general and admi nistrative activities.
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We anticipate that during the next 12 to 24 nonths we wll:

(i)

(i)

(iii)

(iv)

significantly increase our research, devel opnent and regul atory
activities.

It is anticipated that our primary research and devel opnment
activities will be the several clinical trials for Surfaxin
indications and related regulatory filings. W are presently
conducting a pivotal, multinational |andmark Phase 3 trial treating
up to 1,500 patients for the treatment of Respiratory Distress
Syndrone in premature infants. This pivotal trial is intended, if
successful, to provide the basis for New Drug Applications with the
FDA and other worldw de regulatory authorities. W expect to
announce top-line trial results in Novenber 2003 for this clinica
trial. For Acute Respiratory Distress Syndrome in adults, we
currently are conducting a Phase 2 dose-rangi ng safety and efficacy
study of up to 110 patients in the United States. W expect to
conplete enrollnment for this trial in the second quarter of 2004.
For Meconium Aspiration Syndrone in full-terminfants, we currently
are conducting a Phase 3 clinical trial of up to 200 patients in the
United States. Enrollnent continues to be slower than expected and
conpletion is now anticipated in 2004. G ven our belief in the

i mportance of the pivotal Phase 3 trial for Respiratory Distress
Syndrone in premature infants to our present devel opnent pl an,
resources have been and may continue to be reallocated fromthe
Meconi um Aspirati on Syndrone programto the Respiratory Distress
Syndrone program as needed. W are al so conducting a Phase 2
clinical trial of Surfaxin lavage in up to 60 infant patients for
use as a prophylactic for infants who are at risk for Meconium
Aspiration Syndrome. The clinical trial and regulatory process is

| engt hy, expensive and uncertain and subject to nunerous risks
including, without Iimtation, the follow ng risks discussed in the
"Risks Related to Qur Business" section: "The clinical trial and
regul atory approval process for our products is expensive and tine
consum ng, and the outcone is uncertain"; and "Qur technol ogy
platformis based solely on our proprietary humani zed, engi neered
surfactant technology and only our |ead product candi date, Surfaxin,
has been subject to clinical studies. Qur ongoing clinical trials
for Surfaxin for the treatnment of Respiratory Distress Syndrone in
premature infants nmay be del ayed, or fail, which will harm our

busi ness. "

Aerosolized fornul ati ons of our humani zed surfactant are presently
bei ng devel oped to potentially treat hospitalized patients suffering
from severe acute asthma and Acute Lung Injury. In addition, we are
eval uati ng the devel opnent of aerosolized formul ati ons of our

hurmani zed surfactant to potentially treat COPD, sinusitis, sleep
apnea and otitis nedia (inner ear infection).

invest in and support a |long-term manufacturing strategy that

i ncludes further devel opnent and utilizing the clinical and
commercial supply capabilities of our current contract nanufacturer
and securing additional manufacturing capability in order to provide
backup for the production of our humani zed surfactant drug product
and to scale up to neet clinical and comercial needs as they
expand.

invest in additional general and admi nistrative resources primarily
to support our business devel opnent initiatives, financial systens
and controls and nmanagenent information technol ogi es.

i nvest in marketing and conmerciali zati on managenent infrastructure
to manage the strategic relationships with our collaborative
partners for the launch of Surfaxin, if approved, and the execution
of our "Discovery/Surfaxin" worldw de nmarketing strategy.



We are currently inplenenting the initial phase of our |ong-term manufacturing
strategy through the recent selection of Laureate Pharma, L.P., to becone our
current contract manufacturer. In October we entered into a Technol ogy Transfer
and Manufacturing Agreenment with Laureate Pharma which provides for the
establ i shnent of a Surfaxin manufacturing line together with the production of
clinical and conmmercial drug supply in conformance with current Good

Manuf acturing Practices (cGW). This agreement al so enconpasses plans for

manuf acturi ng scal e-up and enhancenents, including additional equipnent to
support our anticipated comercial -scale requirements of Surfaxin for
Respiratory Distress Syndronme in premature infants and our antici pated
clinical-scale production requirenments of Surfaxin for Acute Respiratory

Di stress Syndrone in adults. See "Risks Related to Qur Business - In order to
conduct our clinical trials we need adequate supplies of our drug substance and
drug product and conpetitors drug product, which may not be readily avail abl e";
and "If the parties we depend on for manufacturing our pharnaceutical products
do not tinely supply these products, it may delay or inpair our ability to
devel op and mar ket our products."

Page 9
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We have entered into a collaboration arrangement with Quintiles, and its
affiliate, PharmaBio, to provide certain comercialization services in the
United States for Surfaxin for the treatnent of Respiratory Distress Syndrone in
premature infants and Meconi um Aspiration Syndrone in full-terminfants.
Quintiles will hire and train a dedicated United States sales force that will be
branded in the market as ours. Quintiles will nake available up to $70 mllion
in post-launch funding to cover the first seven years of United States sal es and
marketing costs. In return, Quintiles will receive a comm ssion on net sales of
Surfaxin over a 10-year period. The Quintiles arrangenent allows us to retain
product ownershi p and have sal es and narketing expertise in place for the
commercialization of Surfaxin in the United States, if approved.

We have an alliance with Esteve to devel op, market and sell Surfaxin throughout
Europe and Latin Anerica. Esteve will provide certain conmercialization services
for Surfaxin for the treatnment of Respiratory Distress Syndrone in premature

i nfants, Meconi um Aspiration Syndrone in full-terminfants and Acute Lung
Injury/Acute Respiratory Distress Syndronme in adult patients. Qur exclusive
supply agreenent with Esteve provides that Esteve will purchase fromus all of
its Surfaxin drug product requirenents at an established transfer price based on
sal es of Surfaxin by Esteve and/or its sublicensee(s). Esteve has al so agreed to
sponsor certain clinical trial costs related to obtaining regulatory approval in
Europe for the Acute Lung Injury/Acute Respiratory Distress Syndromne

i ndi cations. Esteve al so agreed to nmake certain nilestone paynments to us upon
the attai nment of European marketing regul atory approval for Surfaxin.

We will need to generate significant revenues from product sal es and/or rel ated
royalties and transfer prices to achieve and maintain profitability. Through
Sept enber 30, 2003, we have had no revenues from any product sales, and have not
achieved profitability on a quarterly or annual basis. Qur ability to achieve
profitability depends upon, anong other things, our ability to devel op products,
obtain regul atory approval for products under devel opnent and enter into
agreenents for product devel opment, manufacturing and commercialization. In
addition, our results are dependent upon the perfornmance of our strategic
partners and third party contract manufacturers and suppliers, including

without limtation, our contract manufacturing facility. Mreover, we nmay never
achi eve significant revenues or profitable operations fromthe sale of any of
our products or technol ogies.

Thr ough Sept enber 30, 2003, we had not generated taxable incone. On Decenber 31,
2002, net operating | osses available to offset future taxable incone for federa
tax purposes were approxinmately $65.1 million. The future utilization of such

| oss carryforwards may be |imted pursuant to regul ati ons pronul gated under
Section 382 of the Internal Revenue Code. In addition, as of Decenber 31, 2002,
we had a research and devel opment tax credit carryforward of $1,225,000. The
federal net operating |oss and research and devel opment tax credit carryforwards
expi re beginning in 2008 and conti nuing through 2021

Results of Operations

Net |oss for the three and nine nonths ended Septenber 30, 2003 were $6, 219, 000
($0. 15 per common share) and $15, 573,000 ($0.43 per common share), respectively.
Net |oss for the three and nine nonths ended Septenber 30, 2002 were $4, 529, 000
($0.17 per comon share) and $12, 186, 000 ($0.46 per common share), respectively.

Revenues

Revenues fromresearch and devel opnent col |l aborative contracts and grants for
the three and nine nonths ended Septenber 30, 2003 were $198, 000 and $855, 000,
respectively. Revenues fromresearch and devel opnent col |l aborative contracts and
grants for the three and ni ne nonths ended Septenber 30, 2002 were $368, 000 and
$1, 388, 000, respectively. The decreased revenues are related to: (i) the
concl usi on of work associated with our Small Business Innovative Research (SBIR
grant for research in Acute Lung Injury/Acute Respiratory Distress Syndrone in
adults; (ii) our O phan Products Devel opnent grant to devel op Surfaxin for
Meconi um Aspiration Syndrone in full-terminfants; and (iii) the extension of



the anortization period and rel ated revenue recognition of the funding
previously provided to us in connection with our strategic alliance with Esteve
whi ch now reflects the planned fourth quarter 2003 conpl eti on of our Phase 3
pivotal clinical trial for Surfaxin for Respiratory Distress Syndrone in
premature infants.

Expenses

Research and devel opnent expenses for the three and ni ne nonths ended Septenber
30, 2003 were $5, 096,000 and $12, 950, 000, respectively. Research and devel opnent
expenses for the three and ni ne nonths ended Septenber 30, 2002 were $3, 475, 000
and $9, 801, 000, respectively. This increase primarily reflects clinical tria
costs incurred for our lead product, Surfaxin, currently in various Phase 3 and
Phase 2 clinical trials for critical care patients with |ife threatening
respiratory disorders, research and devel opment activities related to the

devel opment of aerosolized formul ati ons of our hunmani zed | ung surfactant, and
the transfer of our manufacturing capabilities in connection with the

i mpl ementation of the initial phase of our |ong-term manufacturing strategy.
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General and adninistrative expenses for the three and nine nonths ended

Sept enber 30, 2003 were $1, 375,000 and $3, 679, 000, respectively. General and
adm ni strative expenses for the three and nine nonths ended Septenber 30, 2002
were $1, 633,000 and $4, 303,000, respectively. General and admi nistrative
expenses consist primarily of the costs of executive managenent, financial and
accounting, business and comercial devel opnent, legal, facility and other

admi nistrative costs. Included in general and adnministrative costs are

approxi mately $617,000 and $1, 257,000 for the nine nonths ended Septenber 30,
2003 and 2002, respectively, related to pre-launch comercialization activities
for Surfaxin conducted in connection with a collaboration arrangenent with
Quintiles (for which funding is provided by the secured revolving credit
facility with PharnmaBi o di scussed below in "Liquidity and Capital Resources").
Addi tionally, included general and administrative costs are non-cash
conpensati on charges of approxi mately $119, 000 and $353, 000 for the nine nonths
ended Septenber 30, 2003 and 2002, respectively, related to options granted to
non-enpl oyee directors under the Automatic Option Grant Program of our Amended
and Restated 1998 Stock Option Plan and the vesting of certain stock options
granted to consul tants.

O her Incone and Expense

O her incone and expense (net) for the three and nine nonths ended Septenber 30,
2003 were $54,000 and $201, 000, respectively. Cther incone and expense (net) for
the three and ni ne nonths ended Septenber 30, 2002 were $211, 000 and $530, 000.
The decrease in other income and expense (net) is due primarily to interest
expense associated with our secured, revolving credit facility and capital |ease
financi ng arrangenents and a decrease in interest earned on our cash, cash
equi val ents and marketabl e securities primarily due to a general reduction in
earned market interest rates. See "Liquidity and Capital Resources."

Liquidity and Capital Resources
Cash, Cash Equival ents and Marketabl e Securities

As of Septenber 30, 2003, we had cash, cash equival ents and narketabl e
securities of approximately $35.9 mllion as conpared to approxi mately $19.2
mllion we had as of Decenber 31, 2002. As of Septenber 30, 2003, we had wor ki ng
capital of approximately $32.9 mllion as conpared to the working capital of
approximately $16.3 nillion we had as of Decenmber 31, 2002. The increase in
working capital is due to the net proceeds of $33.5 mllion received fromthe
sal e of securities and exercise of warrants, offset by funds used for operating
activities.

In June and July of 2003, our conmmon stock attained certain price perfornance

t hreshol ds on the Nasdaq Smal | Cap Market that permitted us to provide notice for
redenption (and thereby effectively conpel the exercise thereof) to the hol ders
of three of our outstanding classes of warrants which represented, in aggregate,
the right to purchase approximately 3.6 mllion shares of comon stock. Such
warrants (i.e., the Class I, Cass F and dass C warrants) were previously

i ssued by us in connection with certain private placenent financings that
occurred in Novenber 2002, Cctober 2001 and April 1999, respectively. Between
the dates of June 1, 2003 and Septenber 12, 2003, hol ders of warrants
exercisable for approximately 3.6 mllion shares of comon stock exercised such
warrants, in accordance with their respective terns, either cashlessly or for
cash, resulting in the issuance to the hol ders of approximately 3.3 mllion
shares of common stock and our receipt of aggregate cash proceeds equal to
approxi mately $6.1 mllion.

Secured, Revolving Credit Facility and Capital Lease Financing Arrangenents

We have a secured revolving credit facility of up to $8.5 mllion to $10 mllion
with PharmaBio to fund pre-marketing activities for a Surfaxin launch in the
United States. The credit facility is available for use until Decenber 10, 2004,
and noni es becone available in three tranches upon our satisfaction of certain
conditions. W have satisfied the conditions for availability of the first two



tranches and at Septenber 30, 2003, the anmount avail abl e under the credit
facility was approximately $5.7 mllion, of which $2.1 million was outstandi ng

I nterest on ampbunts advanced under the credit facility will be payable quarterly
in arrears. W may repay principal amunts owed by us under the credit facility
from proceeds of nmilestone paynments to be paid to us by PharnmaBi o upon the

achi evenment of certain corporate milestones. W are obligated to use a
significant portion of the funds borrowed under the credit facility for
pre-launch marketing services to be provided by Qintiles.
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We have a capital |ease financing arrangenent with the Life Science and

Technol ogy Finance Division of General Electric Capital Corporation. In

Sept enber 2003, the arrangenent for up to $1 million was increased to provide
subject to certain conditions, up to an aggregate $4 mllion in financing for
capital purchases. As of Septenber 30, 2003, we had used approxi mately $765, 000
of this financing arrangenent.

Qur working capital requirenments will depend upon numerous factors, including
without limtation, the progress of our research and devel opnent prograns,
clinical trials, timng and cost of obtaining regulatory approvals, timng and
cost of pre-launch marketing activities, |levels of resources that we devote to

t he devel opment of manufacturing and marketing capabilities, |evels of resources
that our coll aboration partners devote to the devel opnment of sal es and marketing
capabilities, technol ogi cal advances, status of conpetitors, our ability to
establish collaborative arrangenents with other organizations, the ability to
def end and enforce our intellectual property rights and the establishnent of
additional strategic or licensing arrangements with other conpanies or

acqui sitions

Hi storically, our working capital has been provided fromthe proceeds of private
financi ngs:

In June 2003, we conpleted the sale of securities in a private placenent to
selected institutional and accredited investors for net proceeds of

approxi mately $26.1 mllion. W issued 4,997,882 shares of commpn stock and
999,577 G ass A Investor warrants to purchase shares of commobn stock at an
exercise price of $6.875 per share. The Cass A Investor warrants have a
seven-year term See Part |l Item2: "Change in Securities and use of Proceeds.”

I n Novenber 2002, we conpleted the sale of securities in a private placenent to
selected institutional and accredited investors for net proceeds of

approxi mately $11.9 mllion. W issued 6,397,517 shares of common stock and
2,878,883 dass | warrants to purchase shares of commbn stock at an exercise
price of $2.425 per share. The dass | warrants had a five-year termand we were
entitled to redeemthe Cass | warrants, with 60 days' prior witten notice, for
$. 001, upon the attainment of certain exchange-related price performance

t hreshol ds of the common stock. In June 2003, the price performance criteria was
net and we provided notice to the Cass | warrantholders of our intention to
redeemthe Cass | warrants. As of Septenber 2, 2003, all Cass | warrants have
been exerci sed.

Pursuant to our collaboration arrangenent with Esteve on March 6, 2002, we

i ssued 821, 862 shares of common stock to Esteve at a purchase price equal to
$4.867 per share and received a |licensing fee of $500,000, for approxinmte net
aggregate proceeds of $4.45 mllion.

Pursuant to the coll aboration arrangenent we entered into with Quintiles and
Phar maBi o i n Decenber 2001, we issued to PharnmaBi o, for approxi mate net
aggregate proceeds of $2.7 mllion: (i) 791,905 shares of commpn stock at a
price equal to $3.79 per share; and (ii) Cass Gwarrants to purchase 357, 143
shares of common stock at an exercise price equal to $3.485 per share (subject
to adjustnent). In connection with the credit facility, we issued to PharmaBio
Cass Hwarrants to purchase 320,000 shares of common stock. The Cass H
warrants are exercisable at $3.03 per share (subject to adjustnent) and are
exerci sabl e proportionately only upon availability of the credit facility. To
the extent the credit facility availability is increased to greater than $8.5
mllion, for each $1 million increase, the anount of shares of combn stock

i ssuabl e pursuant to the dass Hwarrants shall be increased by approxi nately
38, 000 shares.

In Cctober 2001, we received approximately $7.3 nmillion in net proceeds froma
private financing. In the financing, we issued 3,562,759 shares of comon stock
and 712,553 G ass F warrants to purchase shares of comon stock at an exercise
price equal to $2.365 per share. The dass F warrants had a five-year term and
we were entitled to redeemthe Class F warrants, with 20 days' prior witten



notice, for $.001, upon the attainment of certain exchange-related price

per formance threshol ds of the common stock. In July 2003, the price performance
criteria was net and we provided notice to the dass F warranthol ders of our
intention to redeemthe Cass F warrants. As of August 13, 2003, all Cass F
warrants have been exerci sed.

In April 2001, we received approximately $1 mllion in proceeds in a private
offering of 296,560 shares of common stock at a per share price equal to $3.37
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In March 2000, we received approxi mately $17,500,000 in net proceeds in a
private placenent offering fromthe sale of 2,902,846 shares of comon stock and
580,567 G ass E warrants to purchase commobn stock at $7.38 per share. The d ass
E warrants issued in the offering are exercisable through March 2005.

In Cctober 1999, in connection with our strategic alliance with Esteve, we
i ssued to Esteve in a private placenent 317,164 shares of commpbn stock at a
purchase price of $2.68 per share

In July 1999, we raised approximately $2,233,000 in net proceeds in a private

pl acenent offering of an aggregate of 2,024,792 shares of commpn stock and
2,024,792 dass D warrants to purchase conmmon stock. Al of the ass D warrants
have been exerci sed.

During March and April 1999, we raised $1.0 nillion in a private placenent

of fering of 826,447 shares of common stock and 569,026 Cass C warrants to
purchase conmon stock at an exercise price of $2.15 per share. The Jass C
warrants are exercisable through April 2006. In August 2003, pursuant to the
terms of the Cass C warrants, we provided notice to the Cass C warranthol ders
of our intention to redeemthe Cass C warrants. As of Septenber 12, 2003, al
Class C warrants have been exerci sed.

We will require substantial additional funding to conduct our business

i ncl udi ng our expanded research and product devel opment activities. Based on our
current operating plan, we believe that our currently avail abl e resources,

i ncl udi ng anbunts currently avail able under our credit facility with PharmaBi o,
and our capital l|ease financing arrangenent with General Electric Capita
Corporation, will be adequate to satisfy our capital needs into 2005. Qur future
capital requirenments will depend on the results of our research and devel opnent
activities, clinical studies and trials, conpetitive and technol ogi cal advances
and the regul atory process. Qur operations will not become profitable before we
exhaust our current resources; therefore, we will need to raise substantia

addi tional funds through additional debt or equity financings or through

col l aborative ventures with potential corporate partners. W may in sone cases
el ect to devel op products on our own instead of entering into collaboration
arrangenments and this would increase our cash requirenments. Ot her than our
credit facility with PharmaBi o and our capital |ease financing arrangenent with
General Electric Capital Corporation, we have not entered into any additiona
arrangenments to obtain any additional financing. The sale of additional equity
and debt securities may result in additional dilution to our stockhol ders, and
we cannot be certain that additional financing will be available in amunts or
on terns acceptable to us, if at all. If we fail to enter into collaborative
ventures or to receive additional funding, we may have to reduce significantly
the scope of or discontinue our planned research, devel opnent and

commerci alization activities, which could significantly harmour financi al
condition and operating results. Furthernore, we could cease to qualify for
listing of our common stock on the NASDAQ Smal | Cap Market if the market price of
our common stock declines as a result of the dilutive aspects of such potentia
financings. See "Risks Related to Qur Business - W will need additiona

capital, and our ability to continue all of our existing planned research and
devel opnment activities is uncertain. Any additional financing could result in
equity dilution"; "The market price of our stock nmay be adversely affected by
market volatility"; and "A substantial nunber of our securities are eligible for
future sale and this could affect the market price for our stock and our ability
to raise capital.”

Ri sks Related to Qur Busi ness

The follow ng risks, anong others, could cause our actual results, performance
achi evenments or industry results to differ materially fromthose expressed in
our forward-|ooking statenents contained herein and presented el sewhere by
managenment fromtine to tine.

Because we are a devel opnent stage conpany, we may not successfully devel op and
mar ket our products, and even if we do, we may not generate enough revenue or



becone profitable.

We are a devel opnental stage bi opharnmaceutical conpany; therefore, you nust
evaluate us in light of the uncertainties and conplexities present in such
conpani es. W currently have no products approved for marketing and sale and are
conducting research and devel opment on our product candidates. As a result, we
have not begun to nmarket or generate revenues fromthe conmercialization of any
of these products. Qur long-termviability will be inpaired if we are unable to
obtain regul atory approval for, or successfully market, our product candi dates.

To date, we have only generated revenues frominvestnents, research grants and
col l aborative research and devel opment agreenents. W will need to engage in
significant, time-consum ng and costly research, devel opment, pre-clinica
studies, clinical testing and regul atory approval for our products under

devel opnment prior to their conmercialization. In addition, pre-clinical or
clinical studies may show that our products are not effective or safe for one or
nore of their intended uses. W may fail in the devel opnent and
commerci al i zati on of our products. As of Septenber 30, 2003, we have incurred a
deficit accunul ated during the devel opnent stage of approximately $88.2 mllion,
and we expect to continue to incur significant increasing operating | osses over
t he next several years. If we succeed in the devel opnment of our products, we
still may not generate sufficient or sustainable revenues or we may not be
profitable.

Page 13



<PAGE>

Qur technology platformis based solely on our proprietary humani zed, engi neered
surfactant technol ogy and only our |ead product candidate, Surfaxin, has been
subject to clinical studies. Qur ongoing clinical trials for Surfaxin for the
treatnent of Respiratory Distress Syndrome in premature infants nmay be del ayed,
or fail, which will harm our business.

Qur humani zed, engi neered surfactant platformtechnology is based on the
scientific rationale for surfactant replacenent therapy to treat life
threatening respiratory disorders and as the foundation for the devel opnent of
novel respiratory therapies and products. Qur business is dependent upon the
successful devel opnent and approval of our product candi dates based on this

pl atform technol ogy. Qur |ead product, Surfaxin, is currently in a Phase 3
clinical trial for Respiratory Distress Syndrone in premature infants, a Phase 2
clinical trial for Acute Respiratory Distress syndrome in adults and a Phase 3
and a Phase 2 clinical trial for Meconium Aspiration Syndrone in full-term

i nfants.

Conpani es in the pharnmaceutical and bi ot echnol ogy i ndustries have suffered
significant setbacks in advanced clinical trials, even after obtaining prom sing
results in earlier trials. Data obtained fromtests are susceptible to varying
interpretations which may delay, limt or prevent regulatory approval. In
addition, we may be unable to enroll patients quickly enough to neet our
expectations for conpleting any or all of these trials. The timng and

conpl etion of current and planned clinical trials of our product candi dates
depend on, anong other factors, the rate at which patients are enrolled, which
is a function of many factors, including

-- the nunmber of clinical sites

-- the size of the patient popul ation

-- the proximty of patients to the clinical sites;
-- the eligibility criteria for the study;

-- t he exi stence of conpeting clinical trials; and
-- the existence of alternative avail abl e products.

Delays in patient enrollnment in clinical trials may occur, which would |ikely
result in increased costs, program delays or both.

We will need additional capital, and our ability to continue all of our existing
pl anned research and devel opnent activities is uncertain. Any additional
financing could result in equity dilution.

We will need substantial additional funding to conduct our presently planned
research and product devel opnent activities. Based on our current operating

pl an, we believe that our currently available financial resources will be
adequate to satisfy our capital needs into 2005. Qur future capital requirenments
wi || depend on a nunber of factors that are uncertain, including the results of
our research and devel opnent activities, clinical studies and trials,
conpetitive and technol ogi cal advances and the regul atory process, anong ot hers.
W will likely need to raise substantial additional funds through collaborative
ventures with potential corporate partners and through additional debt or equity
financings. W may al so continue to seek additional funding through capita

| ease transactions. W may in some cases el ect to devel op products on our own
instead of entering into collaboration arrangements. This woul d increase our
cash requirenents for research and devel opnent.

We have not entered into arrangenments to obtain any additional financing, except
for the credit facility with PharmaBi o and our capital equipnent |ease financing
arrangenment with General Electric Capital Corporation. Any additional financing
coul d include unattractive terns or result in significant dilution of

st ockhol ders' interests and share prices may decline. If we fail to enter into
col l aborative ventures or to receive additional funding, we may have to del ay,
scal e back or discontinue certain of our research and devel opnent operations

and consider l|icensing the devel opnent and commerciali zati on of products that we
consi der val uabl e and which we ot herwi se woul d have devel oped ourselves. If we
are unable to raise required capital, we may be forced to limt many, if not



all, of our research and devel opnent prograns and rel ated operations, curtai
commerci al i zati on of our product candidates and, ultimately, cease operations.
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Furthernore, we could cease to qualify for listing of our securities on the
NASDAQ Smal | Cap Market if the market price of our common stock declines as a
result of the dilutive aspects of such potential financings. See "Ri sks Rel ated
to Qur Business - The market price of our stock may be adversely affected by
market volatility."

The clinical trial and regul atory approval process for our products is expensive
and tine consunmng, and the outconme is uncertain

In order to sell our products that are under devel opnment, we nust receive
regul atory approvals for each product. The FDA and conparabl e agencies in
foreign countries extensively and rigorously regulate the testing, manufacture
distribution, advertising, pricing and marketing of drug products |ike our
products. This approval process includes preclinical studies and clinical trials
of each pharmaceutical conpound to establish its safety and effectiveness and
confirmati on by the FDA and conparabl e agencies in foreign countries that the
manuf act urer maintai ns good | aboratory and manufacturing practices during
testing and manufacturing. Although we are involved in certain |ate-stage
clinical trials, pharnmaceutical and bi otechnol ogy conmpani es have suffered
significant setbacks in advanced clinical trials, even after promsing results
in earlier clinical trials

The approval process is |engthy, expensive and uncertain. It is also possible
that the FDA or conparable foreign regulatory authorities could interrupt, delay
or halt any one or nore of our clinical trials. If we, or any regulatory
authorities, believe that trial participants face unacceptable health risks, any
one or nore of our trials could be suspended or term nated. W al so may not
reach agreenent with the FDA and/ or conparabl e foreign agencies on the design of
any one or nore of the clinical studies necessary for approval. Conditions

i mposed by the FDA and conparabl e agencies in foreign countries on our clinica
trials could significantly increase the tine required for conpletion of such
clinical trials and the costs of conducting the clinical trials. Data obtained
fromclinical trials are susceptible to varying interpretati ons which may del ay,
[imt or prevent regul atory approval

Del ays and ternminations of the clinical trials we conduct could result from
insufficient patient enrollnment. Patient enrollnment is a function of severa
factors, including the size of the patient popul ation, stringent enroll nent
criteria, the proximty of the patients to the trial sites, having to conpete
with other clinical trials for eligible patients, geographical and geopolitica
consi derations and others. Delays in patient enrollnent can result in greater
costs and longer trial tineframes. Patients nay al so suffer adverse nedica
events or side effects that are common to this class of drug such as a decrease
in the oxygen | evel of the blood upon adm nistration

Clinical trials generally take two to five years or nore to conplete, and
accordingly, our first product is not expected to be conmercially available in
the United States until at |east 2004, and our other product candidates will
take longer. The FDA has notified us that two of our intended indications for
Surfaxin, Meconium Aspiration Syndrone in full-terminfants and Acute
Respiratory Distress Syndrome in adults, have been granted designation as
"fast-track" products under provisions of the Food and Drug Adm nistration
Moder ni zati on Act of 1997. The FDA has al so granted us O phan Drug Designation
for three of our intended indications for Surfaxin, Meconium Aspiration Syndrone
in full-terminfants, Acute Respiratory Distress Syndrone in adults and
Respiratory Distress Syndrome in infants. To support our devel opment of Surfaxin
for the treatnent of Meconi um Aspirati on Syndrone, the FDA has awarded us an

O phan Products Devel opment Grant. Fast-Track Status does not accel erate the
clinical trials nor does it nean that the regulatory requirenents are | ess
stringent. The Fast-Track Status provisions are designed to expedite the FDA' s
revi ew of new drugs intended to treat serious or life-threatening conditions

The FDA generally will review the New Drug Application for a drug granted
Fast-Track Status within six nonths instead of the typical one to three years.
Qur products may not, however, continue to qualify for expedited review and our
ot her drug candidates may fail to qualify for fast track devel opnent or



expedi ted review. Even though sone of our drug candi dates have qualified for
expedited review, the FDA may not approve themat all or any sooner than other
drug candi dates that do not qualify for expedited revi ew

The FDA and conparabl e foreign agencies could wi thdraw any approval s we obtain.
Further, if there is a later discovery of unknown problens or if we fail to
conply with other applicable regulatory requirenents at any stage in the

regul atory process, the FDA may restrict or delay our marketing of a product or
force us to nmake product recalls. In addition, the FDA coul d inpose other
sanctions such as fines, injunctions, civil penalties or crimnal prosecutions
To market our products outside the United States, we also need to conply with
foreign regulatory requirenments governing human clinical trials and narketing
approval for pharmaceutical products. The FDA and foreign regul ators have not
yet approved any of our products under devel opment for marketing in the United
States or el sewhere. If the FDA and ot her regulators do not approve our
products, we will not be able to nmarket our products
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In order to conduct our clinical trials we need adequate supplies of our drug
substance and drug product and conpetitor's drug product, which may not be
readi ly avail abl e.

To succeed, clinical trials require adequate supplies of drug substance and drug
product, which may be difficult or uneconom cal to procure or manufacture. W
rely on third party contract manufacturers for our drug substance and ot her
active ingredients for Surfaxin and to produce material that neets appropriate
standards for use in clinical trials of our products. W recently transferred
our manufacturing capabilities fromour single validated clinical nmanufacturing
facility, owned and operated by Akorn to a new contract manufacturer, Laureate
Pharma, with the objective of producing appropriate clinical grade nmaterial of
our drug substance that neet the standards for use in our ongoing clinica

studi es. Laureate Pharma may not be able to produce Surfaxin to appropriate
standards for use in clinical studies. A failure by Laureate to do so may del ay
or inmpair our ability to obtain regulatory approval for Surfaxin. See also
"Risks Related to Qur Business - If the parties we depend on for manufacturing
our pharnaceutical products do not timely supply these products, it may delay or
inmpair our ability to develop and market our products.”

If the parties we depend on for manufacturing our pharmaceutical products do not
tinmely supply these products, it may delay or inpair our ability to devel op and
mar ket our products.

We rely on outside nmanufacturers for our drug substance and other active
ingredients for Surfaxin and to produce material that neets appropriate
standards for use in clinical studies of our products. Presently, we have no
validated clinical manufacturing facility to produce appropriate clinical grade
materi al of our drug substance for use in our ongoing clinical studies.

Laureate Pharma or other outside manufacturers may not be able to (i) produce
our drug substance to appropriate standards for use in clinical studies, (ii)
perform under the definitive manufacturing agreenent once such agreenments are
executed, if at all, or (iii) remain in the contract manufacturing business for
a sufficient tinme to successfully produce and market our product candidates. If
we do not rmaintain inportant manufacturing relationships, we may fail to find a
repl acenent manufacturer or to devel op our own manufacturing capabilities. If we
cannot do so, it could delay or inpair our ability to obtain regul atory approva
for our products and substantially increase our costs or deplete any profit
margins. |If we do find replacenent manufacturers, we may not be able to enter
into agreements with themon terns and conditions favorable to us and, there
could be a substantial delay before a new facility could be qualified and
registered with the FDA and foreign regulatory authorities.

W may in the future elect to nmanufacture sonme of our products on our own.

Al t hough we own certain specialized manufacturing equiprment, are considering an
i nvestment in additional manufacturing equi pnent and enploy certain
manuf act uri ng manageri al personnel, we do not presently nmaintain a conplete
manufacturing facility or manufacturing department and we do not anticipate
manufacturing on our own any of our products during the next 12 nonths. |If we
deci de to manufacture products on our own and do not successfully devel op
manufacturing capabilities, it will adversely affect sales of our products.

The FDA and foreign regulatory authorities require manufacturers to register
manufacturing facilities. The FDA and corresponding foreign regulators al so

i nspect these facilities to confirm conpliance with good manufacturing practices
(GWPs) or simlar requirenents that the FDA or corresponding foreign regulators
establish. Manufacturing or quality control problenms could occur at the contract
manuf act urers causi ng product production and shi pnent del ays or a situation
where the contractor may not be able to maintain conpliance with the FDA's
current GVWP requirenments necessary to continue manufacturing our drug substance
If our third-party foreign or domestic suppliers or manufacturers of our
products, or, if we decide to nanufacture our products on our own, we, fail to
conply with GW requirenments or other FDA and conparable foreign regul atory
requi renents, it could adversely affect our clinical research activities and our



ability to market and devel op our products.
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Qur strategy, in many cases, is to enter into collaboration agreements with
third parties with respect to our products and we nay require additional

col | aboration agreenents. If we fail to enter into these agreenents or if we or
the third parties do not performunder such agreenments, it could inpair our
ability to comercialize our products.

Qur strategy for the conpletion of the required devel opnent and clinical testing
of our products and for the manufacturing, marketing and conmmerci alization of
our products, in many cases, depends upon entering into collaboration
arrangenments with pharmaceutical conpanies to market, commercialize and
distribute our products. In March 2002, we expanded our relationship with Esteve
by entering into a collaboration arrangement with Esteve for Surfaxin covering
all of Europe and Latin Anerica. Esteve will be responsible for the marketing of
Surfaxin for the treatment of Respiratory Distress Syndrome in premature

i nfants, Meconium Aspiration Syndrome in full-terminfants and Acute Lung
Injury/Acute Respiratory Distress Syndrone in adults. Esteve will also be
responsi ble for the sponsorship of certain clinical trial costs related to
obt ai ni ng European Medi ci nes Eval uati on Agency approval for commercialization of
Surfaxin in Europe for the Acute Lung Injury/Acute Respiratory Distress Syndrone
i ndications. W will be responsible for the remai nder of the regulatory
activities relating to Surfaxin, including with respect to European Medi ci nes
Eval uati on Agency filings.

I n Decenber 2001, we entered into an exclusive collaboration arrangenent in the
United States with Quintiles, and its affiliate, PharnmaBio, to comrercialize
sell and market Surfaxin in the United States for indications of Respiratory

Di stress Syndrone and Meconi um Aspiration Syndrone. As part of our collaboration
with Quintiles, Quintiles will build a sales force solely dedicated to the sale
of Surfaxin upon the approval of a New Drug Application for either of the two
indications. If Quintiles and we fail to devote appropriate resources to
commercialize, sell and nmarket Surfaxin, sales of Surfaxin could be reduced. As
part of the collaboration, PharmaBio is obligated to provide us with certain
financi al assistance in connection with the conmercialization of Surfaxin,
including, but not Iimted to, a secured, revolving credit facility for at |east
$8.5 million which may be increased to $10 million. A failure by us to repay
amount s out standi ng under the credit facility would have a material adverse
effect on us. To obtain the benefits of such financing, we are obligated to neet
certain devel opment and performance mlestones. The failure by us to neet the

nm |l estones or other terns and conditions of the financing |eading to PharmaBio's
term nation thereof or the failure by PharmaBio to fulfill its obligation to
partially fund the comercialization of Surfaxin, may affect our ability to
successful ly market Surfaxin.

If Esteve, Quintiles, PharmaBio or we breach or term nate the agreenents that
make up such col |l aborati on arrangements or Esteve, Quintiles or PharmaBio
otherwi se fail to conduct their Surfaxin-related activities in a tinely manner
or if there is a dispute about their respective obligations, we may need to seek
ot her partners or we nay have to devel op our own internal sales and marketing
capability for the indications of Surfaxin which Esteve, Quintiles and/or

Phar maBi o have agreed to assist in comercializing. Accordingly, we nay need to
enter into additional collaboration agreements and our success, particularly
outside of the United States, nmamy depend upon obtaining additional collaboration
partners. In addition, we nmay depend on our partners' expertise and dedication
of sufficient resources to devel op and conmerci alize our proposed products. W
may, in the future, grant to collaboration partners rights to |license and
commerci al i ze pharmaceutical products devel oped under coll aboration agreenents.
Under these arrangenents, our collaboration partners may control key deci sions
relating to the devel opment of the products. The rights of our collaboration
partners would Iimt our flexibility in considering alternatives for the
commerci al i zation of our products. If we fail to successfully devel op these
relationships or if our collaboration partners fail to successfully devel op or
commerci alize any of our products, it nmay delay or prevent us from devel opi ng or
commercializing our products in a conpetitive and tinmely manner and woul d have a
materi al adverse effect on the comrercialization of Surfaxin. See "Ri sks Rel ated
to Qur Business - Qur |lack of marketing and sal es experience could limt our



ability to generate revenues fromfuture product sales."

If we cannot protect our intellectual property, other conpanies could use our
technol ogy in conpetitive products. If we infringe the intellectual property
rights of others, other conpanies could prevent us from devel opi ng or marketing
our products.

We seek patent protection for our drug candi dates so as to prevent others from
commerci al i zi ng equi val ent products in substantially less tinme and at
substantially | ower expense. The pharmaceutical industry places considerable

i nportance on obtaining patent and trade secret protection for new technol ogi es,
products and processes. Qur success will depend in part on our ability and that
of parties fromwhomwe |icense technol ogy to:
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-- def end our patents and ot herw se prevent others frominfringing on our
proprietary rights;

-- protect trade secrets; and

-- operate without infringing upon the proprietary rights of others, both in
the United States and in other countries

The patent position of firnms relying upon biotechnology is highly uncertain and
i nvol ves conpl ex | egal and factual questions for which inportant |egal
principles are unresolved. To date, the United States Patent and Trademark
Ofice has not adopted a consistent policy regarding the breadth of clains that
the United States Patent and Trademark O fice allows in biotechnology patents or
the degree of protection that these types of patents afford. As a result, there
are risks that we may not devel op or obtain rights to products or processes that
are or may seemto be patentable

Even if we obtain patents to protect our products, those patents may not be
sufficiently broad and others could conpete with us.

We, and the parties licensing technologies to us, have filed various United
States and foreign patent applications with respect to the products and

t echnol ogi es under our devel opment, and the United States Patent and Trademark
Ofice and foreign patent offices have issued patents with respect to our
products and technol ogi es. These patent applications include internationa
applications filed under the Patent Cooperation Treaty. Qur pendi ng patent
applications, those we may file in the future or those we may license fromthird
parties may not result in the United States Patent and Trademark O fice or
foreign patent office issuing patents. Also, if patent rights covering our
products are not sufficiently broad, they may not provide us with sufficient
proprietary protection or conpetitive advantages agai nst conpetitors with
simlar products and technol ogies. Furthernore, if the United States Patent and
Trademark O fice or foreign patent offices issue patents to us or our licensors,
others may chall enge the patents or circunvent the patents, or the patent office
or the courts may invalidate the patents. Thus, any patents we own or |icense
fromor to third parties may not provide any protection agai nst competitors.

Furthernore, the life of our patents is |limted. W have |licensed a series of
patents from Johnson & Johnson, Inc., and Otho Pharnaceutical Corporation which
are inportant, either individually or collectively, to our strategy of
commercial i zing our surfactant technol ogy. Such patents, which include rel evant
Eur opean patents, expire on various dates beginning in 2009 and ending in 2020
or, in sone cases, possibly later. W have filed, and when possible and
appropriate, will file, other patent applications with respect to our products
and processes in the United States and in foreign countries. W may not be able
to devel op additional products or processes that will be patentable or

addi tional patents may not be issued to us. See also "Risks Related to Qur
Business - If we cannot neet requirenments under our |icense agreenents, we could
lose the rights to our products.”

Intellectual property rights of third parties could linmt our ability to market
our products.

Qur conmmerci al success also significantly depends on our ability to operate

wi thout infringing the patents or violating the proprietary rights of others
The United States Patent and Trademark O fice keeps United States patent
applications confidential while the applications are pending. As a result, we
cannot determi ne which inventions third parties claimin pending patent
applications that they have filed. W nmay need to engage in litigation to defend
or enforce our patent and license rights or to deternmine the scope and validity
of the proprietary rights of others. It will be expensive and tinme consunming to
def end and enforce patent clainms. Thus, even in those instances in which the
outcone is favorable to us, the proceedings can result in the diversion of
substantial resources fromour other activities. An adverse determ nati on may
subject us to significant liabilities or require us to seek licenses that third
parties may not grant to us or may only grant at rates that dimnish or deplete
the profitability of the products to us. An adverse determination could al so



require us to alter our products or processes or cease altogether any rel ated
research and devel opment activities or product sales.

If we cannot meet requirenments under our |icense agreenents, we could | ose the
rights to our products.

We depend on licensing arrangenents with third parties to maintain the
intellectual property rights to our products under devel opment. Presently, we
have |icensed rights from Johnson & Johnson and Ortho Pharnaceutical. These
agreenents require us to nake paynents and satisfy performance obligations in
order to maintain our rights under these licensing arrangenents. Al of these
agreenents |l ast either throughout the life of the patents, or with respect to

ot her licensed technol ogy, for a number of years after the first commercial sale
of the rel evant product.
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In addition, we are responsible for the cost of filing and prosecuting certain
patent applications and nmaintaining certain issued patents licensed to us. If we
do not meet our obligations under our |icense agreenents in a tinmely manner, we
could lose the rights to our proprietary technol ogy.

In addition, we nay be required to obtain licenses to patents or other
proprietary rights of third parties in connection with the devel opment and use
of our products and technol ogi es. Licenses required under any such patents or
proprietary rights mght not be made available on terns acceptable to us, if at
all.

We rely on confidentiality agreenents that could be breached and may be
difficult to enforce

Al t hough we believe that we take reasonable steps to protect our intellectua
property, including the use of agreements relating to the non-discl osure of
confidential information to third parties, as well as agreenents that purport to
requi re the disclosure and assignnent to us of the rights to the ideas

devel opnment s, discoveries and inventions of our enployees and consultants while
we enploy them the agreenents can be difficult and costly to enforce. Although
we seek to obtain these types of agreenents from our consultants, advisors and
research coll aborators, to the extent that they apply or independently devel op
intellectual property in connection with any of our projects, disputes may arise
as to the proprietary rights to this type of information. If a dispute arises, a
court may determne that the right belongs to a third party, and enforcenent of
our rights can be costly and unpredictable. In addition, we will rely on trade
secrets and proprietary know how that we will seek to protect in part by
confidentiality agreenents with our enpl oyees, consultants, advisors or others.
Despite the protective nmeasures we enploy, we still face the risk that:

-- they will breach these agreenents;

-- any agreenents we obtain will not provide adequate renmedies for this type
of breach or that our trade secrets or proprietary know how wi |l otherw se
beconme known or conpetitors will independently devel op simlar technol ogy;
and

-- our conpetitors will independently discover our proprietary information
and trade secrets.

Qur lack of marketing and sal es experience could limt our ability to generate
revenues from future product sales

We do not have marketing, sales or distribution experience or marketing or sales
personnel. As a result, we will depend on our collaboration with Quintiles for
the marketing and sales of Surfaxin for indications of Respiratory D stress
Syndrone in premature infants and Meconi um Aspiration Syndronme in full-term
infants in the United States and with Esteve for the marketing and sal es of
Surfaxin for the treatment of Respiratory D stress Syndrome, Meconium Aspiration
Syndrone and Acute Lung Injury/Acute Respiratory Distress Syndrone in adult
patients in all of Europe and Latin Anerica. See "R sks Related to Qur Business
- Qur strategy, in many cases, is to enter into collaboration agreements with
third parties with respect to our products and we nmay require additional

col l aboration agreenents. If we fail to enter into these agreenents or if we or
the third parties do not performunder such agreenments, it could inpair our
ability to comercialize our products."” If we do not devel op a narketing and
sales force of our own, then we will depend on arrangenents with corporate
partners or other entities for the marketing and sale of our renumining products.

The sal es and marketing of Surfaxin for indications of Respiratory D stress
Syndrone in premature infants, Meconium Aspiration Syndrome in full-term
infants, and Acute Lung Injury/Acute Respiratory Distress Syndrone in adult
patients in the relevant territories depends, in part, on Quintiles' and
Esteve's performance of their contractual obligations. The failure of either
party to do so would have a material adverse effect on the sal es and nmarketing
of Surfaxin. W may not succeed in entering into any satisfactory third party
arrangenments for the marketing and sal e of our renmmining products. In addition



we may not succeed in devel opi ng marketing and sal es capabilities, our
commerci al launch of certain products may be del ayed until we establish
marketing and sal es capabilities or we may not have sufficient resources to do
so. If we fail to establish marketing and sal es capabilities or fail to enter
into arrangenments with third parties, either in a tinely manner, it wll
adversely affect sales of our products.
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We depend upon key enpl oyees and consultants in a conpetitive market for skilled
personnel. If we are unable to attract and retain key personnel, it could
adversely affect our ability to devel op and narket our products.

We are highly dependent upon the principal menbers of our managenent team
especi al |y our Chief Executive Oficer, Dr. Capetola, and our directors, as well
as our scientific advisory board nenbers, consultants and col | aborating
scientists. Many of these people have been involved in our formation or have

ot herwi se been involved with us for nmany years, have played integral roles in
our progress and we believe that they will continue to provide value to us. A

| oss of any of these personnel may have a material adverse effect on aspects of
our business and clinical devel opnment and regul atory prograns. W have an

enpl oynent agreenment with Dr. Capetola that expires on Decenber 31, 2005. W

al so have enpl oyment agreenents with other key personnel with termnation dates
from 2003 through 2005. Although these enpl oynent agreenments generally provide
for severance paynents that are contingent upon the applicabl e enpl oyee's
refraining fromconpetition with us, the loss of any of these persons' services
woul d adversely affect our ability to devel op and market our products and obtain
necessary regul atory approvals, and the applicabl e nonconpete provisions can be
difficult and costly to nonitor and enforce. Further, we do not nmintain key-nan
l'ife insurance.

Qur future success also will depend in part on the continued service of our key
scientific and managenent personnel and our ability to identify, hire and retain
addi ti onal personnel, including marketing and sales staff. W experience intense
conpetition for qualified personnel, and the existence of non-conpetition
agreenents between prospective enpl oyees and their fornmer enployers nmay prevent
us fromhiring those individuals or subject us to suit fromtheir former

enpl oyers.

Wiile we attenpt to provide conpetitive conpensation packages to attract and
retain key personnel, sonme of our conpetitors are likely to have greater
resources and nore experience than we have, making it difficult for us to
conpete successfully for key personnel

Qur industry is highly conpetitive and we have | ess capital and resources than
many of our conpetitors, which may give them an advantage i n devel opi ng and
marketing products simlar to ours or make our products obsol ete

Qur industry is highly conpetitive and subject to rapid technol ogi cal innovation
and evol ving industry standards. W conpete w th nunerous existing conpanies
intensely in many ways. W intend to nmarket our products under devel opnent for
the treatnent of diseases for which other technol ogies and treatnments are

rapi dly devel opi ng and, consequently, we expect new conpani es to enter our

i ndustry and that conpetition in the industry will increase. Many of these
conpani es have substantially greater research and devel opnent, nanufacturing

mar keting, financial, technol ogical, personnel and managerial resources than we
have. In addition, many of these conpetitors, either alone or with their

col I aborative partners, have significantly greater experience than we do in:

-- devel opi ng products;

-- undertaki ng preclinical testing and human clinical trials;

-- obt ai ning FDA and other regul atory approvals or products; and
-- manuf acturi ng and marketi ng products.

Accordi ngly, our conpetitors may succeed in obtaining patent protection,

recei ving FDA or conparable foreign approval or commercializing products before
us. If we comrence comercial product sales, we will conpete against conpanies
with greater marketing and nmanufacturing capabilities who may successfully
devel op and conmerci alize products that are nore effective or |ess expensive
than ours. These are areas in which, as yet, we have limted or no experience.
In addition, devel opnments by our conpetitors may render our product candi dates
obsol ete or nonconpetitive

Presently, there are no approved drugs that are specifically indicated for



Meconi um Aspiration Syndrone in full-terminfants or Acute Lung Injury/Acute
Respiratory Distress Syndrome in adults. Current therapy consists of genera
supportive care and nechani cal ventilation

Four products, three that are ani mal -derived and one that is a synthetic, are
specifically approved for the treatnent of Respiratory D stress Syndrome in
premature infants. Exosurf(R) is synthetic and is nmarketed by d axoSm thKline
plc, outside the United States and contains only phospholipids (the fats
normal |y present in the lungs) and synthetic organic detergents and no
stabilizing protein or peptides. Curosurf(R) is a porcine lung extract that is
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nmarketed in Europe by Chiesi Farmaceutici S.p.A, and in the United States by
Dey Laboratories, Inc. Survanta(R), marketed by the Ross division of Abbott
Laboratories, Inc., is an extract of bovine lung that contains the cow version
of surfactant protein C. Forest Laboratories, Inc., markets its calf |ung
surfactant, Infasurf(R) in the United States for the treatnment of Respiratory
Di stress Syndrone in premature infants. Al though none of the four approved
surfactants for Respiratory Distress Syndrone in premature infants is approved
for Acute Lung Injury or Acute Respiratory Distress Syndrome in adults, which
are significantly larger narkets, there are a significant nunber of other
potential therapies in devel opnent for the treatnent of Acute Lung Injury/Acute
Respiratory Distress Syndrome that are not surfactant-related. Any of these
various drugs or devices could significantly inpact the commercial opportunity
for Surfaxin. W believe that engi neered humani zed surfactants such as Surfaxin
will be far | ess expensive to produce than the ani mal -derived products approved
for the treatnent of Respiratory Distress Syndrome in premature infants and will
have no capability of transmtting the brai n-wasting bovine spongiform

encephal opat hy (conmonly cal |l ed "nmad-cow di sease") or causing adverse

i mmunol ogi cal responses in young and ol der adults.

We al so face, and will continue to face, conpetition fromcoll eges

uni versities, governmental agencies and other public and private research
organi zati ons. These conpetitors are becom ng nore active in seeking patent
protection and licensing arrangenents to collect royalties for use of technol ogy
that they have devel oped. Sone of these technol ogies may conpete directly with
t he technol ogi es that we are devel oping. These institutions will also conpete
with us in recruiting highly qualified scientific personnel. W expect that

t herapeutic devel opments in the areas in which we are active may occur at a
rapid rate and that conpetition will intensify as advances in this field are
made. As a result, we need to continue to devote substantial resources and
efforts to research and devel opnent activities

If product liability clainms are brought against us, it may result in reduced
demand for our products or danages that exceed our insurance coverage

The clinical testing of, marketing and use of our products exposes us to product
liability clains in the event that the use or msuse of those products causes
injury, disease or results in adverse effects. Use of our products in clinica
trials, as well as comercial sale, could result in product liability claims. In
addition, sales of our products through third party arrangenents could al so
subject us to product liability clainms. We presently carry product liability

i nsurance with coverages of up to $10, 000,000 per occurrence and $10, 000, 000 in
t he aggregate, an anmount we consi der reasonable and customary relating to our
clinical trials of Surfaxin. However, this insurance coverage includes various
deductibles, limtations and exclusions fromcoverage, and in any event m ght
not fully cover any potential clains. W nay need to obtain additional product
liability insurance coverage prior to initiating other clinical trials. W
expect to obtain product liability insurance coverage before conmercialization
of our proposed products; however, the insurance is expensive and insurance
conpani es may not issue this type of insurance when we need it. W may not be
able to obtain adequate insurance in the future at an acceptable cost. Any
product liability claim even one that was not in excess of our insurance
coverage or one that is nmeritless and/or unsuccessful, could adversely affect
our cash available for other purposes, such as research and devel opnent. In
addition, the existence of a product liability claimcould affect the narket
price of our conmon stock.

We expect to face uncertainty over reinbursement and heal thcare reform

In both the United States and ot her countries, sales of our products wll depend
in part upon the availability of reinmbursement fromthird party payors, which

i ncl ude governnent health adm ni stration authorities, nmanaged care providers and
private health insurers. Third party payors are increasingly challenging the
price and exam ning the cost effectiveness of nedical products and services.

Directors, executive officers, principal stockholders and affiliated entities



own a significant percentage of our capital stock, and they may nmke deci sions
that you do not consider to be in your best interest.

As of Septenber 30, 2003, our directors, executive officers, principa

stockhol ders and affiliated entities beneficially owned, in the aggregate
approxi mately 15% of our outstanding voting securities. As a result, if some or
all of themacted together, they would have the ability to exert substantial

i nfluence over the election of our Board of Directors and the outcone of issues
requi ri ng approval by our stockhol ders. This concentration of ownership nmay have
the effect of delaying or preventing a change in control of our Conpany that nmay
be favored by ot her stockhol ders. This could prevent transactions in which

st ockhol ders mi ght otherw se recover a premiumfor their shares over current
mar ket prices.
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The market price of our stock may be adversely affected by market volatility.

The market price of our common stock, |ike that of many other devel opnent stage
phar maceuti cal or biotechnol ogy conpanies, has been and is likely to be
volatile. In addition to general econonmic, political and market conditions, the
price and trading volune of our stock could fluctuate widely in response to many
factors, including

-- announcenents of the results of clinical trials by us or our conpetitors

-- adverse reactions to products;

-- governnental approvals, delays in expected governnental approvals or
wi t hdrawal s of any prior governmental approvals or public or regulatory
agency concerns regarding the safety or effectiveness of our products;

-- changes in the United States or foreign regulatory policy during the
period of product devel opnent;

-- devel opnments in patent or other proprietary rights, including any third
party chall enges of our intellectual property rights

-- announcenents of technol ogi cal innovations by us or our conpetitors;

-- announcenents of new products or new contracts by us or our conpetitors;

-- actual or anticipated variations in our operating results due to the |evel
of devel opnent expenses and ot her factors;

-- changes in financial estinmates by securities anal ysts and whet her our
earni ngs neet or exceed the estinates;

-- conditions and trends in the pharmaceutical and other industries

-- new accounting standards; and

-- the occurrence of any of the risks described in this "Managenent's
Di scussion and Analysis - Risks Related to Qur Business."

Qur common stock is listed for quotation on the NASDAQ Smal | Cap Market. For the
ni ne-mont h peri od ended Septenber 30, 2003, the price of our comon stock has
ranged from $1.32 to $8.50. W expect the price of our common stock to remain
volatile. The average daily trading volunme in our comon stock varies
significantly. For the nine-nonth period endi ng Septenber 30, 2003, the average
daily trading volunme in our comon stock was approximately 308,000 shares and

t he average nunber of transactions per day was approxi mately 500. Qur relatively
| ow average vol ume and | ow average nunber of transactions per day may affect the
ability of our stockholders to sell their shares in the public market at
prevailing prices and a nore active market may never devel op

In addition, we may not be able to continue to adhere to the strict listing
criteria of the Small Cap Market. If the common stock were no |longer |isted on
the Smal | Cap Market, investors mght only be able to trade in the
over-the-counter market in the Pink Sheets(R) (a quotation nmedi um operated by
the National Quotation Bureau, LLC) or on the OTC Bulletin Board(R) of the

Nati onal Association of Securities Dealers, Inc. This would inpair the liquidity
of our securities not only in the nunber of shares that could be bought and sol d
at a given price, which mght be depressed by the relative illiquidity, but also
through delays in the timng of transactions and reduction in nedia coverage.

In the past, follow ng periods of volatility in the market price of the
securities of conpanies in our industry, securities class action litigation has
often been instituted against conpanies in our industry. If we face securities
litigation in the future, even if meritless or unsuccessful, it would result in
substantial costs and a diversion of managenent attention and resources, which
woul d negatively inpact our business.

A substantial nunber of our securities are eligible for future sale and this
could affect the market price for our stock and our ability to raise capital.

The market price of our common stock could drop due to sales of a |arge nunber
of shares of our common stock or the perception that these sales could occur. As
of Septenber 30, 2003, we had 42,080,094 shares of comon stock issued and
outstanding. In addition, as of Septenber 30, 2003, up to approxi mately

9, 026, 000 shares of our comon stock were issuable upon exercise of outstanding
options and warrants.



Hol ders of our stock options and warrants are likely to exercise them if ever,
at a time when we otherwi se could obtain a price for the sale of our securities
that is higher than the exercise price per security of the options or warrants
This exercise, or the possibility of this exercise, may inpede our efforts to
obtain additional financing through the sale of additional securities or nake
this financing nmore costly, and may reduce the price of our commpn stock
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Provi sions of our Certificate of Incorporation and Del aware | aw coul d defer a
change of our nmanagenent which coul d di scourage or delay offers to acquire us.

Provi sions of our Certificate of Incorporation and Del aware | aw may make it nore
difficult for someone to acquire control of us or for our stockholders to renove
exi sting managenment, and m ght discourage a third party fromoffering to acquire
us, even if a change in control or in managenent woul d be beneficial to our

st ockhol ders. For example, our Certificate of Incorporation allows us to issue
shares of preferred stock without any vote or further action by our

st ockhol ders. Qur Board of Directors has the authority to fix and determ ne the
relative rights and preferences of preferred stock. Qur Board of Directors also
has the authority to issue preferred stock w thout further stockhol der approval

i ncluding |l arge bl ocks of preferred stock. As a result, our Board of Directors
coul d authorize the issuance of a series of preferred stock that would grant to
hol ders the preferred right to our assets upon |iquidation, the right to receive
di vi dend paynents before dividends are distributed to the hol ders of common
stock and the right to the redenption of the shares, together with a prem um
prior to the redenpti on of our comon st ock.

[tem 3. QUANTI TATI VE AND QUALI TATI VE DI SCLOSURES ABCQUT MARKET RI SK

Qur exposure to market risk is confined to our cash, cash equival ents and

avail able for sale securities. W place our investnents with high quality

i ssuers and, by policy, limt the anmount of credit exposure to any one issuer.
We currently do not hedge interest rate or currency exchange exposure. W
classify highly liquid investnments purchased with a maturity of three nonths or

| ess as "cash equival ents" and commerci al paper and fixed i ncomre nutual funds as
"available for sale securities." Fixed incone securities may have their fair

mar ket val ue adversely affected due to a rise in interest rates and we nay
suffer losses in principal if forced to sell securities that have declined in
mar ket value due to a change in interest rates

[tem 4. CONTROLS AND PROCEDURES

(a) Eval uation of disclosure controls and procedures. |n designing and
eval uating the disclosure controls and procedures, our nanagenent
recogni zed that any controls and procedures, no matter how wel | designed
and operated, can provide only reasonabl e assurance of achieving the
desired control objectives and our managenment necessarily was required to
apply its judgnent in evaluating the cost-benefit relationship of possible
controls and procedures. Qur principal executive and financial officers
revi ewed and eval uated our disclosure controls and procedures (as defined
in Rule 13a-14 pronul gated under the Securities Exchange Act of 1934)
prior to the filing of this Quarterly Report. Based on that eval uation
our principal executive and financial officers concluded that our
di scl osure controls and procedures are effective in tinely providing them
with material information, as required to be disclosed in the reports we
file pursuant to the Exchange Act.

(b) Changes in internal controls. There were no significant changes in our
internal controls or other factors that could significantly affect those
control s subsequent to the date of our evaluation, including any
corrective actions with regard to significant deficiencies and materi al
weaknesses.
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PART || - OTHER | NFORVATI ON

| TEM 1. LEGAL PROCEEDI NGS.

None.

| TEM 2. CHANGE I N SECURI TI ES AND USE OF PROCEEDS

In the quarter ended Septenber 30, 2003, we granted an aggregate of 788, 000
options to our enployees and consultants at various exercise prices ranging from
$6. 75 per share to $8.08 per share. W clainmed the exenption fromregistration
provi ded by Section 4(2) of the Securities Act for these transactions. No

br oker/deal ers were involved in the sale and no conm ssions were paid.

In the quarter ended Septenber 30, 2003, pursuant to the exercise of outstanding
warrants and options, we issued an aggregate of 3,716,979 shares of our commobn
stock at various exercise prices ranging from$0.0026 per share to $4.22 per
share. W clainmed the exenption fromregistration provided by Section 4(2) of
the Securities Act for these transactions. No broker/deal ers were involved in
the sal e and no conmi ssions were paid by us.

| TEM 3. DEFAULTS UPON SENI OR SECURI Tl ES
None.
| TEM 4. SUBM SSI ON OF MATTERS TO A VOTE OF SECURI TY HOLDERS

At an annual neeting of the stockhol ders of the Conpany, held on July 15, 2003
the following matters were voted on by the stockholders: (i) the election of
five directors; (ii) the approval of Ernst and Young LLP as the Company's

i ndependent auditors for the fiscal year ended Decenber 31, 2003; and (iii)
consi deration and approval of an amendnent to the 1998 Amended and Rest ated
Stock Incentive Plan (the "Plan") to increase the nunber of shares of Conmon
St ock available for issuance under the Plan by 1,420,000 shares.

(1) El ection of Directors

For Wt hhel d
Robert J. Capetola, Ph.D. 19, 480, 644 1, 803, 739
Ant oni o Esteve, Ph.D. 20, 395, 746 888, 637
Max Link, Ph.D. 20, 357, 423 926, 960
Her bert H. MDade, Jr. 20, 395, 246 889, 137
Marvin E. Rosent hal e, Ph.D. 20, 357, 783 926, 600
(ii) Approval of Independent Auditors
For Agai nst Abst ai n
21, 234, 647 40, 486 9, 250

(iii) Amendment to the 1998 Anended and Restated Stock Incentive Plan

For Agai nst Abst ai n

19, 129, 183 2,106, 078 49, 122
| TEM 5. OTHER | NFORMATI ON.

None
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| TEM 6. EXHI BI TS AND REPORTS ON FORM 8- K.

(a) Exhi bits:
31.1 Section 302 Certification of Chief Executive Oficer
31.2 Section 302 Certification of Chief Financial Oficer

32 Section 906 Certification of Chief Executive Oficer and Chief
Fi nancial O ficer

(b) Reports on Form 8-K

One current report on Form 8-K was filed on August 12, 2003, announci ng
financial results for the second quarter of 2003 and providing sel ected
updat es on our progress since the end of the first quarter including the
transferring of the Surfaxin(R) manufacturing capabilities to a new
contract facility.

Signatures, and Certifications of the Chief Executive Oficer and the Chief
Financial O ficer of the Company.

Exhibits 31.1, 31.2 and 32 to this Quarterly Report on Form 10-Q i ncl ude
Certifications of our Chief Executive Oficer and our Chief Financial Oficer.

The first two forns of Certification are required by Rul e 13a-14 under the
Exchange Act in accordance with Section 302 of the Sarbanes-Oxl ey Act of 2002
(the "Section 302 Certifications"). The Section 302 Certifications include
references to an evaluation of the effectiveness of the design and operation of
our "disclosure controls and procedures” and our "internal controls and
procedures for financial reporting”. Item4 of Part | of this Quarterly Report
presents the concl usions of our Chief Executive Oficer and our Chief Financia
O ficer about the effectiveness of such controls based on and as of the date of
such evaluation (relating to Item4 of the Section 302 Certifications), and
contain additional information concerning disclosures to our Audit Committee and
i ndependent auditors with regard to deficiencies in internal controls and fraud
and related natters.

The second formof Certification is being furnished solely pursuant to section
906 of the Sarbanes-Oxl ey Act of 2002 (subsection (a) and (b) of section 1350,
chapter 63 of title 18, United States Code) and is not being filed as part of
this Form 10-Q or as a separate disclosure docunment. A signed original of such
witten statement required by Section 906, or other document authenticating,
acknow edgi ng or otherw se adopting the signature that appears in typed form
within the electronic version of this witten statement required by Section 906
has been provided to us and will be retained by us and furnished to the
Securities and Exchange Commi ssion or its staff upon request.
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SI GNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the
regi strant has duly caused this report to be signed on its behal f by the
under si gned thereunto duly authorized.

Di scovery Laboratories, Inc.
(Regi strant)

Dat e Novenber 14, 2003 /'s/ Robert J. Capetol a

Robert J. Capetola, Ph.D.
Presi dent and Chi ef Executive Oficer

Date: Novenber 14, 2003 /sl John G Cooper

John G Cooper
Sr. Vice President and Chief Financial Oficer
(Principal Financial Oficer)
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Exhibit 31.1
CERTI FI CATI ONS
I, Robert J. Capetola, certify that:

1. | have reviewed this Quarterly Report on Form 10-Q of D scovery Laboratories,
I nc.

2. Based on ny know edge, this Quarterly Report does not contain any untrue
statenent of a material fact or onmt to state a material fact necessary to make
the statenents made, in light of the circunstances under which such statenents
were made, not msleading with respect to the period covered by this Quarterly
Report ;

3. Based on ny know edge, the financial statements, and other financia
information included in this Quarterly Report, fairly present in all materia
respects the financial condition, results of operations and cash flows of the
registrant as of, and for, the periods presented in this Quarterly Report;

4. The registrant's other certifying officer and | are responsible for
establ i shing and mai ntai ning di sclosure controls and procedures (as defined in
Exchange Act Rules 13a-15(e) and 15d-15(e) for the registrant and we have:

a) desi gned such disclosure controls and procedures, or caused such
di scl osure controls and procedures to be desi gned under our
supervision, to ensure that material information relating to the
registrant, including its consolidated subsidiaries, is nade known
to us by others within those entities, particularly during the
period in which this Quarterly Report is being prepared

b) eval uated the effectiveness of the registrant's disclosure controls
and procedures and presented in this Quarterly Report our
concl usi ons about the effectiveness of the disclosure controls and
procedures, as of the end of the period covered by this Quarterly
Report based on such eval uation; and

c) disclosed in this Quarterly Report any change in the registrant's
internal control over financial reporting that occurred during the
registrant's nost recent fiscal quarter (the registrant's fourth
fiscal quarter in the case of an annual report) that has materially
affected, or is reasonably likely to materially affect, the
registrant's internal control over financial reporting; and

5. The registrant's other certifying officer and | have di scl osed, based on our
nost recent evaluation of internal control over financial reporting, to the
registrant's auditors and the audit committee of the registrant's board of
directors (or persons performng the equivalent function):

a) all significant deficiencies and material weaknesses in the design
or operation of internal control over financial reporting which are
reasonably likely to adversely affect the registrant's ability to
record, process, summarize and report financial information; and

b) any fraud, whether or not material, that involves managenent or
ot her enpl oyees who have a significant role in the registrant's
internal control over financial reporting

Dat e: Novenber 14, 2003 By: /s/ Robert J. Capetola

Robert J. Capetola, Ph.D.
Presi dent and Chief Executive Oficer



Exhi bit 31.2
CERTI FI CATI ONS
I, John G Cooper, certify that:

1. | have reviewed this Quarterly Report on Form 10-Q of D scovery Laboratories,
I nc.

2. Based on ny know edge, this Quarterly Report does not contain any untrue
statenent of a material fact or onmt to state a material fact necessary to make
the statenents made, in light of the circunstances under which such statenents
were made, not msleading with respect to the period covered by this Quarterly
Report ;

3. Based on ny know edge, the financial statements, and other financia
information included in this Quarterly Report, fairly present in all materia
respects the financial condition, results of operations and cash flows of the
registrant as of, and for, the periods presented in this Quarterly Report;

4. The registrant's other certifying officer and | are responsible for
establ i shing and mai ntai ning di sclosure controls and procedures (as defined in
Exchange Act Rules 13a-15(e) and 15d-15(e) for the registrant and we have:

a) desi gned such disclosure controls and procedures, or caused such
di scl osure controls and procedures to be desi gned under our
supervision, to ensure that material information relating to the
registrant, including its consolidated subsidiaries, is nade known
to us by others within those entities, particularly during the
period in which this Quarterly Report is being prepared

b) eval uated the effectiveness of the registrant's disclosure controls
and procedures and presented in this Quarterly Report our
concl usi ons about the effectiveness of the disclosure controls and
procedures, as of the end of the period covered by this Quarterly
Report based on such eval uation; and

c) disclosed in this Quarterly Report any change in the registrant's
internal control over financial reporting that occurred during the
registrant's nost recent fiscal quarter (the registrant's fourth
fiscal quarter in the case of an annual report) that has materially
affected, or is reasonably likely to materially affect, the
registrant's internal control over financial reporting; and

5. The registrant's other certifying officer and | have di scl osed, based on our
nost recent evaluation of internal control over financial reporting, to the
registrant's auditors and the audit committee of the registrant's board of
directors (or persons performng the equivalent function):

a) all significant deficiencies and material weaknesses in the design
or operation of internal control over financial reporting which are
reasonably likely to adversely affect the registrant's ability to
record, process, summarize and report financial information; and

b) any fraud, whether or not material, that involves managenent or
ot her enpl oyees who have a significant role in the registrant's
internal control over financial reporting

Dat e: Novenber 14, 2003 By: /s/ John G Cooper

John G Cooper
Seni or Vice President and
Chi ef Financial Oficer



Exhi bit 32

CERTI FI CATI ON PURSUANT TO 18 U. S. C. SECTI ON 1350
AS ADOPTED PURSUANT TO SECTI ON 906 OF THE
SARBANES- OXLEY ACT OF 2002

In connection with the quarterly report on Form 10-Q of Discovery
Laboratories, Inc. (the "Conpany"), for the period ended Septenber 30, 2003, as
filed with the Securities and Exchange Conmi ssion (the "Conm ssion") on the date
hereof (the "Report"), each of the undersigned, in his capacity as an officer of
t he Company, certifies, pursuant to 18 U S.C Section 1350, as adopted pursuant
to Section 906 of the Sarbanes-Oxl ey Act of 2002, that:

1. the Report fully conplies with the requirenents of Section 13(a) or
15(d) of the Securities Exchange Act of 1934, as anended; and

2. the information contained in the Report fairly presents, in all
material respects, the financial condition and results of operations
of the Conpany.

A signed original of this witten statement required by Section 906
of the Sarbanes-Oxl ey Act of 2002 has been provided to the Conpany and will be
retai ned by the Conpany and furnished to the Commi ssion or its staff upon
request .

/sl Robert J. Capetola

Robert J. Capetola, Ph.D.
Presi dent and Chi ef Executive Oficer
Date: Novenber 14, 2003

/sl John G Cooper

John G Cooper
Seni or Vice President and Chief Financial Oficer
Date: Novenber 14, 2003



