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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D. C. 20549

FORM 10-Q

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

For the quarterly period ended September 30, 2012

or

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

For the transition period from to

Commission File Number 000-51820

ALEXZA PHARMACEUTICALS, INC.

(Exact name of registrant as specified in its chaefr)

Delaware 77-056776¢€
(State or other Jurisdiction of (IRS Employer
Incorporation or Organization) Identification No.)

2091 Stierlin Court
Mountain View, California 94043

(Address of principal executive offices (Zip Code)

(Registrant’s telephone number, including area code (650) 944-7000

Indicate by check mark whether the registrant € filed all reports required to be filed by Seati® or 15(d) of the Securities Exchange Act
of 1934 during the preceding 12 months (or for sstobrter period that the registrant was requirdilésuch reports), and (2) has been subjec
to such filing requirements for the past 90 day¥es No O

Indicate by check mark whether the registrant lsstted electronically and posted on its corpo¥ab site, if any, every Interactive Data
File required to be submitted and posted pursuaRile 405 of Regulation S-T (§232.405 of this ¢bgpduring the preceding 12 months (or
for such shorter period that the registrant wasired to submit and post such files). Y&d No O

Indicate by check mark whether the registrantlarge accelerated filer, an accelerated filer, maccelerated filer or a smaller reporting
company. See the definitions of “large acceleréited” “accelerated filer,” and “smaller reportirgpmpany” in Rule 12b-2 of the Exchange
Act.

Large accelerated file [ Accelerated file|

Non-accelerated file [  (do not check if a smaller reporting compa Smaller reporting compar [
Indicate by check mark whether the registrantskell company (as defined in Rule 12b-2 of the BExge Act). YesO No

Total number of shares of common stock outstandingf October 26, 2012: 15,688,502.




Table of Contents

ALEXZA PHARMACEUTICALS, INC.
TABLE OF CONTENTS

page
PART I. FINANCIAL INFORMATION
Item 1. Financial Statemer
Condensed Consolidated Balance Sheets as of Segt@®2012 and December 31, 2( 3
Condensed Consolidated Statements of Comprehelnssgefor the three and nine months ended Septer3®e2012 and 2011
and the period from December 19, 2000 (inceptior§eptember 30, 20: 4
Condensed Consolidated Statements of Cash Flovtedarine months ended September 30, 2012 and&td fhe period fror
December 19, 2000 (inception) to September 30, : 5
Notes to Condensed Consolidated Financial Statex
Item 2. Manageme’s Discussion and Analysis of Financial Conditiod &esults of Operatior 19
Item 3. Quantitative and Qualitative DisclosureAbMarket Risk 28
Item 4. Controls and Procedul 28
PART Il. OTHER INFORMATION 30
Item 1A. Risk Factor: 30
Item 1. Legal Proceedin( 50
Item 2. Unregistered Sales of Equity Securities ldad of Proceec 50
Item 3. Defaults Upon Senior Securit 50
Item 4. Mine Safety Disclosurt 50
Item 5. Other Informatio 5C
Item 6. Exhibits 5C
SIGNATURES 51

EXHIBIT INDEX 52



Table of Contents

PART I. FINANCIAL INFORMATION
Iltem 1. Financial Statements

ALEXZA PHARMACEUTICALS, INC.
(a development stage company)
CONDENSED CONSOLIDATED BALANCE SHEETS
(in thousands)

(unaudited)
September 3C December
31,
2012 20110

ASSETS
Current assett

Cash and cash equivalel $ 25,51t $ 14,90:

Marketable securitie — 2,001

Restricted cas 6,46¢ —

Receivable! — 10,00(

Prepaid expenses and other current a: 76€ 64¢
Total current asse 32,75( 27,55:.
Property and equipment, r 17,15¢ 20,42¢
Other asset 40¢ 62¢
Total asset $ 50,31 $ 48,60¢
LIABILITIES AND STOCKHOLDERS' EQUITY
Current liabilities:

Accounts payabl $ 1,83 $ 3,60:

Accrued clinical trial expens 96 134

Other accrued expens 2,31¢ 2,87

Current portion of contingent consideration liai 7,00( 12,30(

Financing obligation 7,99¢ 12,28(

Current portion of deferred reven 2,91t 3,75¢
Total current liabilities 22,15¢ 34,94¢
Deferred ren 8,57¢ 12,27
Noncurrent portion of contingent consideration iliab 3,50( 4,20(
Noncurrent portion of deferred revent 5,82¢ 6,87t
Stockholder' equity:

Preferred stoc — —

Common stocl 2 1

Additional paic-in-capital 334,59: 296,94

Deficit accumulated during development st (324,349 (306,63))
Total stockholder equity (deficit) 10,25¢ (9,692
Total liabilities and stockholde’ equity $ 50,31 $ 48,60¢

(1) The condensed consolidated balance sheet aniier 31, 2011 has been derived from audited cidiaed! financial statements at that
date.

See accompanying notes to the financial statements.
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ALEXZA PHARMACEUTICALS, INC.
(a development stage company)

CONDENSED CONSOLIDATED STATEMENTS OF COMPREHENSIVE LOSS

(in thousands, except per share amounts)
(unaudited)

Revenue

Operating expense

Research and developmt

General and administrati
Restructuring charge
Acquired ir-process research and developn

Total operating expens:

Loss from operation

Loss/ (gain) on change in fair value of contingemtsideration liabilit
Interest and other income/ (expense),

Interest expens

Net loss

Consideration paid in excess of noncontrollingriest
Net loss attributable to noncontrolling interesSBymphony Allegro
Inc.

Net loss attributable to Alexza common stockhol

Basic and diluted net loss per share attributabisléxza common
stockholder:

Shares used to compute basic and diluted net &rsshare attributabl
to Alexza common stockholde

Change in unrealized gain (loss) on marketablergers.

Comprehensive loss attributed to Alexza commonksioiclers

Period from
December 19
2000
Three Months Ended Nine Months Ended (inception) to
September 30, September 30, September 3C
2012 2011 2012 2011 2012
$ 72¢ $ 1,25¢ $ 3,341 $ 3,77¢ $ 68,82
4,784 8,051 14,82¢ 20,97, 321,07
2,33¢ 3,10¢ 6,48 8,664 110,36:
— — — — 2,03
— — — — 3,91¢
7,122 11,16( 21,31 29,64: 437,39
(6,399 (9,907 (17,977) (25,86¢) (368,57))
(200) (3,000 1,00( (3,300 (6,145
5 13 41% 30 14,30:
(339) (529) (1,14¢) (1,707 (9,015
(6,92)) (13,41)) (17,70%) (30,83¢) (369,429
_ _ — — (61,566
— — — — 45,08¢
$(6,92)  $(13,41)  $(17,709)  $(30,839)  $ (385,901
$ (05 $ (1.8 $ (159 $ (4.69
13,23t 7,21 11,39« 6,64
— (15) — — -
$(6,92) $(13.43) $(17,70)  $(30,83) $ (385,90

See accompanying notes to the financial statements.
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ALEXZA PHARMACEUTICALS, INC.
(a development stage company)

CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS

(in thousands)

(unaudited)
Period from
December 19
2000
Nine Months Ended (inception) to
September 30, September 3C
2012 2011 2012
Cash flows from operating activities:
Net loss $(17,70)  $(30,83¢)  $ (369,429
Adjustments to reconcile net loss attributable tex#a common stockholders to net cash provi
by (used in) operating activitie
Shar+-based compensatic 2,47¢ 1,49¢ 26,74
Change in fair value of contingent liabili (2,000 3,30( 6,14¢
Extinguishment of officer note receival — — 2,30(
Issuance of common stock for intellectual prop: — — 92
Charge for acquired -process research and developn — — 3,91¢
Amortization of assembled workfor: — — 222
Amortization of debt discount and deferred inte 35C 358 1,64
Amortization of premium (discount) on availa-for-sale securitie 1 18C (21€)
Write off of other asse — — 2,80(
Depreciation and amortizatic 3,46 3,371 34,06
Gain on disposal of property and equipm (409 — (209
Changes in operating assets and liabilit
Other receivable 10,00( — —
Prepaid expenses and other current a: (119 79 (760
Other asset — (1393 (2,849
Accounts payabl a,777) 34t 1,70:%
Accrued clinical and other accrued liabiliti (68¢) 82¢ (1,519
Deferred revenue (1,890 (1,819 8,74
Other liabilities (3,700 (1,746 11,96«
Net cash used in operating activit (10,986 (24,58) (274,63()
Cash flows from investing activities:
Purchases of availal-for-sale securitie — (26,45¢) (430,07)
Maturities of availabl-for-sale securitie 2,00¢ 36,23: 430,28t
Purchases of availal-for-sale securities held by Symphony Allegro, | — — (49,97
Maturities of availabl-for-sale securities held by Symphony Allegro, | — — 45,09:
(Increase)/decrease in noncurrent restricted 20C — (200
Purchases of property and equipir (219 (409) (51,239
Proceeds from disposal of property and equipr 42~ — 482
Cash paid for merge — — (250
Net cash provided by (used in) investing activi 2,411 9,37 (55,867

See accompanying notes to the financial statements.
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ALEXZA PHARMACEUTICALS, INC.
(a development stage company)

CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS

(in thousands)
(unaudited)

Cash flows from financing activities:

Proceeds from issuance of common stock and warasact&xercise of stock options and stock
purchase right

Repurchase of common sta

Proceeds from issuance of convertible preferrecks

Proceeds from repayment of stockholder note rebés

Proceeds from purchase of noncontrolling intere8ymphony Allegro, In

Proceeds from purchase of noncontrolling interggtrieferred shareholders in Symphony Allegr
Inc, net of fee:

Payments of contingent payments to Symphony Allétwllings, LLC.

Change in current restricted ce

Proceeds from financing obligations, net of isseatmsts

Payments of financing obligatio

Net cash provided by (used in) financing activi

Net increase (decrease) in cash and cash equis

Cash and cash equivalents at beginning of pe

Cash and cash equivalents at end of pe

See accompanying notes to the financial statements.
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Period from

December 19
2000
Nine Months Ended (inception) to
September 30, September 3C
2012 2011 2012

35,177 16,14 213,52!
— — (8
— — 104,68
— — 29
— — 4,88
— — 47,17:
(5,000) — (12,500)
(6,469 (6,469
— — 33,73¢
(4,520) (4,109 (29,047
19,18¢ 12,04: 356,01.
10,61: (3,169 25,51!

14,90: 13,67: —
$25,51¢ $10,50: $ 25,51
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ALEXZA PHARMACEUTICALS, INC.
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENT S

1. The Company and Basis of Presentation
Business

Alexza Pharmaceuticals, Inc. (“Alexza” or the “Caang”) was incorporated in the state of Delawar®ercember 19, 2000 as FaxMed, Inc. Ir
June 2001, the Company changed its name to AlerzpoCation and in December 2001 became Alexza Mide®elivery Corporation. In
July 2005, the Company changed its name to AlexearRaceuticals, Inc.

The Company is a pharmaceutical development comfrauged on the research, development, and comafization of novel proprietary
products for the acute treatment of central nergyssem conditions. The Company’s primary actigisence incorporation have been
establishing its offices, recruiting personnel, @acting research and development, conducting piieali studies and clinical trials, developing
and scaling the manufacturing process and qualitiems for the Staccatdechnology, performing business and financial piliagnand raisin
capital. Accordingly, the Company is consideretd¢dn the development stage and operates in onedsgsssegment. The Company’s facilities
and employees are currently located in the UnitateS.

Basis of Presentation

The accompanying unaudited condensed consolidetaddial statements have been prepared in accadaitit accounting principles
generally accepted in the United States of Amdocanterim financial information and with the imgttions to Form 10-Q and Rule 10-01 of
Regulation S-X. Accordingly, they do not contaihadlthe information and footnotes required for qiete financial statements. In the opinion
of management, the accompanying unaudited condexusestblidated financial statements reflect all atipents, which include only normal
recurring adjustments, necessary to present fdidyCompany’s interim consolidated financial infation. The results for the three and nine
months ended September 30, 2012 are not necessdlitative of the results to be expected for tharyending December 31, 2012 or for any
other interim period or any other future year.

The accompanying unaudited condensed consolidetaddial statements and notes to condensed coasatdidinancial statements should be
read in conjunction with the audited consolidatiedricial statements for the year ended Decembe2@ll], included in the Company’s Annual
Report on Form 10-K filed with the Securities andtBange Commission (“SEC”) on March 12, 2012.

Basis of Consolidation

The unaudited condensed consolidated financiadrsiants include the accounts of Alexza and its whmined subsidiaries. All significant
intercompany balances and transactions have berimaied.

Reverse Stock Split

On June 12, 2012, we effected a 1-i@rreverse stock split of our outstanding commonkstesulting in a reduction of our total commouoc&t
issued and outstanding from 119.6 million sharek2t® million shares. The reverse stock split dafféall stockholders of our common stock
uniformly, but did not materially affect any stoaktier’'s percentage of ownership interest. The péwesof our common stock remains
unchanged at $0.0001 per share and the numbethafraed shares of common stock remains the sateethe reverse stock split.

As the par value per share of our common stock irgdaunchanged at $0.0001 per share, a total gD®0iwas reclassified from common
stock to additional paid-in capital. In connectisith this reverse stock split, the number of shafesommon stock reserved for issuance unde
our equity incentive, stock option and employeelsfaurchase plans (see Note 4) as well as thesbammmon stock underlying outstand
stock options and warrants were also proportiopazluced while the exercise prices of these sbptions and warrants were proportionately
increased. All references to shares of common stadkper share data for all periods presentedeimticompanying financial statements and
notes thereto have been adjusted to reflect thersestock split on a retroactive basis.

Significant Risks and Uncertainties

The Company has incurred significant losses froeraions since its inception and expects lossesittinue for the foreseeable future. As of
September 30, 2012, the Company had cash, cashaénts, marketable securities and restricted (st Note 7) of $32.0 million and
working capital of $10.6 million. The Company’s ogtng and capital plans call for cash expendittwesxceed these amounts for the next
twelve months. The Company plans to raise additioagital to fund its operations, to develop itequct candidates, to develop its
commercialization plans. to expand its market kmeolge and to continue the development of its comiaer@anufacturing capabilities.
Management plans to finance the Company’s opemtimmough the sale of equity securities, debt gearents or partnership or licensing
collaborations. Such funding may not be availalblmay be on terms that are not favorable to the . The Company’s inability to raise
capital as and when needed could have a negatpa&cinon its financial condition

7



Table of Contents

and its ability to continue as a going concern.dBlasn the Company’s cash, cash equivalents, métketacurities and restricted cash balance
at September 30, 2012 and its expected cash usagagement estimates that the Company has suffagital resources to meet its
anticipated cash needs into the second quartedi¥.2

The accompanying financial statements have begraprd assuming the Company will continue to opeaata going concern, which
contemplates the realization of assets and thieseht of liabilities in the normal course of biess. The consolidated financial statements dc
not include any adjustments to reflect the posdiliiere effects on the recoverability and clasatfien of assets or the amounts of liabilities
may result from uncertainty related to the Compamyility to continue as a going concern.

Recently Adopted Accounting Standards

In June 2011, the Financial Accounting Standardsr@¢*FASB”) issued Accounting Standards Update§tR) 2011-05, “Presentation of
Comprehensive Incomeas amended by ASU 2011-12, ASU 2004 requires the presentation of total compreherias@me, the componer
of net income, and the components of other comm®te income either in a single continuous statearaBoomprehensive income or in two
separate but consecutive statements. The CompampyeadASU 2011-05 in the first quarter of 2012.

On May 12, 2011, the FASB issued ASU 2011-0Anfendments to Achieve Common Fair Value MeasuresmenDisclosure Requirements
U.S. GAAP and IFRS5ASU 2011-04 is the result of joint efforts by tRASB and the International Accounting StandardarBdo develop a
single, converged fair value framework. There aw flifferences between ASU 2011-04 and its intéwnat counterpart, IFRS 13. ASU 2011-
04 is largely consistent with existing fair valueasurement principles in U.S. GAAP; however it exfsaexisting disclosure requirements for
fair value measurements and makes other amendnidr@sadoption of ASU 2011-04 did not have a mattefiact on the Company'’s financial
position, results of operations or cash flows.

2. Equity Transactions
Underwritten Public Offering

On February 23, 2012, the Company issued an aggrefd,400,000 shares of the Compangdommon stock and warrants to purchase up
additional 4,400,000 shares of the Company’s comstock in an underwritten public offering. Net peeds from the offering were $20.2
million, after deducting offering expenses. Thenaats are exercisable beginning February 24, 2&8n exercise price of $5.00 per share
will expire on February 23, 2017. The shares of mmm stock and warrants were sold pursuant to & sdgbtration statement declared
effective by the SEC on May 20, 2010. The Compajrged to customary obligations, including indenwaifion.

Private Placemer

On March 5, 2012, the Company entered into an amentlto the Collaboration, License and Supply Agreset (the “Ferrer Agreementith
Grupo Ferrer Internacional, S.A. (“Grupo FerreréeNote 9). Grupo Ferrer and the Company agreeliniinate a future potential milestone
payment in exchange for Grupo Ferrer’'s purchask8di million of the Company’s common stock. On Mei®, 2012 Grupo Ferrer purchased
241,936 shares of the Company’s common stock fardfllper share. The Company classified $1,452,08@eqroceeds as deferred revenue
and will recognize the amount into revenue overas$timated performance period of the Ferrer Agregifs=e Note 9). During 2012, up to an
additional $8 million of the Company’s common stacky be purchased by Grupo Ferrer, upon a reqyabkelCompany and subject to
acceptance by Grupo Ferrer, in exchange for theirdition of additional milestones at a price parstthat will be a premium to the market
price on the date of purchase.

Committed Equity Line of Credit

On July 20, 2012, the Company entered into a cotach&quity line of credit with Azimuth Opportunity,P. (“Azimuth”) pursuant to which

the Company was granted the ability to sell up20 fillion of its common stock over an approximgt24-month period pursuant to the terms
of a Common Stock Purchase Agreement (the “Purchgesement”). In addition to the foregoing amouims;onsideration for Azimuth’s
execution and delivery of the Purchase AgreembatCompany issued to Azimuth 80,429 shares obitsngon stock on July 23, 2012. The
Company has currently utilized $13.6 million of flaeility. The Company is not obligated to utiliaay further portion of the facility, but may
do so from time to time at its discretion. Thisiliac replaces a similar facility that was estahbsl in May 2010 and expired after its 24-month
term.

The Company will determine, at its sole discretite, timing, the dollar amount and the price pearstof each draw under this facility, subject
to certain conditions. When the Company electgitzel the facility by delivery of a draw down noé to Azimuth, the Company will issue
shares to Azimuth at a discount of 5% to the voluve@hted average price of the Company’s commockstoer a preceding period of trading
days (a “Draw Down Period”). The Purchase Agreena¢sd provides that from time to time, at the Compmsole discretion, it may grant
Azimuth an option to purchase additional shareh@efCompany’s common stock during each Draw DowipBdor an amount of shares
specified by the Company based on the trading fices common stock. Upon
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Azimuth’s exercise of such an option, the Compaillysegll to Azimuth the shares subject to the optat a price equal to the greater of (i) the
daily volume weighted average price of the Compsampmmon stock on the day Azimuth notifies the Canypof its election to exercise its
option or (ii) the threshold price for the optioaetermined by the Company, in each case less autisod 5%.

Azimuth is not required to purchase any sharespagaliscounted purchase price below $2.00 peeshad any shares sold under this facility
will be sold pursuant to a shelf registration statat declared effective by the Securities and BExgeaCommission on July 3, 2012. The
Purchase Agreement will terminate on August 1, 2014

During the three months ended September 30, 28@2ZCompany raised $13.4 million in net proceedsymamt to draw downs made under the
Purchase Agreement.

* On August 10, 2012, the Company settled with Azlmart the purchase of 1,035,813 shares of the Coyfgpeammon stock under
the Purchase Agreement at a price of $2.99 peedhaan aggregate purchase price of $3.1 millidre Company received $3.0
million in net proceeds from the sale of these ehafter deducting offering expens

* On August 24, 2012, the Company settled with Azlmart the purchase of 1,274,998 shares of the Coyfgpeammon stock under
the Purchase Agreement at a price of $3.89 peedhaan aggregate purchase price of $5.0 millidre Company received $4.9
million in net proceeds from the sale of these ehafter deducting offering expens

* On September 25, 2012, the Company settled witmAtti on the purchase of 1,179,049 shares of thep@oy's common stock
under the Purchase Agreement at a price of $4.66h@ee for an aggregate purchase price of $5/&milThe Company received
$5.4 million in net proceeds from the sale of thelsares after deducting offering expen:

As of September 30, 2012, the Company had $6.4omitlvailable for future draw downs under the PasehAgreement.

3. Fair Value Accounting

Fair value is defined as the exchange price thaldvoe received for an asset or paid to transfitdity in the principal or most advantageous
market for the asset or liability in an orderlyrtsaction between market participants on the meamnedate. Valuation techniques used to
measure fair value must maximize the use of obbéaaputs and minimize the use of unobservablatmprhree levels of inputs, of which 1
first two are considered observable and the lagsbs@rvable, may be used to measure fair valuethrke levels are:

» Level 1— Quoted prices in active markets for identical assetiabilities.

» Level 2 — Inputs other than Level 1 that are obaklw, either directly or indirectly, such as quagpeides for similar assets or
liabilities; quoted prices in markets that are active; or other inputs that are observable ortmanorroborated by observable
market data for substantially the full term of tssets or liabilities

» Level 3— Unobservable inputs that are supportetitthyy or no market activity and that are signdfitt to the fair value of the assets
or liabilities.

The following table represents the Company’s falue hierarchy for its financial assets (cash eajaivts and marketable securities) by major
security type and liability measured at fair vaturea recurring basis as of September 30, 2012 acdiber 31, 2011 (in thousands):

September 30, 201. Level 1 Level Z Level 3 Total
Assets

Money market fund $24,80° $— $ — $24,80"
Liabilities

Contingent consideration liabilit $ — $— $10,50C  $10,50(
Total liabilities $ — $— $10,50( $10,50(
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December 31, 201 Level 1 Level 2 Level 3 Total
Assets
Money market fund $12,61¢ $ — $ — $12,61¢
Available for sale debt securiti

Corporate debt securitis $ — $2,001] $ — $ 2,001
Total available for sale debt securit $ — $2,001 $ — $ 2,001
Total asset $12,61¢ $2,001 $ — $14,62(
Liabilities
Contingent consideration liabilit $ — $ — $16,50( $16,50(
Total liabilities $ — $ — $16,50( $16,50(

Cash equivalents and marketable securities

The following table outlines the amortized costr, f@lue and unrealized gain/(loss) for the Compaifipancial assets by major security typ
of September 30, 2012 and December 31, 2011 (ustrals):

Amortized Fair Unrealized
September 30, 201. Cost Value Gain/(Loss,
Money market funds $ 24,80 $ 24,80 $ —
Less amounts classified as cash equival (24,80) (24,807 —
Total marketable securitit $ — $ — $ i

Amortized Fair Unrealized
December 31, 201 Cost Value Gain/(Loss,
Money market funds $12,61¢ $12,61¢ $ —
Corporate debt securiti 2,001 2,001 —
Total 14,62( 14,62( —
Less amounts classified as cash equival (12,619 (12,619 —
Total marketable securitit $ 2,001 $ 2,001 $ —

The Company had no sales of marketable securitissgithe three or nine months ended Septembe2®(®, or 2011. As of September 30,
2012, all of the Company’s marketable securitiessrmmaturity of less than one year.

The Company’s available-for-sale debt securitiesvatued utilizing a multdimensional relational model. Inputs, listed in Bgpimate order c
priority for use when available, include benchmgigdds, reported trades, broker/dealer quotesersspreads, two-sided markets, benchmark
securities, bids, offers and reference data.

Contingent Consideration Liability

In connection with the exercise of the Company’S8apto purchase all of the outstanding equity winphony Allegro, Inc. (“Allegro”), the
Company is obligated to make contingent cash paysnerthe former Allegro stockholders related tdaia payments received by the
Company from future partnering agreements pertgitoPADASUVE (Staccatdoxapine), AZ-104 Staccatdoxapine, low-dose) or AZ-002

( Staccataalprazolam). In order to estimate the fair valu¢hefliability associated with the contingent cpslyments, the Company prepared
several cash flow scenarios for ADASUVE, AZ-104 &¥#+002, which are subject to the contingent paynodatigation. Each potential cash
flow scenario consisted of assumptions of the rarigestimated milestone and license payments patsnteceivable from such partnerships
and assumed royalties received from future prosalets. Based on these estimates, the Company cedniet estimated payments to be made
to the former Allegro stockholders. Payments wesstimed to terminate upon the expiration of theedlpatents.
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The projected cash flow assumptions for ADASUVHEhe United States (“U.S.”) and Canada continuestbdsed on the terms of the
agreements with Biovail Laboratories InternatioBRIL (“Biovail”) signed in February 2010 and multiple internal pcidiales forecasts, as 1
Company expects that any potential partnershipeageat for ADASUVE in the U.S. and Canada would hsiwglar terms to that of the
Biovail agreements, despite these agreements b&imjnated in October 2010. The timing and extérhe projected cash flows for
ADASUVE for the territories licensed to Grupo Ferage based on the Grupo Ferrer agreement, as achésee Note 9). The timing and ex
of the projected cash flows for the remaining teriés for ADASUVE and worldwide territories for A@02 and AZ104 were based on inter
estimates for potential milestones and multipledpad royalty scenarios and are also consistertructsire to the Biovail agreements as the
Company expects future partnerships for these pitsdind product candidates to have similar strastur

The Company then assigned a probability to eacheo€ash flow scenarios based on several factaisiding: the product candidate’s stage of
development, preclinical and clinical results, weabgical risk related to the successful developnoéthe different drug candidates, estimated
market size, market risk and potential partnersftigrest to determine a risk adjusted weightedayecash flow based on all of these
scenarios. These probability and risk adjusted teijaverage cash flows were then discountedinglithe Company’s estimated weighted
average cost of capital ("“WACC”). The Company’s WBConsidered the Company’s cash position, compatitisk of substitute products,
and risk associated with the financing of the deprient projects. The Company determined the ditaait to be 18% and applied this rate tc
the probability adjusted cash flow scenarios.

This fair value measurement is based on signifiggnits not observed in the market and thus reptsselLevel 3 measurement. Level 3
measurements are valued based on unobservable thjatitare supported by little or no market agtiaind reflect the Company’s assumptions
in measuring fair value.

The Company records any changes in the fair valtieocontingent consideration liability in earninig the period of the change. Certain
events including, but not limited to, clinical fri@sults, U.S. Food and Drug Administration (“FDAdpproval or non-approval of the
Company'’s submissions, European Medicines Agenpyasal or non-approval of the Company’s submissitims timing and terms of any
strategic partnership agreement, and the commeeialess of ADASUVE, AZ-104 or ABO2 could have a material impact on the fair valf
the contingent consideration liability, and as sute the Company’s results of operations and firedrposition.

During the three and nine months ended Septemh&03Qd, the Company modified the assumptions régattie timing and/or probability of
certain cash flows to reflect the completion of @ripo Ferrer licensing agreement (see Note 9).chiaages in these assumptions and the
effect of the passage of three and nine monthe®pitesent value computation resulted in an ineraathe net loss of $3,000,000, or $0.42
share, for the three months ended September 3Q,&@d an increase to the net loss of $3,300,080.&0 per share for the nine months ende
September 30, 2011.

During the three and nine months ended Septemh&03@, the Company modified the assumptions régattie timing and extent of certain
cash flows primarily to reflect the three monthesdion of the FDA'’s review of the Company’s ADASUWEew Drug Application (“NDA”)
from February 4, 2012 to May 4, 2012 and the rea#ithe CRL for the ADASUVE NDA in May 2012. Thchange in assumptions and the
effects of the passage of time on the present \@uo®utation resulted in an increase to the netdd$200,000, or $0.02 per share, for the
three months ended September 30, 2012 and a dedoethee net loss of $1,000,000 or $0.09 per sfoeithe nine months ended September
2012.

The following table represents a reconciliatioritef change in the fair value measurement of théremt consideration liability for the three
and nine months ended September 30, 2012 and #&0ttb(isands):

Three Months Ended Nine Months Ended
September 30 September 30
2012 2011 2012 2011
Beginning balance $10,30( $12,80( $16,50( $12,50(
Payments mad — (5,000 —
Adjustments to fair value measurem 20C 3,00( (1,000 3,30(
Ending balanc: $10,50( $15,80( $10,50( $15,80(

Financing Obligations

The Company has estimated the fair value of isrfaing obligations (see Note 7) using the net prtes®lue of the payments discounted at an
interest rate that is consistent with its estimatedlent borrowing rate for similar long-term debhe Company believes the estimates used to
measure the fair value of the financing obligatioosstitute Level 3 inputs.
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At September 30, 2012 and December 31, 2011, thmasd fair value of our financing obligations w#& 713,000 and $11,720,000,
respectively and had book values of $7,994,000$4r280,000, respectively. Our payment commitmass®ciated with these debt
instruments may vary with changes in interest ratesare comprised of interest payments and pahpigyments. The fair value of our debt
will fluctuate with movements of interest rates;rigasing in periods of declining rates of inteegsd declining in periods of increasing rates of
interest.

4. Share-Based Compensation Plans
2005 Equity Incentive Plan

In December 2005, the Company’s Board of Directmispted the 2005 Equity Incentive Plan (the “20@&B. The 2005 Plan is an
amendment and restatement of the Company’s preeguity incentive plans. New grants of stock optiand restricted stock units issued
under the 2005 Plan that are not subject to pedooa-based vesting conditions generally vest auaryears, based on service time, or upon
the accomplishment of certain milestones and hawexamum contractual term of 10 years. Prior taings restricted stock units do not have
dividend equivalent rights, do not have voting t&gand the shares underlying the restricted unésat considered issued and outstanding.
Shares are issued upon vesting of the restrictet smnits.

The 2005 Plan provides for annual reserve increaiséie first day of each year commencing on Janiig2007 and ending on January 1,
2015. The annual reserve increases will be equaktdéesser of (i) 2% of the total number of sharfethe Company’s common stock
outstanding on December 31 of the preceding cateyeta, or (ii) 100,000 shares of common stock. Thenpany’s Board of Directors has the
authority to designate a smaller number of shayestich the authorized number of shares of comntockswill be increased prior to the last
day of any calendar year. On each of January 12 28dl 2011 an additional 100,000 shares of the @agip common stock were reserved for
issuance under this provision.

2005 Non-Employee Directors’ Stock Option Plan

In December 2005, the Company’s Board of Directaispted the 2005 Non-Employee Directors’ Stock @pklan (the “Directors’ Plan”).
The Directors’ Plan provides for the automatic g@monstatutory stock options to purchase shafesmmon stock to the Company’s non-
employee directors, which vest over four yearstank a term of 10 years. The Directors’ Plan presifbr an annual reserve increase to be
added on the first day of each fiscal year, comnmgnon January 1, 2007 and ending on January B.201e annual reserve increases will be
equal to the number of shares subject to optioastgd during the preceding fiscal year less thebmurof shares that revert back to the share
reserve during the preceding fiscal year. The CawgaBoard of Directors has the authority to deatgna smaller number of shares by which
the authorized number of shares of common stodkowilncreased prior to the last day of any calegéar. On January 1, 2012 and 2011 an
additional 20,000 and 7,500 shares, respectivélyneoCompany’s common stock were reserved foraisse under this provision.

2011 Employee Stock Option Exchange Program

On January 21, 2011, the Company commenced a ‘anjuemployee stock option exchange program (thelBrge Program”) to permit the
Company’s eligible employees to exchange somel of #heir eligible outstanding options (“Origin@iptions”) to purchase the Company’s
common stock with an exercise price greater thaagaal to $23.70 per share, whether vested or tediefor a lesser number of new stock
options (“New Options”). In accordance with thentsrand conditions of the Exchange Program, on feep22, 2011 (the “Grant Date”), the
Company accepted outstanding options to purchasg@megate of 212,843 shares of the Company’s canstock, with exercise prices
ranging from $23.80 to $117.00, and issued, in argk, an aggregate of 80,890 New Options with ancese price of $12.30. The New
Options vested 33% on February 22, 2012 with thenta of the shares vesting in a series of twémtysuccessive equal monthly installme
thereafter, and have a term of five years. The a&xgh resulted in a decrease in the Company’s consitack subject to outstanding stock
options by 131,953 shares, which increased the ruwitshares available to be issued under the P02Yh
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The following table sets forth the summary of optaztivity under the Company’s share-based compiensglans for the nine months ended
September 30, 2012:

Qutstanding Options

Weighted

Number of Average
Shares Exercise Pric¢
Outstanding at January 1, 2012 845,78 $ 19.07
Options grante: 477,83 3.52

Options exercise — —
Options cancele 271,109 18.4¢
Outstanding at September 30, 2( 1,052,511 12.15

The following table sets forth the summary of riesdd stock unit activity under the Company’s egitcentive plans for the nine months
ended September 30, 2012:

Weighted

Number Average
Of Grant-Date

Shares Fair Value
Outstanding at January 1, 2012 117,21¢ $ 11.7i
Grantec 278,03. 4.9¢
Release( (259,70 5.0t
Forfeited (66,660 19.5¢
Outstanding at September 30, 2( 68,88: 22.3:

As of September 30, 2012, 196,681 and 5,188 shenesined available for issuance under the 2005 d&Hdrthe Directors’ Plan, respectively.

2005 Employee Stock Purchase Plan

In December 2005, the Company’s Board of Directatspted the 2005 Employee Stock Purchase Plan PBESPhe ESPP allows eligible
employee participants to purchase shares of thep@oys common stock at a discount through paymduttions. The ESPP consists of a
fixed offering period, historically 24 months witbur purchase periods within each offering perent] currently offering periods of six
months. Purchases are generally made on thedastgr day of each October and April. Employees Ipase shares at each purchase date at
85% of the market value of the Company’s commonkstm their enroliment date or the end of the pasehperiod, whichever price is lower.

The ESPP provides for annual reserve increasesedfirst day of each fiscal year commencing on dand, 2007 and ending on January 1,
2015. The annual reserve increases are equal teabkieof (i) 1% of the total number of shareshaf Company’s common stock outstanding or
December 3% of the preceding calendar year, (i)0® shares of common stock, or (iii) a lesser athdatermined by the Company’s Board
of Directors.

In May 2011, the Company’s Compensation Commiteminated the then current offering period underE$PP and resolved to begin a new
offering period in August 2011 and also amended&&PP to reduce the time period of each futureioffgperiod from twenty-four to six
months. The new offering period under the ESPPibegaAugust 15, 2011 and the related purchase mmton April 30, 2012.

Pursuant to the ESPP, an additional 72,136 and@%Bares were reserved for issuance on Januafi?,and 2011, respectively. The
Company issued 2,978 shares at a weighted avermgeob $5.30 under the ESPP during the nine moatised September 30, 2012 and
24,962 shares at a weighted average price of $8d6r the ESPP during the nine months ended Septe38b2011. The Company did not
issue shares under the ESPP during the three mentesl September 30, 2012 or 2011. At Septemb&03@, 69,557 shares were available
for issuance under the ESPP.
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5. Share-Based Compensation
Employee Share-Based Awards

Compensation cost for employee share-based awaldsed on the grant-date fair value and is rezedrover the vesting period of the
applicable award on a straight-line basis. The Camgpssues employee share-based awards in theofostock options and restricted stock
units under the Company’s equity incentive plamsg, stock purchase rights under the ESPP.

Valuation of Stock Options, Stock Purchase Rights and Restricted Stock Units

During the three and nine months ended Septemh&03@ and 2011, the weighted average fair valighafe-based awards granted
(excluding options issued in the Exchange Prograas) as follows:

Three Months Ended Nine Months Ended
September 30 September 30
2012 2011 2012 2011
Stock Options $ 2.57 $ 106 $258¢ $10.6(
RSUs — — 4.9C 13.3(
Stock Purchase Righ 3.31 4.8( 4.2: 8.2C

The estimated grant date fair values of the st@tlons, excluding the options issued in the ExcleaPmpgram in 2011, and stock purchase
rights were calculated using the Black-Scholesatédm model, and the following weighted averageiaggtions:

Three Months Ended Nine Months Ended
September 30 September 30
2012 2011 2012 2011

Stock Option Plan

Expected tern 5.0 year 5.0 year 5.0 year 5.0 year

Expected volatility 98% 9C% 98% 90%

Risk-free interest rat 0.62% 1.51% 0.65% 1.51%

Dividend yield 0% 0% 0% 0%
Employee Stock Purchase P

Expected tern 0.5 year 0.7 year 0.63 year 1.45 year

Expected volatility 135% 73% 9€% 87%

Risk-free interest rat 0.15% 0.12% 0.13% 0.5%%

Dividend yield 0% 0% 0% 0%

The Exchange Program described in Note 4 did matiré incremental expense, as the fair valudefNew Options granted was equal to or
less than the fair values of the Original Optioresasured immediately prior to being replaced ordtite the New Options were granted and th
Original Options were cancelled. The estimated date fair value of the New Options was calculatsithg the BlackSholes valuation mode
At the time of exchange, the exercise price of@higinal Options was in excess of the market prtlserefore the expected term of the Origina
Options granted was determined using the MonteoCirhulation method. The expected term of New Qystigranted was determined using
the “shortcut” method, as illustrated in the Setiesiand Exchange Commission’s Staff Accountindéin No. 107, because the terms of the
New Options are unique as compared to the existiveyds and the Company does not have historicarexe under the New Options teri
Under this approach, the expected term is estintatbd the average of the vesting term and theactotal term of the option. All other
assumptions have been calculated using the hiataniethodologies applied by the Company to all oseck option awards. The number of
shares underlying the options included in the ErgleaProgram and the weighted average assumptiimediin the Black-Scholes valuation
model were:

Original New

Options Options
Number of share 212,84 80,89(
Expected tern 4.7 year 3.4 year
Expected volatility 94% 98%
Risk-free interest rat 1.96% 1.38%
Dividend yield 0% 0%
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The estimated fair value of restricted stock uaitsrds is calculated based on the market pricde{z&’s common stock on the date of grant,
reduced by the present value of dividends expdotée paid on Alexza common stock prior to vestifithe restricted stock unit. The
Company’s estimate assumes no dividends will bé paor to the vesting of the restricted stock unit

As of September 30, 2012, there were $4,200,006%8r@00 of total unrecognized compensation expezlated to unvested stock option
awards and stock purchase rights, respectivelyGiwéiie expected to be recognized over a weightedhge period of 1.6 years and 0.1 years,
respectively. There was no unrecognized compemsaiipense related to unvested restricted stock erfiected to be recognized at
September 30, 2012.

There was no share-based compensation capitaliZxepsember 30, 2012.

6. Net Loss per Share Attributable to Alexza Commorstockholders

Historical basic and diluted net loss per shambatiable to Alexza common stockholders is caladaty dividing the net loss attributable to
Alexza common stockholders by the weightagrage number of common shares outstanding fqrahied. The following items were excluc
in the net loss per share attributable to Alexzamon stockholders calculation for the three an@ minths ended September 30, 2012 and
2011 because the inclusion of such items would hadean anti-dilutive effect:

Three Months Ended Nine Months Ended
September 30, September 30,
2012 2011 2012 2011
Stock options 834,46 601,60( 790,89: 492,15
Restricted stock unit 150,27 131,50: 150,60¢ 137,34
Warrants to purchase common sti 6,462,06! 2,062,09! 5,362,08: 1,853,371

7. Financing Obligations
Hercules Technology Growth Capital

In May 2010, the Company entered into a Loan aruli®g Agreement (“Loan Agreement”) with Herculeschnology Growth Capital, Inc.
(“Hercules”). Under the terms of the Loan Agreemém Company borrowed $15,000,000 at an inteegstaf the higher of (i) 10.75% or

(i) 6.5% plus the prime rate as reported in thdl\8&eet Journal, with a maximum interest ratd 4% and issued to Hercules a secured term
promissory note evidencing the loan. The Compangeniiaterest only payments through January 201lbagdhning in February 2011 the lo

is being repaid in 33 equal monthly installments.

The Loan Agreement limits both the seniority andant of future debt the Company may incur. The Canypmay be required to prepay the
loan in the event of a change in control. In confiom with the loan, the Company issued to Hercalése-year warrant to purchase 37,639
shares of the Company’s common stock at a pri26f90 per share. The warrant is immediately egebte and expires in May 2015. The
Company estimated the fair value of this warrarafabe issuance date to be $921,000 which wagdedaas a debt discount to the loan and
consequently a reduction to the carrying valuéheflban. The fair value of the warrant was cal@daising the Black-Scholes option valuation
model, and was based on the contractual term of#tnieant of five years, a risk-free interest rat@.81%, expected volatility of 84% and a 0%
expected dividend yield. The Company also recofded paid to Hercules as a debt discount, whidhdéureduced the carrying value of the
loan. The debt discount is being amortized to egeexpense.

As of September 30, 2012, the Company has clads$8¢469,000 as restricted cash in current adsedsnuary 2012, the Company and
Hercules amended the Loan Agreement to requir€tmpany to maintain an amount equal to the outgtgratincipal balance of the loan i
restricted account. Upon an event of default, fisee in the Loan Agreement, Hercules has thetglii access the funds. The restricted
account will terminate upon the earlier to occufipthe mutual agreement of the Company and Heecat (ii) the satisfaction in full of all of
the Company’s obligations under the Loan Agreemanighich time the remaining funds, if any, will tsransferred to the Compasydperating
account.
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Autoliv ASP, Inc.

In June 2010, in return for transfer to the Compaiall right, title and interest in a productidnd for the commercial manufacture of chem
heat packages completed or to be completed by kua&P, Inc (“Autoliv”) on behalf of the Company, the Company paid Aut®h0 million

in cash and issued Autoliv a $4.0 million unsecyrzissory note. In February 2011, the Compangredtinto an agreement to amend the
terms of the unsecured promissory note. Underethies of that amendment, the original $4.0 milliaerwas cancelled and a new unsecured
promissory note was issued with a reduced princ@padunt of $2.8 million (the “New Note”).

The New Note bears interest beginning on Janua?@11 at 8% per annum and is being paid in 48 autse and equal installments of
approximately $68,000.

Future scheduled principal payments under the Hes@and Autoliv financing obligations as of SeptemB0, 2012 are as follows (in
thousands):

Total

2012 - remaining 3 months 1,58¢
2013 5,77%
2014 781
Total $8,14%

8. Facility Leases

The Company leased two buildings, at 2023 Sti€hnirt and 2091 Stierlin Court, in Mountain View,li@ania, referred to herein as th&023
Building” and the “2091 Building”, respectively, v the Company began to occupy in the fourth guart 2007. The Company recognizes
rental expense on the facilities on a straight-biasis over the initial term of the lease. Differes between the straight line rent expense and
rent payments are classified as deferred rentitiabin the balance sheet. The lease for the 208ldiBg expires on March 31, 2018, and the
Company has two options to extend the lease feryiears each.

Effective March 30, 2012, the Company terminatedi¢tase for the 2023 Building, totaling 41,290 squeet, and concurrently cancelled the
two subleases associated with the 2023 Buildingh@ttime of the termination, the Company recordewn-cash contrexpense of $1,421,0

in general and administrative expenses, whichdst effect of reversing the deferred rent ligpgissociated with the 2023 Building lease an
subleases and the accelerated depreciation of §igeels associated with the 2023 Building.

9. License Agreements
Cypress Bioscience, Inc.

In August 2010, the Company entered into a licambdevelopment agreement with Cypress Bioscignce(“Cypress”) forStaccatmicotine
(the “Cypress Agreement”). According to the terrhthe Cypress Agreement, Cypress paid the Compamnaefundable upfront payment of
$5 million to acquire the worldwide license for tBaccatmicotine technology.

Following the completion of certain preclinical aclthical milestones relating to tf&taccatmicotine technology, if Cypress elects to continue
the development dBtaccatmicotine, Cypress will be obligated to pay the Campan additional technology transfer payment ofrfilion.

The Company has a carried interest of 50% pri¢héctechnology transfer payment, and 10% aftectimepletion of certain development
activities and receipt of the technology transf@yment, subject to adjustment in certain circuntsanin the net proceeds of any sale or lic
by Cypress of th&taccatmicotine assets and the carried interest will Hgex to put and call rights in certain circumsiesic

Cypress has the responsibility for preclinicalnicial and regulatory aspects of the developme&ta¢cataicotine, along with the
commercialization of the product. Cypress paid@eenpany a total of $3.9 million in research andedepment funding for the Company’s
efforts to execute a development plan culminatiitty the delivery of clinical trial materials forRhase 1 study witBtaccatmicotine.

Additionally, Cypress and the Company entered am@greement to sublease approximately 2,500 sépetref the Company’s premises and
to provide certain administrative, facility andanfation technology support for a period of 12 nherfor $11,000 per month. Beginning in
September 2011, the space became subleased orttatoxanonth basis.

For revenue recognition purposes, the Company \ddhe Cypress Agreement as a multiple element geraent. Multiple element
arrangements are analyzed to determine whetheatieus performance obligations, or elements, easdparated or whether they must be
accounted for as a single unit of accounting. Tom@any evaluated whether the delivered elementsruhéd arrangement
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have value on a stand-alone basis and whethertsfgi@nd reliable evidence of fair value of the elivered items exist. Deliverables that do
not meet these criteria are not evaluated sepgrfatethe purpose of revenue recognition. For glsiminit of accounting, payments received
recognized in a manner consistent with the findivdeble. The Company was unable to allocateravizlue to each of the deliverables
outlined in the Cypress Agreement and thereforewatt®d for the deliverables as a single unit obaating. The Company recognized reve
ratably over the estimated performance period efgreement. Amounts received prior to recognéi®nevenues were classified as deferred
revenue in the balance sheet. The Company recapfizend $1,259,000 of revenue under the Cypressefxgent in the three and nine mot
ended September 30, 2012, respectively and $1,2680d $3,776,000 in the same periods in 2011eotisply. At September 30, 2012, the
Company had no deferred revenues or further peeoom obligations related to the Cypress Agreenmiedianuary 2011, Cypress was acqu
by Ramius Value and Opportunity Advisors LLC; RaydPharma, US Partner, LP; Royalty Pharma US Pex2@08, LP; and RP Investment
Corporation.

Grupo Ferrer Internacional, SA.

On October 5, 2011, the Company and Grupo Ferttereshinto the Ferrer Agreement to commercializeASDVE in Europe, Latin America,
Russia and the Commonwealth of Independent Statettries (the “Ferrer Territories”). Under the terof the Ferrer Agreement, the
Company received an upfront cash payment of $1omjlof which $5 million was paid to the formerldgro stockholders (see above in Note
3), and the Company is eligible to receive addalonilestone payments, contingent on individualrtoucommercial sales initiation and
royalty payments based on cumulative net salegtarghe Company will be responsible for filing ardtaining approval of the ADASUVE
Marketing Authorization Application (“MAA”) submiéd to the European Medicines Agency for an opimégarding the potential approval of
ADASUVE and subsequent decision by the Europeanr@isgion. Grupo Ferrer will be responsible for gatison of all other regulatory and
pricing requirements to market and sell ADASUVEhe Ferrer Territories. Grupo Ferrer will have #xelusive rights to commercialize the
product in the Ferrer Territories. The Company silpply ADASUVE to Grupo Ferrer for all of its corangial sales, and will receive a
specified per-unit transfer price paid in Eurogh&i party may terminate the Ferrer AgreementHerdther party’s uncured material breach or
bankruptcy. The Ferrer Agreement continues in é€ffaca country-by-country basis until the latethad last to expire patent covering
ADASUVE in such country or 12 years after first qoercial sale. The Ferrer Agreement is subject tiheedermination in the event the part
mutually agree, by a party in the event of an uedunaterial breach by the other party or upon #rktuptcy or insolvency of either party.

In March 2012, the Company entered into an amentitoghe Ferrer Agreement. Grupo Ferrer and the fgzmy eliminated a future potential
milestone payment in exchange for Grupo Ferreristpase of 241,936 shares of the Company’s comnoak $or $12.40 per share, which
reflected a premium on the fair value of the Conypaigcommon stock of approximately $1,452,000. Duglag2, up to an additional $8 milli
of the Companys common stock may be purchased by Grupo Ferren apequest by the Company and subject to acaaptanGrupo Ferre
in exchange for the elimination of additional mitases at a price per share that will be a premmithe market price on the date of purchase.

The Company recognized revenue related to the F&geement under the guidance of Accounting Stedwl@odification 605-25 and ASU
2009-13. The Company evaluated whether the delivelements under the arrangement have value @nd-atone basis and whether
objective and reliable evidence of fair value af tindelivered items exist. Deliverables that domeet these criteria are not evaluated
separately for the purpose of revenue recogniffon.a single unit of accounting, payments reces@drecognized in a manner consistent witt
the final deliverable. The Company determined thatlicense and the development and regulatorycgsnare a single unit of accounting as
licenses were determined to not have stand-alole v@ihe Company has begun to deliver all elemeftise arrangement and is recognizing
the $10 million upfront payment as revenue ratalvigr the estimated performance period of the ageeewf four years. The $1,452,000
premium received from the sale of common stocknap@ Ferrer is additional consideration receivespant to the Ferrer Agreement and
does not pertain to a separate deliverable or eéleafahe arrangement, and thus is being defemeld-@cognized as revenue in a manner
consistent with the $10 million upfront payment.

The Company recognizes milestone payments utilitiegnilestone method of revenue recognition. Tam@any is eligible to receive up to
$8.0 million of milestone payments from Grupo Ferfitne Company will recognize milestone revenuenufist commercial sales in each of
nine (9) identified countries. The Company beliegash of these milestones are substantive asitheneertainty that the milestones will be
met, the milestone can only be achieved with then@any’s past and current performance and the aghient of the milestone will result in
additional payment to the Company. The Companyneidbrd royalty revenues in the period certain dative sales targets are met by Grupo
Ferrer.

During the three and nine months ended Septemh&03@2, the Company recognized $729,000 and $2)082n revenues, respectively, and
at September 30, 2012 had deferred revenue of $80d related to the Ferrer Agreement.

10. Autoliv Manufacturing and Supply Agreement

In November 2007, the Company entered into a Manufeng and Supply Agreement (the “Manufacture Agnent”) with Autoliv relating to
the commercial supply of chemical heat packagescrabe incorporated into the Compan§taccatadevice (the “Chemical Heat Packages”)
Autoliv had developed these Chemical Heat PackBiydhe Company pursuant to a development agreebsneen Autoliv and the
Company. Under the terms of the Manufacture Agregp#autoliv agreed to develop a manufacturing lia@able of producing 10 million
Chemical Heat Packages a year.
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In June 2010 and February 2011, the Company enigi@dgreements to amend the terms of the Marwfaétigreement (together the
“Amendments”). Under the terms of the first of thmendments, the Company paid Autoliv $4.0 milliordassued Autoliv a $4.0 million
unsecured promissory note in return for a produdiite for the commercial manufacture of ChemicahHPackages. A production line is
comprised of two identical and self-sustaining Iggland the first such cell has been completestaited and qualified. Under the terms of the
Second Amendment, the original $4.0 million noteswancelled and the New Note was issued with acestiprincipal amount of $2.8 million,
and production on the second cell halted. The Netels payable in 48 equal monthly installmentamfroximately $68,000, with the last
payment scheduled for December 2014. In the ehathhe Company requests completion of the secelhafcthe first production line for the
commercial manufacture of Chemical Heat Package®li will complete, install and fully qualify sticsecond cell for a cost to the Company
of $1.2 million and Autoliv will transfer ownershigf such cell to the Company upon the payment limfusuch $1.2 million and the New No

The provisions of the Amendments supersede (aftmpany’s obligation set forth in the Manufacturgréement to reimburse Autoliv for
certain expenses related to the equipment anchtpaked in production and testing of the ChemiadtHPackages in an amount of up to $12
million upon the earliest of December 31, 2011d69s after the termination of the Manufacture Agreet or 60 days after approval by the
FDA of an NDA filed by the Company, and (b) theightion of Autoliv to transfer possession of sugaipment and tooling.

Subject to certain exceptions, Autoliv has agreechanufacture, assemble and test the ChemicalPsektages solely for the Company in
conformance with the Company’s specifications. Teenpany will pay Autoliv a specified purchase prietich varies based on annual
guantities ordered by the Company, per Chemicat Raekage delivered. The initial term of the Mamtfiee Agreement expires on
December 31, 2012, at which time the Manufacturee@ment will automatically renew for successivefirear renewal terms unless the
Company or Autoliv notifies the other party no I&san 36 months prior to the end of the initiahesr the then-current renewal term that suck
party wishes to terminate the Manufacture Agreeriemé Manufacture Agreement provides that duriregtémm of the Manufacture
Agreement, Autoliv will be the Company’s exclussugpplier of the Chemical Heat Packages. In additives Manufacture Agreement grants
Autoliv the right to negotiate for the right to sy commercially any second generation ChemicaltfPeakage (a “Second Generation
Product”) and provides that the Company will paytdliv certain royalty payments if the Company mautfires Second Generation Products
itself or if the Company obtains Second Generaforducts from a third party manufacturer. Upontérenination of the Manufacture
Agreement, the Company will be required, on an amgbasis, to pay Autoliv certain royalty paymergkated to the manufacture of the
Chemical Heat Packages by the Company or thirg/ pagnufacturers.
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Item 2. Management'’s Discussion and Analysis of Famcial Condition and Results of Operations

This Quarterly Report on Form 10-Q contains forwdodking statements within the meaning of Sectibh @f the Securities Act of 1933, as
amended, and Section 21E of the Securities Exchaopef 1934, as amended, which are subject tdghfe harbor” created by those
sections. Forward-looking statements are basedwmmanagement’s beliefs and assumptions and omirgtion currently available to our
management. In some cases, you can identify forlealdng statements by the following words: “ma$will,” “could,” “would,” “should,”
“expect,” “intend,” “plan,” “anticipate,” “believe, " “estimate,” “predict,” “project,” “potential,” “c ontinue,” “ongoing” or the negative of
these terms or other comparable terminology, algtonot all forward-looking statements contain theseds. Examples of these statements
include, but are not limited to, statements regagdithe prospects of us receiving approval to maA®ASUVE in the United States or other
countries, the adequacy of our capital to suppant @perations, our ability to raise additional fumndnd the potential terms of such potential
financings, the implications of interim or finalswts of our clinical trials, the progress and timgiof our research programs, including clinic
testing, the extent to which our issued and pengatgnts may protect our products and technoldgy potential of our product candidates to
lead to the development of safe or effective tHesapur ability to enter into collaborations, ofuture operating expenses, our future losses,
our future expenditures and the sufficiency of @ash resources. Our actual results could differematly from those discussed in our forward-
looking statements for many reasons, includingigies faced by us and described in Part I, ItemafAhis Quarterly Report on Form 10-Q
and our other filings with the Securities and Exop@ Commission, or SEC. You should not place uraliamce on these forward-looking
statements, which apply only as of the date ofQiarterly Report on Form 10-Q. You should read fQuarterly Report on Form 10-Q
completely and with the understanding that our atfuture results may be materially different frevhat we expect. Except as required by
we assume no obligation to update these forwar#éigpstatements publicly, or to update the reasarisal results could differ materially

from those anticipated in these forwrlooking statements, even if new information becawailable in the future.

The following discussion and analysis should beli@aconjunction with the unaudited financial stagnts and notes thereto included in Pz
Item 1 of this Quarterly Report on Form-Q.

The names “Alexza Pharmaceuticals, Inc.,” “AlexZ&taccato” and “ADASUVE" are trademarks of Alexza Pharmacealicinc. We have
registered these trademarks with the U.S. PatehTesdemark Office and other international traddnudfices. All other trademarks, trade
names and service marks appearing in this Quamaport on Form 10-Q are the property of their eetipe owners.

We are a pharmaceutical company focused on thanssadevelopment, and commercialization of noveppetary products for the acute
treatment of central nervous system conditionsofbur product candidates are based on our prapyieechnology, th&taccatesystem. The
Staccatcsystem vaporizes an excipient-free drug to forroradensation aerosol that, when inhaled, allowsdpid systemic drug delivery.
Because of the particle size of the aerosol, thg @ quickly absorbed through the deep lung iheoliloodstream, providing speed of
therapeutic onset that is comparable to intravenmul/, administration but with greater ease, @atticomfort and convenience.

Lead product candidate upde

Our lead product candidate is Adasti¥e Stgdccatdoxapine), or ADASUVE, which is being developed fbe acute treatment of agitation
associated with schizophrenia or bipolar | disoidexdults. In December 2009, we submitted a NewgDkpplication, or NDA, for

ADASUVE with the U.S. Food and Drug Administratiam,the FDA. In October 2010, we received a CongpRésponse Letter, or CRL, from
the FDA regarding our NDA for ADASUVE. In August 20, we resubmitted the ADASUVE NDA, which was adeépfor filing by the FDA
as a complete, class 2 response to the FDA’s CR&.FDA indicated a Prescription Drug User Fee AcRDUFA, goal date for the
ADASUVE NDA of February 4, 2012. In December 20tle ADASUVE NDA was reviewed by the Psychopharmagia Drugs Advisory
Committee, or PDAC, and at the end of the meetimgPDAC voted to recommend that ADASUVE be apptdee use as a single dose in 24
hours when used with the FDA recommended Risk Et@n and Mitigation Strategy, or REMS, for theatiraent for agitation in patients with
schizophrenia or bipolar mania. The vote on thisstjon was 9/8/1 (yes/no/abstain). In a noticeiveckfrom the FDA in January 2012, the
PDUFA goal date for the ADASUVE NDA was extendedd2ys from February 4, 2012 to May 4, 2012. In 282, we received a second
CRL from the FDA regarding our NDA for ADASUVE. ltune 2012, we resubmitted our ADASUVE NDA to the®HD response to the CR
received in May 2012. In July 2012 the FDA notifiesithe resubmitted ADASUVE NDA had been accepted eomplete, class 2 response to
the FDA’s CRL with an indicated PDUFA goal datebscember 21, 2012.

A CRL is issued by the FDA indicating that an NDa&view cycle is complete and the application ismeady for approval in its present form
the first CRL, the FDA stated that its primary a@im safety concern was related to data from theetfPhase 1 pulmonary safety studies with
ADASUVE. This concern was primarily based on obedindose-related post-dose decreases in forcethéi volume in one second, or
FEV1, a standard measure of lung function, in hgadubjects and in subjects with asthma or chrohgtructive pulmonary disease, or COPD.
The FDA also noted that decreases in FEV1 weredecdan subjects who were administered device-gifcebo versions of ADASUVE. In
the information package submitted to the FDA irpogsse to the first CRL and in preparation for tinel6f-Review meeting, we presented
evidence that we believe demonstrates the placebicalis

19



Table of Contents

safe, including a blinded expert review of the flealume loops data from the healthy subject stuslfuather evidence that there appears to b
no consistent pattern suggestive of airway obstruéh these subjects. We also provided an anatyisiswe believe shows that there is no
meaningful temporal relationship between placebmiai$tration and decreases in FEV1. We believeahidence and analysis confirm that
changes seen were likely background events indpelption studied, where the repeated and extepsieonary function testing may have
contributed to some of the observations. Additipnale believe we showed that the aerosol charaetion does not indicate a basis for
concern. We reiterated these arguments in our Auitfilsl NDA resubmission.

In December 2011, the ADASUVE NDA was the subjéct @DAC meeting. At the end of the meeting, theédARDroted to recommend that
ADASUVE be approved for use as a single dose ihnd@#s when used with the FDA recommended REMShieitrtieatment for agitation in
patients with schizophrenia or bipolar mania. Th&wn this question was 9/8/1 (yes/no/abstain).

The FDA takes an advisory committee’s advice imnsideration as part of its review of an NDA, lzihot bound by an advisory committee’s
recommendations. After reviewing and discussingAbASUVE data and the FDA proposed REMS, the corarit’oted on the following
additional questions:

» Does the committee conclude that ADASUVE (loxapingglation powder has been shown to be effectiva tieatment for
agitation in patients with schizophrenia or bipataania? The resulting vote was: 17/1/0 (yes/noés

» Does the committee conclude that ADASUVE (loxapinéglation powder has been shown to be accepsabéyfor use as a
treatment for agitation in patients with schizoptiaeor bipolar maniz

a. When used in conjunction with the REMS propdsgthe sponsor? The resulting vote was: 1/17/0/fpéabstain).
b. When used in conjunction with the REMS propdsgthe FDA? The resulting vote was: 5/12/1 (yesdhstain).

» Does the committee conclude that ADASUVE (loxapinéplation powder would be acceptably safe forasa single dose in 24
hours as a treatment for agitation in patients withizophrenia or bipolar mania when used in castjan with the REMS proposed
by FDA? The resulting vote was: 11/5/2 (yes/no/aib3t

In May 2012, we received a second CRL from the FIDAhe CRL, the FDA noted, “During a recent ingjiat of the Mountain View, CA
manufacturing facility for this application, oueld investigator conveyed deficiencies to the repnéative of the facility. Satisfactory
resolution of these deficiencies is required betbig application may be approved.” We stated Weabelieved the deficiencies were medical
device specific and readily addressable. Sincegbeipt of the CRL, we received further clarificatiof the specific deficiencies from the FDA
and have made submissions directly to the Centédddwices and Radiological Health Office of Comptia and the San Francisco FDA
District Office, intended to fully address the a@éfincies. The May 2012 CRL also contained commemthe product’'s draft product labeling.
We believe that there is substantial agreementdsrvas and the FDA on product labeling. In the ADAE NDA resubmission, we submitt
updated draft labeling which is intended to be oespve to the comments provided by the FDA in treeyM012 CRL. There were no new
clinical or safety issues identified and there waweother deficiencies outlined in the CRL. Witkpect to the ADASUVE REMS, the CRL
stated that discussions can continue on the prddREMS after the response to the CRL has been staltiniVe believe that there is
substantial agreement between us and the FDA oprtpmsed REMS. In June 2012, we resubmitted thARIVE NDA and were notified k
the FDA that our resubmitted ADASUVE NDA has a PDUgoal date of December 21, 2012.

In October 2010, we were notified that ADASUVE vedigjible for submission to the European MedicinggAcy, or EMA, for an opinion
regarding the potential approval of ADASUVE througk centralized marketing authorization proceditarketing authorization granted by
the European Commission on the basis of the opisgured by the EMA are valid in all of the Européarion member states. We also have
been notified that ADASUVE is acceptable for sulsine as a trade name and have completed work dndtiatric Investigation Plan for the
Marketing Authorization Application, or MAA, subnsi®n. On October 26, 2011, the EMA accepted thengsgion of our ADASUVE MAA.
In March 2012, we received the Committee for MethtProducts for Human Use, or CHMP, Consolidatistl &f Questions, or the Day 120
List of Questions, regarding our ADASUVE MAA. Thaip120 List of Questions included “major objectigniscluding objections pertaining
to the extrapolation of the Phase 3 clinical efficdata, aspects of the risk management plan,tendeed to obtain an EU Good Manufactu
Practices certificate for our Mountain View, Cafifta manufacturing facility and commercial manutfaittg process. In May 2012, we and our
European corporate partner, Grupo Ferrer, metthv#rEMA, and the Rapporteur and Co-Rapporteur appoifor ADASUVE, to further
understand specifics of the major objections raisdgtde Day 120 List of Questions. In July 2012, sudmitted our responses to the EMA,
which were intended to address the questions eutlin the Day 120 List of Questions.

In July 2012, we completed the follow-up activitresulting from the May 2012 EU pre approval insjpec Based upon the outcome from this
inspection of our Mountain View, California facjliand our responses, the Spanish authorities, loalfoef the European Union, determined
that our facility complied with the principles agdidelines of Good Manufacturing Practice set fantDirective 2003/94/EC and in August
2012 issued us an EU Certificate of Good ManufaafuPractices Compliance of a Manufacturer. Theah¢ertificate is valid for three years,
through May 15, 2015. The receipt of this certificeesolved one of the major objections outlinethmnDay 120 List of Questions.
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In September 2012, we received the Day 180 LiSwktanding Issues from the CHMP regarding our ADXE MAA. However, the Day

180 List of Outstanding Issues included two “majbjections,” which preclude a recommendation forketing authorization at the present
time. The first major objection states that the GPNbes not believe that our data supports the brnoichtion as submitted, and that we
should justify that the benefit/risk is positivethis group or identify a group of patients in whtme benefit/risk would be positive. The seconc
major objection is that to limit the risk for, amgather risks, bronchospasm and an effect on aarbighms, or QT time, we proposed to limit
the use of ADASUVE to a single dose per 24 houssydver, a “considerable proportiogs described by the CHMP, of patients in the effj
studies did not respond to a single dose at theudisitime point and needed subsequent doses. dheréfremains uncertain whether in
clinical practice it will be feasible to avoid desspetition.

During the fourth quarter of 2012, we plan to subewiditional analyses and responses to the EMAspanse to the Day 180 List of
Outstanding Issues, including the two major obgetti We also anticipate a face-to-face meeting thithCHMP during the same time period.

In October 2011, we entered into a commercial gastnip with Grupo Ferrer pursuant to a Collaboratldcense and Supply Agreement, or
the Ferrer Agreement, to commercialize ADASUVE urdpe, Latin America, Russia and the Commonwedlthdependent States countries,
or the Ferrer Territories. Under the terms of teer& Agreement, we received an up-front cash paywfes10 million, $5 million of which

was paid to the former Symphony Allegro stock hddder the Allegro Investors. We are eligible toawe additional milestone payments
contingent on individual country commercial sal@iation and cumulative net sales targets. We béliresponsible for filing and obtaining
marketing authorization from the European Commissio the basis of the ADASUVE Marketing AuthoripatiApplication, or MAA,
submitted to the EMA. Grupo Ferrer will be respbiesifor satisfaction of all other regulatory anétjsrg reimbursement requirements to
market and sell ADASUVE in the Ferrer Territori€&upo Ferrer will have the exclusive rights to coenamlize ADASUVE in the Ferrer
Territories. We will supply ADASUVE to Grupo Ferrfar all of its commercial sales, and will receivspecified per-unit transfer price. Either
party may terminate the Ferrer Agreement for tteiopartys uncured material breach or bankruptcy. The Fé&xgeeement continues in effe
on a country-by-country basis until the later of thst to expire patent covering ADASUVE in suchirmioy or 12 years after first commercial
sale. The Ferrer Agreement is subject to earlieniteation in the event the parties mutually aghsea party in the event of an uncured materic
breach by the other party or upon the bankruptdpsmlvency of either party.

In March 2012, we entered into an amendment té-treer Agreement. Grupo Ferrer and Alexza agreedinanate a future potential
milestone payment in exchange for Grupo Ferrertshpase of $3 million of our common stock and Grégorer purchased approximately
241,936 shares of our common stock for $12.40 lpares During 2012, up to an additional $8 millidroar common stock may be purchased
by Grupo Ferrer, upon a request by us and sulgjeatdeptance by Grupo Ferrer, in exchange forlimnation of additional milestones at a
price per share that will be a premium to the migpkiee on the date of purchase.

We believe that, based on our cash, cash equigaler@irketable securities and restricted cash balanSeptember 30, 2012, we have suffic
capital resources to meet our anticipated cashsne¢dur current cost levels, into the secondtquaf 2013. We are unable to assert that our
financial position is sufficient to fund operatiomsyond the second quarter of 2013, and as a réseile is substantial doubt about our abilit
continue as a going concern. We may not be ahiaisge sufficient capital on acceptable terms, @llato continue to pursue approval to
commercialize ADASUVE in the United States or otbeuntries, to continue development of our othedpct candidates or to continue
operations.

On June 12, 2012, we effected a 1-for-10 reversekstplit of our outstanding common stock. The regestock split affected all stockholders
of our common stock uniformly and did not mateyiaffect any stockholder’s percentage of ownergttigrest. The par value of our common
stock remains unchanged at $0.0001 per share amtlithber of authorized shares of common stock mestthe same after the reverse stock
split.

On July 20, 2012, we entered into a committed gdune of credit with Azimuth Opportunity, L.P., &zimuth, under which we may sell up to
the lesser of $20 million of common stock over ppraximately 24-month period pursuant to a CommumelSPurchase Agreement, or the
Purchase Agreement. We are not obligated to utiligeof the facility and we remain free to entéoiand consummate other equity and debt
financing transactions. We will determine, at oniegliscretion, the timing, the dollar amount anel price per share of each draw under this
facility, subject to certain conditions. When wedatlto use the facility, we will issue shares tomiath at a discount of 5% to the volume
weighted average price of our common stock oveaeaquling period of trading days. Azimuth is notuiegd to purchase any shares at a pre-
discounted purchase price below $2.00 per sharg shares sold under this facility will be sold puast to a shelf registration statement
declared effective by the Securities and Exchamgar@ission on July 3, 2012. This facility replacesrailar facility that was established in
May 2010 and expired after its 24-month term. Dgitime third
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quarter of 2012, we settled with Azimuth on theghaise of a total of 3,489,860 shares of our comshaeck under the Purchase Agreement at
an aggregate purchase price of $13.6 million. Tomgany received $13.4 million in net proceeds fthmsale of these shares after deductinc
offering expenses.

On February 23, 2012, we issued an aggregate 604@0 shares of our common stock and warrantarichpse up to an additional 4,400,000
shares of our common stock in an underwritten putffiering. Net proceeds from the offering were £2@illion, after deducting offering
expenses. The warrants are exercisable beginnimgi&igy 24, 2013 at $5.00 per share and will expiré&ebruary 23, 2017. The shares of
common stock and warrants were sold pursuant kel iegistration statement declared effectivei®y$SEC on May 20, 2010. We agreed to
customary obligations, including indemnification.

Other than those licensed to Grupo Ferrer for dDASBUVE product candidate and Cypress Biosciences, br Cypress, for ol8taccato
nicotine product candidate, we have retained @lits to our product candidates and $tteccatosystem. We intend to capitalize on our interna
resources to develop certain product candidatesaaitgntify routes to utilize external resourceslevelop and commercialize other product
candidates.

We were incorporated December 19, 2000. We haweftiour operations primarily through the sale afiggsecurities, equipment financings,
debt financings and government grants. We havergerte$68.8 million in revenues from inception thgh September 30, 2012, primarily
through license and development agreements antessar extent United States Small Business Infmv&esearch grants and drug compc
feasibility studies. Prior to 2007, we recognizedeynmental grant revenue and drug compound féisitevenue. However, we expect no
grant revenue or drug compound feasibility scregnégvenue in 2012. We do not expect any produmes until at least mid-2013.

We have incurred significant losses since our itioapAs of September 30, 2012, our deficit accuated during development stage was
$324.3 million and total stockholders’ equity wd®9$3 million. We recognized net losses of $17.7iamlin the nine months ended
September 30, 2012 and $40.5 million, $1.5 milkowl $56.1 million in the years ended December 81122010 and 2009, respectively, and
$369.4 million in the period from December 19, 2@D@eption) to September 30, 2012. In February220d reduced our workforce by 29, or
38% of our employees. We expect our operating esgeto increase in the fourth quarter of 2012 amitiate our commercialization and
manufacturing efforts in anticipation of the potahépprovals of our ADASUVE NDA and MAA.

The process of conducting preclinical studies dimilcal trials necessary to obtain FDA approvat@stly and time consuming. We consider
development of our product candidates to be cragialir long-term success. If we do not completestigmment of our product candidates and
obtain regulatory approval to market one or morthese product candidates, we may be forced teagaerations. The probability of success
for each product candidate may be impacted by nowseiactors, including preclinical data, clinicaka, competition, device development,
manufacturing capability, regulatory approval andmercial viability. Our strategy is to focus oasources on ADASUVE. In addition, we
plan to seek additional commercial partners fontbeldwide development and commercialization fooélour product candidates. If in the
future we enter into additional partnerships, tipedties could have control over preclinical depetent, clinical trials or the regulatory proc
for some of our product candidates. Accordingly, pinogress of such product candidates would nonber our control. We cannot forecast
with any degree of certainty which of our produahdidates, if any, will be subject to any futuretperships or how such arrangements would
affect our development plans or capital requiresient

As a result of the uncertainties discussed abtneeuncertainty associated with clinical trial efm@nts, and the risks inherent in the
development process, we are unable to determineéutfsgion and completion costs of the current turei clinical stages of our product
candidates or when, or to what extent, we will gateerevenues from the commercialization and saésp of our product candidates.
Development timelines, probability of success aedetbpment costs vary widely. While we are curgefatused on developing our product
candidates, we anticipate that we and our partuigranake determinations as to which programs tospa and how much funding to direct to
each program on an ongoing basis in response tectaatific and clinical success of each produadidate, as well as an ongoing assessmen
as to the product candidate’s commercial potentiad.do not expect any of our current product caaigisito be commercially available before
mid-2013, if at all.

Results of Operations
Comparison of Three and Nine Months Ended September 30, 2012 and 2011
Revenue

Revenues for the three and nine months ended Skete8, 2012 were $729,000 and $3,341,000, respeéctand $1,259,000 and $3,776,00C
in the same periods in 2011, respectively. We reizegl revenues related to our license and developaggeement with Cypress, or the
Cypress Agreement, signed in August 2010 in the mionths ended September 30, 2012 and both theedahenine months ended
September 30, 2011. There was no revenue recogiaadhe Cypress Agreement in the three monthe@i&kptember 30, 2012. Revenue
the three and nine months ended September 30,8264 hcluded amounts related to our commercighpaship with Grupo Ferrer signed in
October 2011. We do not anticipate product revenmdéisat least mid-2013.
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Research and Development Expenses

Research and development costs are identifiedtzar elirectly attributable to one of our produchdi@ates or as general research. Direct cost
consist of personnel costs directly associated avithndidate, preclinical study costs, clinicaltdosts, related clinical drug and device
development and manufacturing costs, contract@es\and other research expenditures. Overheatityfaoists and other support service
expenses are allocated to each candidate or toajeasearch, and the allocation is based on erapltime spent on each program.

The following table allocates our expenditures lestwproduct candidate costs or general researsédlza our internal records and estimatec
allocations of employee time and related experigghgusands):

Three Months Ended Nine Months Ended
September 30, September 30,
2012 2011 2012 2011
Product candidate expenses $ 4,25¢ $7,77 $12,86¢  $19,36¢
General researc 53C 274 1,96 1,617
Total research and development expe! $4,78¢ $ 8,051 $14,82¢ $20,97"

Research and development expenses were $4.8 naio$14.8 million during the three and nine momthded September 30, 2012,
respectively, and $8.1 million and $21.0 milliontire same periods in 2011, respectively. The deergaresearch and development expenses
was a result of the suspension of development bAZH007 andStaccatmicotine product candidates as well as our efforisonserve cash
resources, including a 38% Company mandated rexduitiour workforce in February 2012 and an add#lmet reduction of 18%of our
workforce due to employees who have since volugtegsigned. Due to the Company mandated reduationir workforce, we recorded a
reversal of share-based compensation for unvestek sptions, expensed in earlier periods thatltedun a reduction of research and
development costs of $431,000 during the three hsoabhded March 31, 2012.

We expect research and development non-share basgzensation expenses in the fourth quarter of @il 2hcrease as we initiate some pre-
commercialization and commercial manufacturing reéfn anticipation of the potential approvals af ADASUVE NDA and MAA.

General and Administrative Expenses

General and administrative expenses were $2.3omiihd $6.5 million during the three and nine merghded September 30, 2012,
respectively, and $3.1 million and $8.7 milliontire same periods in 2011, respectively. Duringtinee months ended March 31, 2012, the
Company recorded a non-cash contra expense ohfillidn related to the termination of our lease @sdociated subleases of one of our
Mountain View facilities. This non-cash contra empe was a result of the reversal of deferred iability, net of the accelerated depreciation
of the fixed assets, related to the facility. Tleer@ases from 2011 levels were also a result oéfforts to conserve cash resources, including
the reductions in our workforce as described above.

Excluding the one-time contra expense relatedeaddahse termination, we expect general and admtiigt expenses to increase in the fourth
quarter of 2012 to support some pre-commerciabpnagind commercial manufacturing efforts in antiiggaof the potential approvals of our
ADASUVE NDA and MAA.

In addition, we have not recognized cash bonusderusur 2012 cash bonus plan and expenses asshwidhtecertain share-based awards that
will vest upon the approval of the ADASUVE NDA.tHe NDA is approved in the fourth quarter of 20&2, will recognize operating expenses
of approximately $1.8 million related to the 20Ek bonus plan and $1.9 million of share-based eosgtion.

Changein the Fair Value of Contingent Consideration Liability

In connection with our acquisition of all of thetstanding equity of Symphony Allegro, Inc., or Ajle, in the third quarter of 2009, we are
obligated to pay Symphony Allegro Holdings LLC,Hwoldings, certain percentages of cash receiptstiagtbe generated from future
collaboration transactions for ADASUVE, AZ-104 amdAZ-002. We measure the fair value of this cagint consideration liability on a
recurring basis. Any changes in the fair valuehig tontingent consideration liability are recogmiZn earnings in the period of the change.
Certain events, including, but not limited to, aal trial results, regulatory approval or nonap@ioof our submissions, such as our ADASL
NDA we filed with the FDA in July 2012 and our ADAYE MAA filed with the EMA in October 2011, the timg and terms of a stratec
partnership, and the commercial success of ADASUANE104, and/or AZ-002, could have a material inmtpac the fair value of the
contingent consideration liability, and as a resulir results of
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operations. During the three months ended SepteBthet012, we updated the contingent liability fafue model primarily to reflect the
present value impact of the passage of three mamtlgir discounted cash flow model. During thedhaad nine months ended September 30
2012, we updated the contingent liability fair \@lmodel primarily to reflect the timing of certaiash flows as a result of the delay in our
ADASUVE PDUFA goal date and the receipt of the Cigt.the ADASUVE NDA in May 2012. This update regdtin a non-operating, non-
cash loss of $0.2 million during the three monthdesl September 30, 2012 and an non-operating, asimgain of $1.0 million during the nine
months ended September 30, 2012.

Interest and Other I ncome/(Expense), Net

Interest and other income/(expense), net, was 500 $413,000 for the three and nine months eSdptember 30, 2012, respectively, and
$13,000 and $30,000 in the same periods in 208pertively. In 2012, the amount primarily considtgains on the retirement of fixed assets
as the Company sold certain equipment no longembdiilized. We expect interest income to contitueemain nominal through 2012 as we
expect the low interest rate environment to comtinu

Interest Expense

Interest expense was $333,000 and $1,146,000édhtke and nine months ended September 30, 285 atively, and $529,000 and
$1,703,000 in the same periods in 2011, respegtiTéle amounts represent interest on our equipfirarcing obligations and term loan
agreements. Interest expense decreased due todioadn our outstanding debt balances as we goeatio make our scheduled payments. Wi
expect interest expense to continue to decreaseduorent levels as we decrease our outstandingbaddinces as we make our monthly
payments.

Liquidity and Capital Resources

Since inception, we have financed our operatiomagnily through private placements and public dffgs of equity securities, revenues
primarily from licensing and development agreemegdsernment grants and payments from Allegro. \AAgehreceived additional funding
from financing obligations, interest earned on Btugents, as described below, and funds received epercises of stock options and exercise
of purchase rights under our 2005 Employee StockHise Plan, or ESPP. As of September 30, 201Badé&32.0 million in cash, cash
equivalents, marketable securities and restricéesth.cOur cash and marketable security balancdsefdén a variety of interest bearing
instruments, including obligations of U.S. goverminggencies, high credit rating corporate borrovasid money market accounts. Cash in
excess of immediate requirements is invested weigiard to liquidity, capital preservation and yield.

Cash Flows from Operating ActivitieNet cash used in operating activities was $11.0onibnd $24.6 million during the nine months ended
September 30, 2012 and 2011, respectively. Theasdt used in operating activities in the nine meriided September 30, 2012 primarily
reflects the net loss of $17.7 million offset by thon-cash charges of: (i) depreciation of $3.%ianil (i) share-based compensation expense «
$2.5 million; and (iii) the change in fair value the contingent consideration liability of $1.0 haih. Cash flows from operating activities were
also impacted by the reduction in: (i) other ligtlgk of $3.7 million; (ii) deferred revenues of.$million; and (iii) accounts payable of $1.8
million partially offset by the collection of theeounts receivables of $10.0 million.

The net cash used in operating activities in tine months ended September 30, 2011 primarily tsfibe net loss of $30.8 million offset by
the non-cash charges of: (i) share-based compensatpense of $1.5 million; (ii) depreciation of43nillion; and (iii) the change in fair value
of the contingent consideration liability of $3.3llian. Cash flows from operating activities wers@impacted by the reduction in deferred
revenues of $1.8 million and other liabilities df.% million partially offset by the increase in aged clinical and other accrued liabilities of
$0.8 million.

Cash Flows from Investing Activitigset cash provided by investing activities was $8illion and $9.4 million during the nine months edd
September 30, 2012 and 2011, respectively. Invgsidtivities consist primarily of purchases andurities of marketable securities and cay
purchases. During the nine months ended Septen®h@032, we had maturities of marketable securitiesof purchases, of $2.0 million,
proceeds from the disposal of the property andpenent of $0.4 million and purchases of property agdipment of $0.2 million, primarily
consisting of equipment purchases.

During the nine months ended September 30, 201 hadenaturities of marketable securities, net atipases, of $9.8 million, and purchases
of property and equipment of $0.4 million, primardonsisting of equipment purchases.

Cash Flows from Financing ActivitiedNet cash provided by financing activities was .21illion and $12.0 million during the nine months
ended September 30, 2012 and 2011, respectivedh fiaws from financing activities have generalpnsisted of proceeds from the issuance
of our common stock and net cash flows from ouigent financing agreements. In the nine monthedr®@kptember 30, 2012, we raised
proceeds of $20.2 million from a public offerind,34 million from the utilization of our equity knof credit and $1.5 million from the sale of
common stock to Grupo Ferrer. In the nine montltedrSeptember 30, 2011, we had net proceeds d $iiion from our registered direct
offering in May 2011.
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During the nine months ended September 30, 2012nade a payment of $5.0 million to Holdings assalteof our receipt of the $10 million
Grupo Ferrer upfront payment and we entered intagaeement with Hercules Technology Growth Cagpiiterl,, or Hercules, to establish a
restricted cash account impacting cash flows b§ #gllion. In the nine months ended September 8222and 2011, principal payments on
financing obligations were $4.5 million and $4.1lion, respectively.

We believe that, based on our cash, cash equigalerirketable securities and restricted cash balanSeptember 30, 2012, we have suffic
capital resources to meet our anticipated cashspe¢dur current cost levels, into the secondtquaf 2013. Changing circumstances may
cause us to consume capital significantly fastesl@wver than we currently anticipate or to alter operations. We have based these estimates
on assumptions that may prove to be wrong, andontlaitilize our available financial resources serothan we currently expect. The key
assumptions underlying these estimates include:

« expenditures related to continued preclinical dimdaal development of our lead product candidatesng this period within
budgeted levels

* no unexpected costs related to the developmeniraihanufacturing capability

* no unexpected costs related to the our resportbe 1GRL issued by the FDA related to the ADASUVEAI
* no unexpected costs related to the EMA review ofAIDASUVE MAA; and

* no unbudgeted growth in the number of our employleemg this period

Our forecast of the period of time that our fin@hecesources will be adequate to support operat®adorward-looking statement and involves
risks and uncertainties, and actual results coatg as a result of a number of factors, includimgfiactors discussed in “Risk Factors.” In light
of the numerous risks and uncertainties associaiitdthe development and commercialization of ouardpict candidates and the extent to
which we enter into additional strategic partngshwith third parties to participate in developmantl commercialization of our product
candidates, we are unable to estimate the amofiirtsreased capital outlays and operating expergtassociated with our current and
anticipated clinical trials. Our future funding tégements will depend on many factors, including:

» the cost, timing and outcomes of regulatory appsoganor-approvals

» the scope, rate of progress, results and costsrgireclinical studies, clinical trials and othesearch and development activiti
» the terms and timing of any additional distributistrategic partnership or licensing agreementsvigamay establist

* the number and characteristics of product candsdizt we pursue

» the cost and timing of establishing manufacturmgrketing and sales capaubilitit

» the cost of establishing clinical and commercigdies of our product candidate

» the cost of preparing, filing, prosecuting, defemgdand enforcing any patent claims and other imtéllal property rights; ar

» the extent to which we acquire or invest in bussessproducts or technologies, although we cugrdwtye no commitments or
agreements relating to any of these types of titioses.

We will need to raise additional funds to suppant operations, and such funding may not be avaléblus on acceptable terms, or at all. If we
are unable to raise additional funds when needednay not be able to continue development of codyct candidates or we could be requ

to delay, scale back or eliminate some or all afadmvelopment programs, or reduce our efforts ftlaur commercial manufacturing,
marketing and sales capacity, and other operatitiesmay seek to raise additional funds throughipudsl private financing, strategic
partnerships or other arrangements. Any additiegaity financing may be dilutive to stockholdersl alebt financing, if available, may invol
restrictive covenants. Applicable listing standamtsy affect our ability to consummate certain typeesfferings of our securities in the future.
Given the limited number of additional authorizédues of our common stock, we may not be ableise significant proceeds through the ¢

of our equity securities. If we raise funds throwglditional collaborative or licensing arrangements may be required to relinquish, on terms
that are not favorable to us, rights to some oftedhnologies, product candidates that we wouldreilse seek to develop or commercialize
ourselves. Our failure to raise capital when needag harm our business, financial condition, resoftoperations, and prospects.

Contractual Obligations

We lease a 64,104 square foot manufacturing, offitlaboratory facility in Mountain View, Califaa) which we began to occupy in the
fourth quarter of 2007. The lease expires on M&1h2018, and we have two options to extend theeléar five years each. We sublease 2
square feet on a month-to-month basis. We belieaethe Mountain View facility is sufficient for owffice, manufacturing and laboratory
needs for at least the next three years.
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On May 4, 2010, we entered into a Loan and SecAgtgement, or the Loan Agreement, with Herculesdért the terms of the Loan
Agreement, we borrowed $15,000,000 at an inteegstequal to the higher of (i) 10.75% or (ii) 6.p¥%s the prime rate as reported in the Wal
Street Journal, with a maximum interest rate of 148 issued to Hercules a secured term promisguieyevidencing the loan. We made
interest only payments through January 2011 anthbiegy in February 2011 the loan began to be rejpa®8 equal monthly installments.

On November 2, 2007, we entered into a manufaguaird supply agreement, or the manufacture agraemigm Autoliv ASP, Inc., or
Autoliv, relating to the commercial supply of cheali heat packages that can be incorporated int&taacatadevice. Autoliv had developed
these chemical heat packages for us pursuantéwelapment agreement between Autoliv and us exdént®ctober 2005.

In June 2010 and February 2011, we entered inteagents to amend the terms of the manufactureragréeor the amendments. Under the
terms of the first of the amendments, we paid Aut®d million and issued Autoliv a $4 million unseed promissory note in return for a
production line for the commercial manufacture loémical heat packages. A production line is conepriaf two identical and self-sustaining
“cells,” and the first such cell has been completestalled and qualified. Under the terms of theand of the amendments, the original $4
million note was cancelled and a new unsecured jggoTy note was issued with a reduced principalarhof $2.8 million, or the second nc
and production on the second cell halted. The skoote is payable in 48 equal monthly installmerftapproximately $68,000 and the last
payment is scheduled for December 2014.

In the event that we request completion of the s@@ell of the first production line for the comroiat manufacture of chemical heat package:
Autoliv will complete, install and fully qualify suh second cell for a cost to us of $1.2 million @udoliv will transfer ownership of such cell

to us upon the payment in full of such $1.2 milleomd the second note. At our request, Autoliv midinufacture up to two additional produc
lines for the commercial manufacture of chemicathmckages at a cost not to exceed $2,400,0Gbdr additional line.

We will pay Autoliv a specified purchase price, alinivaries based on annual quantities ordered hyausshemical heat package delivered.
initial term of the manufacture agreement expine®ecember 31, 2012, at which time the manufa@greement will automatically renew for
successive five-year renewal terms unless we oolAutotify the other party no less than 36 momnthisr to the end of the initial term or the
then-current renewal term that such party wishderminate the manufacture agreement.

Our scheduled future minimum contractual paymergsof sublease income, including interest at Sepéz 30, 2012, are as follows (in
thousands):

Operating
Lease Financing

Agreements Obligations Total
2012 - remaining 3 months 1,001 1,78¢ 2,78¢
2013 3,54: 6,12¢ 9,66¢
2014 3,50z 81t 4,317
2015 3,19 — 3,19i
2016 3,28 — 3,28
Thereafte! 4,24( — 4,24(
Total $ 18,76¢ $ 8,72 $27,49:

As part of our purchase of all of the outstandiggity of Allegro in August 2009, we agreed to payHoldings certain percentages of cash
payments that may be generated from future pangeransactions pertaining to ADASUVE{accatdoxapine), AZ-104 Staccatdoxapine,
low-dose) or AZ-002 Staccataalprazolam). In January 2012, we made a paymadoldings of $5 million as a result of the $10 naii
upfront payment we received from Grupo Ferrer.

Critical Accounting Policies, Estimates and Judgmets

Our management’s discussion and analysis of oanéial condition and results of operations is basedur financial statements, which have
been prepared in accordance with U.S. generallgmed accounting principles. The preparation adehf@nancial statements requires us to
make estimates and judgments that affect the regparnounts of assets and liabilities and the disctoof contingent assets and liabilities at
the date of the financial statements, as well psrted revenues and expenses during the reportingds. On an ongoing basis, we evaluate
our estimates and judgments related to developousts. We base our estimates on historical expsriand on various other factors that we
believe are reasonable under the circumstancesgshéis of which form the basis for making assuomst about the carrying value of assets
and liabilities that are not readily apparent frother sources. Actual results may differ from thesémates under different assumptions or
conditions.
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While our significant accounting policies are mary described in Note 3 of the notes to the cdidsted financial statements in our Annual
Report on Form 10-K as filed with the SEC on Mat&) 2012, we believe the following accounting piekcare critical to the process of
making significant estimates and judgments in praten of our financial statements.

Share-Based Compensation

We use the Black-Scholes option pricing model teiheine the fair value of stock options and pureh@ghts issued under our ESPP. The
determination of the fair value of share-based paytnawards on the date of grant using an optiocingrimodel is affected by our stock price
as well as assumptions regarding a number of congrld subjective variables. These variables inctudteexpected stock price volatility over
the term of the awards, actual and projected enggl@yock option exercise behaviors, risk-free @gerates and expected dividends.

We estimated the expected term of options basebeohistorical term periods of options that haverbgranted but are no longer outstanding
and the estimated terms of outstanding optionse¥tienated the volatility of our stock based on actual historical volatility since our initial
public offering. We base the risk-free intereserdiat we use in the option pricing model on U.&a8ury zero-coupon issues with remaining
terms similar to the expected term on the optidvis.do not anticipate paying any cash dividendfénforeseeable future and therefore use ar
expected dividend yield of zero in the option pricimodel.

We are required to estimate forfeitures at the tfhgrant and revise those estimates in subsegegitds if actual forfeitures differ from those
estimates. We use historical data to estimate psting option forfeitures and record share-basetpemsation expense only for those awards
that are expected to vest. All share-based payawatds are amortized on a straight-line basis theerequisite service periods of the awards,
which are generally the vesting periods.

The estimated fair value of restricted stock umiaals is calculated based on the market price o€ommon stock on the date of grant,
reduced by the present value of dividends expeoctég paid on our common stock prior to vestinghefrestricted stock unit. Our current
estimate assumes no dividends will be paid pridhéovesting of the restricted stock unit. If fastohange and we employ different
assumptions for estimating share-based compensatjpense in future periods or if we decide to ud#farent valuation model, the expenses
in future periods may differ significantly from wihae have recorded in the current period and cmatkrially affect our operating loss, net
loss and net loss per share.

See Note 5 to the condensed consolidated finastzi@ments in this Quarterly Report on this ForrQQlfor further information regarding AS
718 option valuation disclosures.

Contingent Consideration Liability

In August 2009, we completed our purchase of alhefoutstanding equity of Allegro, and in exchange (i) issued to the former Allegro
stockholders, or the Allegro Investors, 1,000,088res of our common stock; (ii) issued to the Albelipvestors five-year warrants to purchase
500,000 shares of our common stock with an exegise of $22.60 per share; and (iii) will pay keetAllegro Investors certain percentages of
cash payments that may be generated from fututagrarg transactions pertaining to ADASUVE/AZ-108taccatdoxapine) or AZ-002

( Staccataalprazolam).

We estimate the fair value of the liability asstethwith the contingent cash payments to the Alldgwestors, or contingent consideration
liability, on a quarterly basis using a probabiitgighted discounted cash flow model. We derivetiplel cash flow scenarios for each product
candidates subject to the cash payments and agpbbability to each of the scenarios. These pritibhabnd risk adjusted weighted average
cash flows are then discounted utilizing our esteédaveighted average cost of capital, or WACC. @4rCC considers our cash position,
competition, risk of substitute products, and askociated with the financing of the developmeaojguts. We determined the discount rate to
be 18% and applied this rate to the probabilitysidid cash flow scenarios.

We record any changes in the fair value of theingent consideration liability in earnings in therjpd of the change. Certain events includ
but not limited to, clinical trial results, FDA &MA approval or non-approval of our submissions, filming and terms of any strategic
partnership agreement, the commercial success fSAD/E, AZ-104 or AZ-002 and the discount rate asgtiom could have a material
impact on the fair value of the contingent consatien liability, and as a result, our results oégiions and financial position.

Revenue Recognition

We recognize revenue in accordance with the SEff Ataounting Bulletin, No. 101Revenue Recognition in FinancBiatements, as
amended by Staff Accounting Bulletin No. 1®&gvision of Topic 13n determining the accounting for collaborationesgmnents, we determine
whether an arrangement involves multiple revenueegging deliverables that should be accountedda single unit of accounting or divided
into separate units of accounting for revenue reitmy purposes and, if this division is requirbdw the arrangement consideration should be
allocated among the separate units of accountirige larrangement represents a single unit of
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accounting, the revenue recognition policy andptadormance obligation period must be determinfedpt already contractually defined, for
the entire arrangement. If the arrangement reptes@parate units of accounting, a revenue redogmblicy must be determined for each
unit.

For collaborations entered into prior to Januar2,1 we followed the guidelines of Accounting Stards Codification, or ASC, 605-25
Revenue Recognition Multi-Element Arrangement~or collaboration agreements entered into orifsigmtly modified on or subsequent to
January 1, 2011, we followed the guidelines of Aoting Standards Update, or ASU, 2009-13, whichraiaéhe criteria to identify separate
units of accounting within ASC 605-25. The revigpidance eliminated the residual method of allecatand instead requires companies to
use the relative selling price method when allogatevenue in a multiple deliverable arrangemertteMVapplying the relative selling price
method, the selling price for each deliverableatedmined using vendor specific objective evidesfcgelling price, if it exists, otherwise using
third-party evidence of selling price. If neitheendor specific objective evidence nor third-partidence of selling price exists for a
deliverable, companies shall use their best estirofthe selling price for that deliverable wheplgng the relative selling price method.

For milestone payments, the Company follows thelgnuie of ASU 2010-17,Milestone Method of Revenue Recognition a consafshe
FASB Emerging Issues Task Fo.” ASU 2010-17 provides guidance on defining a stie and determining when it may be appropriate to
apply the milestone method of revenue recognitiordsearch and development transactions. A veratorecognize consideration in its
entirety as revenue in the period in which the stdae is achieved only if the milestone meetsrékia to be considered substantive. A
milestone is considered substantive if; (i) therancertainty that the milestones will be met,t{ig milestone can be achieved only with our
past and current performance and (iii) the achiergrof the milestone will result in additional pagmt.

Revenues for norefundable upfront license fee payments, whereamtimue to have obligations, will be recognizegagormance occurs a
obligations are completed.

Recently Adopted Accounting Standards

In June 2011, the Financial Accounting Standardsr@&cor FASB, issued ASU 2011-05Pfesentation of Comprehensive IncorhASU
2011-15 requires the presentation of total comprsive income, the components of net income, anddhgonents of other comprehensive
income either in a single continuous statemenbaigrehensive income or in two separate but conisecstiatements. We adopted these
disclosure requirements in this first quarter 020

On May 12, 2011, the FASB issued ASU 2011-0Anfendments to Achieve Common Fair Value MeasuremnernDisclosure Requirements
U.S. GAAP and IFRS5ASU 2011-04 is the result of joint efforts by tRASB and the International Accounting StandardarBdo develop a
single, converged fair value framework. There axe differences between ASU 2011-04 and its int@wnat counterpart, IFRS 13. ASU 2011-
04 is largely consistent with existing fair valueasurement principles in U.S. GAAP; however it exfsaASC 820’s existing disclosure
requirements for fair value measurements and matkes amendments. The adoption of ASU 2011-04 dtchave a material effect on our
financial position, results of operations or casiws.

Off Balance Sheet Arrangements
None.

ltem 3. Quantitative and Qualitative Disclosures Alout Market Risk

Our exposure to market risk is confined to our caalkh equivalents, marketable securities andeesircash. The primary objective of our
investment activities is to preserve our capitédlind operations. We also seek to maximize incom four investments without assuming
significant risk. To achieve our objectives, we mtain a portfolio of cash equivalents and marketagicurities in a variety of securities of high
credit quality. As of September 30, 2012, we hashcaash equivalents, marketable securities aridctesl cash of $32.0 million. The
securities in our investment portfolio are not leged, are classified as available-for-sale anddare to their very short-term nature, subject tc
minimal interest rate risk. We currently do not ednterest rate exposure. Because of the shont+ieaturities of our investments, we do not
believe that an increase in market rates would baveaterial negative impact on the realized vafusuo investment portfolio. We actively
monitor changes in interest rates. We perform guigrteviews of our investment portfolio and beewe have minimal exposure related to
mortgage and other asset-backed securities. Werttaggposure to auction rate securities.

Item 4. Controls and Procedures
Evaluation of Disclosure Controls and Procedut

Our management (with the participation of our cleieécutive officer, principal financial officer aldtside counsel) has reviewed our
disclosure controls and procedures (as definediiedRl3a-15(e) and 15b(e) under the Securities Exchange Act of 1934nasnded). Base
on that evaluation, our chief executive officer a@hékf financial officer have concluded that, asSeptember 30, 2012, our internal disclosure
controls and procedures were effective.
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Changes in Internal Controls over Financial Repogti

There has been no change in our internal contret imancial reporting during our most recent flapaarter that has materially affected, or is
reasonably likely to materially affect, our interoantrol over financial reporting.

Limitations on the Effectiveness of Contri

A control system, no matter how well conceived apdrated, can provide only reasonable, not absasteirance that the objectives of the
control system are met. Because of inherent linoitatin all control systems, no evaluation of colstican provide absolute assurance that all
control issues, if any, within a company have baéetected. Accordingly, our disclosure controls pratedures are designed to provide
reasonable, not absolute, assurance that the mgigaf our disclosure control system are met asdset forth above, our chief executive off
and principal financial officer have concluded, d®n their evaluation as of the end of the pecimebred by this report, that our disclosure
controls and procedures were sufficiently effectiv@rovide reasonable assurance that the objsobiveur disclosure control system were 1
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PART Il. OTHER INFORMATION
Iltem 1A. Risk Factors

Investing in our common stock involves a high degrferisk. You should carefully consider the ridkscribed below, together with all of t
other information included in this Quarterly Repdrefore deciding whether to invest in shares efamummon stock. Additional risks and
uncertainties not presently known to us or thattwerently deem immaterial also may impair our besis operations. The occurrence of an
the following risks could harm our business, finahcondition or results of operations. In such eathe trading price of our common stock
could decline, and you may lose all or part of yowestment.

Risks Relating to Our Business

Our management concluded that due to our need for additional capital, and the uncertainties surrounding our ability to raise such funding,
substantial doubt exists asto our ability to continue as a going concern.

Our audited financial statements for the fiscalryeraded December 31, 2011 were prepared on a goimgern basis in accordance with
United States generally accepted accounting phie€i he going concern basis of presentation asstima¢ we will continue in operation for
the next twelve months and will be able to reatine assets and discharge our liabilities and comanits in the normal course of business anc
do not include any adjustments to reflect the fdsduture effects on the recoverability and clfisaiion of assets or the amounts and
classification of liabilities that may result frooar inability to continue as a going concern. Operating and capital plans for the next twelve
months call for cash expenditure to exceed our,azsdh equivalents, marketable securities, restticash and working capital. Our
management concluded that due to our need foriadditcapital, and the uncertainties surroundingadaility to raise such funding, substantial
doubt exists as to our ability to continue as aaga@oncern. We may be forced to reduce our opgratipenses, raise additional funds,
principally through the additional sales of ourigdtes or debt financings, or enter into an aadisil corporate partnership to meet our working
capital needs. However, we cannot guarantee thatillvee able to obtain sufficient additional fundéien needed or that such funds, if
available, will be obtainable on terms satisfactorys. If we are unable to raise sufficient addiéil capital or complete a strategic transaction
we may be unable to continue to fund our operatidaselop our product candidates or realize valom four assets and discharge our
liabilities in the normal course of business. Theseertainties raise substantial doubt about ollityatp continue as a going concern. If we
become unable to continue as a going concern, wehange to liquidate our assets, and might realigeificantly less than the values at which
they are carried on our financial statements, amckbolders may lose all or part of their investiiarour common stock.

We have a history of net losses. We expect to continue to incur substantial and increasing net losses for the foreseeable future, and we may
never achieve or maintain profitability.

We are not profitable and have incurred signifigagttlosses in each year since our inception, dietunet losses of $17.7 million, $40.5
million, $1.5 million, and $56.1 million for themé months ended September 30, 2012, and the yeded ®ecember 31, 2011, 2010 and 2
respectively, and $369.4 million for the periodfr@ecember 19, 2000 (inception) to September 30228s of September 30, 2012, we had «
deficit accumulated during development stage o#$3million and stockholders’ equity of $10.3 mali. We expect to continue to incur
substantial net losses and negative cash flonhfofdreseeable future. These losses and negasheloavs have had, and will continue to
have, an adverse effect on our stockholders’ eguityworking capital.

Because of the numerous risks and uncertaintiexiassd with pharmaceutical product development@rdmercialization, we are
unable to accurately predict the timing or amourftiture expenses or when, or if, we will be aldlethieve or maintain profitability.
Currently, we have no products approved for comiaksale, and to date we have not generated arduptoevenue. We have financed our
operations primarily through the sale of equitywsies, equipment financing, debt financing, cbtigation
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and licensing agreements, and government grangssizl of our future net losses will depend, irt,par the rate of growth or contraction of
our expenses and the level and rate of growttyif af our revenues. Revenues from strategic pestiigs are uncertain because we may not
enter into any additional strategic partnershipad are unable to develop and commercialize ormmaare of our product candidates or if sales
revenue from any product candidate that receive&etiag approval is insufficient, we will not achie profitability. Even if we do achieve
profitability, we may not be able to sustain orrgase profitability.

We are a development stage company. Our success depends substantially on our lead product candidates. If we do not develop commercially
successful products, we may be forced to cease operations.

You must evaluate us in light of the uncertainiied complexities affecting a development stagerpheeutical company. We have not
completed clinical development for any of our pradeandidates. In May 2012, we received a second f@#n the FDA regarding our NDA
for our ADASUVE product candidate. A CRL is issusdthe FDA indicating that the NDA review cyclecdsmplete and the application is not
ready for approval in its present form. In the M&®12 CRL, the FDA noted, “During a recent inspatid the Mountain View, CA
manufacturing facility for this application, ouefd investigator conveyed deficiencies to the repnéative of the facility. Satisfactory
resolution of these deficiencies is required betbie application may be approvedVith respect to the ADASUVE REMS, the CRL statealt
discussions can continue on the proposed REMS thaftaiesponse to the action letter has been swgainithe CRL also contained FDA
comments on draft product labeling. We resubmittedNDA for ADASUVE in June 2012 and the PDUFA gdate for the ADASUVE NDA
is December 21, 2012. We may be unsuccessful giviag the concerns raised in the CRL and we maygneeceive marketing approval for
ADASUVE or any of our other product candidates.@gtober 26, 2011, the EMA accepted the submissiauoADASUVE MAA. In March
2012, we received the Day 120 List of Questionsréing our ADASUVE MAA. The Day 120 List of Questi®included major objections
pertaining to the extrapolation of the Phase 3yshapulation to the intended patient populatiorimmnary safety in patients with active
airways disease and recommendations to addredsghisvia the risk management plan and other &spéthe risk management plan. In May
2012, the EMA performed a pre-approval inspectiot im August 2012, we received our EU Good Manuifidcty Practices Certificate for our
Mountain View, California. We submitted our respefs the Day 120 List of Questions in July 2012September 2012, we received the Day
180 List of Outstanding Issues for the ADASUVE MAPhe Day 180 List of Outstanding Issues included tmajor objections,” which
preclude a recommendation for marketing authonnadit the present time. The first major objectitates that the CHMP does not believe tha
our data supports the broad indication as submisted that we should justify that the benefit/iiskositive in this group, or identify a group
patients in whom the benefit/risk would be positiVee second major objection is that to limit tle for, among other risks, bronchospasm
and an effect on QT time, we proposed to limituke of ADASUVE to a single dose per 24 hours, h@wea “considerable proportion,” as
described by the CHMP, of patients in the efficatdies did not respond to a single dose at theudsitime point and needed subsequent
doses. Therefore, it remains uncertain whethelimical practice it will be feasible to avoid dosepetition. Each of our other product
candidates is at an earlier stage of developmaht@y be affected by concerns expressed in the &dlor the Day 180 List of Outstanding
Issues. Each of our product candidates will be coessful if it:

» does not demonstrate acceptable quality, safetyeHindcy in preclinical studies and clinical tsadr otherwise does not meet
applicable regulatory standards for appro

» does not offer therapeutic or other improvements existing or future drugs used to treat the sansmilar conditions
e is not capable of being produced in commercial tjtiag at an acceptable cost, or at all
» is not accepted by patients, the medical commuwnithird party payors
Our ability to generate product revenue in therteiig dependent on the successful development@ndercialization of our product
candidates. We have not proven our ability to dgveind commercialize products. Problems frequesrtountered in connection with the
development and utilization of new and unprovemhmedogies and the competitive environment in whighoperate might limit our ability to
develop commercially successful products. We daerpect any of our current product candidates todmmercially available before at least

mid-2013, if at all. If we are unable to make otwdguct candidates commercially available, we wilt generate product revenues, and we will
not be successful.

We will need substantial additional capital in the future. If additional capital isnot available, we will have to delay, reduce or cease
operations.

We will need to raise additional capital to fund operations, to develop our product candidatestamgvelop our manufacturing
capabilities. Our future capital requirements Wwél substantial and will depend on many factorauigicly:

» our response to the CRL and interactions with tbé Fegarding the issues raised ther:
» the cost and outcomes of other regulatory proceadisuch as the EMA review of the MAA for ADASUV

» the scope, rate of progress, results and costsrgireclinical studies, clinical trials and othesearch and development activities,
and our manufacturing development and commercialufagturing activities
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» the cost and timing of developing manufacturingacaty;

» the cost and timing of developing sales and mangetapabilities prior to receipt of any regulatapproval of our product
candidates

* revenues received from any existing or future potsti

* payments received under our collaboration with @gprand Grupo Ferrer and any future strategic gahips;
» the availability of authorized shares of our commstatk to issue to potential investc

» the filing, prosecution and enforcement of patdaihts; anc

» the costs associated with commercializing our pcodandidates, if they receive regulatory apprc

We believe that with current cash, cash equivaJentsketable securities and restricted cash anduuent expected cash usage, we |
sufficient capital resources to meet our anticipatgsh needs, at our current cost levels, inte¢send quarter of 2013. In February 2012, we
reduced our workforce by 29 employees or 38% ofvmarkforce in an effort to preserve cash balan€smnging circumstances may cause us
to consume capital significantly faster or sloweart we currently anticipate, or to alter our operat. We have based these estimates on
assumptions that may prove to be wrong, and wedogxhaust our available financial resources sotirear we currently expect. The key
assumptions underlying these estimates include:

» expenditures related to continued preclinical didaal development of our product candidates dytims period within budgeted
levels;

* no unexpected costs related to the developmeniraihanufacturing capability

e no unexpected costs related to our response tCRiieand interactions with the FDA regarding thaiessraised thereil
* no unexpected costs related to the EMA review ofADASUVE MAA; and

e no unbudgeted growth in the number of our emplogkeemg this period

We may never be able to generate a sufficient atmafyproduct revenue to cover our expenses. Urdiba, we expect to finance our
future cash needs through public or private ecquiiftrings, debt financings, strategic partnersloipicensing arrangements. Any financing
transaction may contain unfavorable terms. For gtenthe terms of certain warrants we have issnguteévious financings could require us to
pay warrant holders a significant portion of theqaeds in a change of control transaction, pothntizaterially reducing the proceeds avail
to holders of our common stock. If we raise addaicfunds by issuing equity securities, such asFaloruary 2012 public stock offering or
draw downs under the Purchase Agreement with Aipuir stockholders’ equity will be diluted and tiébancing, if available, may involve
restrictive covenants. If we raise additional futlit®ugh strategic partnerships, we may be requoedlinquish rights to our product
candidates or technologies, or to grant licenseteions that are not favorable to us. Complying i terms of the foregoing rights and
restrictions may make it more difficult to completrtain types of transactions and result in defaysur fundraising efforts.

The process for obtaining approval of an NDA istime consuming, subject to unanticipated delays and costs, and requires the commitment of
substantial resources. We received a second CRL for our ADASUVE NDA in May 2012.

In May 2012, we received a second CRL from the kBgarding our ADASUVE NDA. A CRL is issued by thBA indicating that the
NDA review cycle is complete and the applicationds ready for approval in its present form. In kay 2012 CRL, the FDA noteDuring a
recent inspection of the Mountain View, CA manugaictg facility for this application, our field ingéigator conveyed deficiencies to the
representative of the facility. Satisfactory resiolu of these deficiencies is required before #yplication may be approved.” With respect to
the ADASUVE REMS, the CRL stated that discussicanrs continue on the proposed REMS after the resportée action letter has been
submitted. The CRL also contained FDA commentsrait groduct labeling. We may be unsuccessful §okgng these issues and we may
never receive marketing approval for ADASUVE or afiyur other product candidates.

The FDA will conduct an in-depth review of our Ju 2 resubmission of the NDA for ADASUVE to detémmwhether to approve
ADASUVE for commercial marketing for the indicat®mwe have proposed. If the FDA is not satisfiechulite information we provide, the
FDA may refuse to approve our NDA or may requirgéaigerform additional studies or provide otheomfiation in order to secure approval.
The FDA may delay, limit or refuse to approve theAwe plan to resubmit if we do not sufficientlydrdss the issues raised in the CRL.

If the FDA determines that the clinical trials sutied for a product candidate in support of an N&& not conducted in full compliance
with the applicable protocols for these studiesyall as with applicable regulations and standandsf, the FDA does not agree with a
company’s interpretation of the results of suchligts, the FDA may reject the data that resultechfsoich studies. The rejection of data from
clinical trials required to support an NDA couldgagively impact a company’s ability to obtain markg authorization for a product candidate
and would have a material adverse effect on a cagipdusiness and financial condition.
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In addition, an NDA may not be approved, or apptovay be delayed, as a result of changes in FDkigslfor drug approval during t
review period. For example, although many prodbetge been approved by the FDA in recent years udéetion 505(b)(2) of the Federal
Food, Drug, and Cosmetic Act, or FDCA, objectioasdbeen raised to the FDA's interpretation of 8act05(b)(2). If challenges to the
FDA's interpretation of Section 505(b)(2) are sie=fal, the FDA may be required to change its imetgiion, which could delay or prevent the
approval of an NDA. Any significant delay in theview or approval of our resubmitted NDA would havenaterial adverse effect on our
business and financial condition.

On October 26, 2011, the EMA accepted the submissdi@ur ADASUVE MAA for an opinion regarding thefential approval of
ADASUVE prior to potential grant of marketing autteation by the European Commission. In March 2@t received the Day 120 List of
Questions regarding our ADASUVE MAA. The Day 12G1L6f Questions included major objections pertajrimthe extrapolation of the
Phase 3 study population to the intended patieptijation, pulmonary safety in patients with actamevays disease and recommendations to
address this issue via the risk management plamtgued aspects of the risk management plan. We istdshout response to the questions ir
Day 120 List of Questions in July 2012. In Septenfi¥l 2, we received the Day 180 List of Outstandgsgies for the ADASUVE MAA. The
Day 180 List of Outstanding Issues outlined majgieotions pertaining to the relative benefits aisls of ADASUVE for the intended patient
population and the feasibility of limiting the nuertof doses of ADASUVE administered once in a twedotr hour period and the associated
pulmonary safety risks of additional doses. Anyndigant delay in the review of approval of our dpation for marketing authorization
following response to these questions may harnchla@ces for approval of our MAA, and would haveatarial adverse effect on our busines:
and financial condition.

Unstable market conditions may have serious adver se consequences on our business.

The recent economic downturn and market instaldilty made the business climate more volatile ané rastly. Our general business
strategy may be adversely affected by unpredictabtbunstable market conditions. If the currentitgcand credit markets deteriorate further,
or do not improve, it may make any necessary debtjaity financing more difficult, more costly, antbre dilutive. While we believe that w
current cash, cash equivalents, marketable sexyritestricted cash and our current expected cgieuwe have sufficient capital resources t
meet our anticipated cash needs, at our currebtexgss, into the second quarter of 2013, we matgia additional financing on less than
attractive rates or on terms that are extremelytigté to existing stockholders, such as our Felyr@@d 2 underwritten public offering. Failure
to secure any necessary financing in a timely maand on favorable terms could have a material i@veffect on our business, financial
condition and stock price and could require usdiay or abandon clinical development plans or altaroperations. There is a risk that one or
more of our current component manufacturers anth@ar may encounter difficulties during challengezpnomic times, which would directly
affect our ability to attain our operating goalssmiedule and on budget.

Unless our preclinical studies demonstrate the safety of our product candidates, we will not be able to commercialize our product candidates.

To obtain regulatory approval to market and se}l @hour product candidates, we must satisfy théEIDd other regulatory authorities
abroad, through extensive preclinical studies, thatproduct candidates are safe. Qtaccatosystem creates condensation aerosol from druc
compounds, and there currently are no approveduptedhat use a similar method of drug deliverymPanies developing other inhalation
products have not defined or successfully compldtedypes of preclinical studies we believe wélfdequired for submission to regulatory
authorities as we seek approval to conduct ouicalitrials. We may not have conducted or may oidict in the future the types of
preclinical testing ultimately required by regulatauthorities, or future preclinical tests mayigade that our product candidates are not safe
for use in humans. Preclinical testing is expengiaa take many years and have an uncertain outdomaedition, success in initial preclinical
testing does not ensure that later preclinicairtgstill be successful.

We may experience numerous unforeseen events dorig a result of, the preclinical testing preg@ghich could delay or prevent our
ability to develop or commercialize our product digiates, including:

« our preclinical testing may produce inconclusivanegative safety results, which may require usotedact additional preclinical
testing or to abandon product candidates that weueel to be promisinc

e our product candidates may have unfavorable phartogy, toxicology or carcinogenicity; ar
e our product candidates may cause undesirable Helde

Any such events would increase our costs and abelly or prevent our ability to commercialize omwdguct candidates, which could
adversely impact our business, financial conditiad results of operations.

Failure or delay in commencing or completing clinical trials for our product candidates could harm our business.

We have not completed all the clinical trials nsegg to support an application with the FDA or ottegjulatory authorities abroad for
approval to market any of our product candidatesmthan what we believe to be adequate clinigaktto support the marketing approval for
ADASUVE in the United States. Future clinical tdahay be delayed or terminated as a result of rfetgrs, including:

» insufficient financial resources to fund such 8ji
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» delays or failure in reaching agreement on accéptaimical trial contracts or clinical trial pratols with prospective site
» regulators or institutional review boards may naharize us to commence a clinical tri

» regulators or institutional review boards may susper terminate clinical research for various reasincluding noncompliance
with regulatory requirements or concerns abouepatafety

* we may suspend or terminate our clinical trialwéf believe that they expose the participating pédieo unacceptable health ris

e we may experience slower than expected patientleraot or lack of a sufficient number of patierttat meet the enroliment
criteria for our clinical trials

» patients may not complete clinical trials due tfesaissues, side effects, dissatisfaction withpgheduct candidate, or other reasc

* we may have difficulty in maintaining contact withtients after treatment, preventing us from ctikgcthe data required by our
study protocol

e product candidates may demonstrate a lack of effidarring clinical trials

e we may experience governmental or regulatory defaylsire to obtain regulatory approval or changesegulatory requirements,
policy and guidelines; ar

e we may experience delays in our ability to manufetlinical trial materials in a timely manneragesult of ongoing process and
design enhancements to (Staccatcsystem.

Any delay in commencing or completing clinical tsigor our product candidates would delay comméimztion of our product
candidates and harm our business, financial camd&nd results of operations. It is possible tlwatenof our product candidates will
successfully complete clinical trials or receivgukatory approval, which would severely harm ousibass, financial condition and results of
operations.

If our product candidates do not meet safety and efficacy endpointsin clinical trials, they will not receive regulatory approval, and we will be
unable to market them.

We have not yet received regulatory approval fromEDA or any foreign regulatory authority to mar&ay of our product candidates.
The clinical development and regulatory approvakpss is extremely expensive and takes many yBEaestiming of any approval cannot be
accurately predicted. If we fail to obtain regulgtapproval for our product candidates, we willurable to market and sell them and therefore
we may never be profitable. In May 2012, the FDgued a second CRL regarding our NDA for ADASUVEtHa May 2012 CRL, the FDA
noted, “During a recent inspection of the Mountdiaw, CA manufacturing facility for this applicatipour field investigator conveyed
deficiencies to the representative of the facil@gtisfactory resolution of these deficienciespuired before this application may be
approved."With respect to the ADASUVE REMS, the CRL stateat tiscussions can continue on the proposed REKStAE response to t
action letter has been submitted. The CRL alsoaioet! FDA comments on draft product labeling. Wey tm@ unsuccessful in resolving these
issues and we may never receive marketing appfovAIDASUVE or any of our other product candidates.

In March 2012, we received the Day 120 List of Qioes regarding our ADASUVE MAA. The Day 120 List Questions included
major objections pertaining to the extrapolationhaf Phase 3 study population to the intended mgpi@pulation, pulmonary safety in patients
with active airways disease and recommendatioasidoess this issue via the risk management plamted aspects of the risk management
plan. In July 2012, we submitted our responselédXay 120 List of Questions. In September 2012rageived the Day 180 List of
Outstanding Issues for the ADASUVE MAA. The Day 186t of Outstanding Issues outlined major objewsipertaining to the relative
benefits and risks of ADASUVE for the intended patipopulation and the feasibility of limiting thember of doses of ADASUVE
administered once in a twenty-four hour period #redassociated pulmonary safety risks of additicioaks We may never receive marketing
approval for ADASUVE or any of our other produchdaates as a result of the issues raised in tlyelBa List of Outstanding Issues.

As part of the regulatory process, we must condilirical trials for each product candidate to destoate safety and efficacy to the
satisfaction of the FDA and other regulatory auties abroad. The number and design of clinicaldrthat will be required varies depending
on the product candidate, the condition being eatall, the trial results and regulations applicableny particular product candidate. In June
2008, we announced that our Phase 2a proof-of-pbrtiaical trial of AZ-002 (Staccataalprazolam) did not meet either of its two primary
endpoints. In September 2009, we announced thaRloase 2b clinical trial of AZ-104Staccatdoxapine, low-dose) for the treatment of
migraine did not meet its primary endpoint.
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Prior clinical trial program designs and results aot necessarily predictive of future clinicahtresigns or results. Initial results may
be confirmed upon full analysis of the detailedultssof a trial. Product candidates in later steljgcal trials may fail to show the desired
safety and efficacy despite having progressed giranitial clinical trials with acceptable endpaint

If our product candidates fail to show a clinically significant benefit compared to placebo, they will not be approved for marketing.

The design of our clinical trials is based on masgumptions about the expected effect of our ptozhrdidates, and if those
assumptions prove incorrect, the clinical trialsymat produce statistically significant results.r@taccatcsystem is not similar to other
approved drug delivery methods, and there is nogaient for the application of detailed regulat@guirements to our product candidates. We
cannot assure you that the design of, or dataatetiefrom, the clinical trials of our product cashalies will be sufficient to support the FDA ¢
foreign regulatory approvals.

Regulatory authorities may not approve our product candidates even if they meet safety and efficacy endpointsin clinical trials.

The FDA and other foreign regulatory agencies, asthe EMA, can delay, limit or deny marketing rp@l for many reasons,
including:

e aproduct candidate may not be considered safffemtige;
» the manufacturing processes or facilities we halecsed may not meet the applicable requirements
» changes in their approval policies or adoption@f/megulations may require additional work on oaurt|

Part of the regulatory approval process includespt@nce inspections of manufacturing facilitiestwsure adherence to applicable
regulations and guidelines. The regulatory agenay delay, limit or deny marketing approval of otiner product candidates as a result of
such inspections. In the fourth quarter of 201&,FBDA completed its second pre-approval inspectio®Al, of our facility in Mountain View,
California. In the May 2012 CRL, the FDA noted, “fing a recent inspection of the Mountain View, CAmafacturing facility for this
application, our field investigator conveyed defitties to the representative of the facility. Sati®ry resolution of these deficiencies is
required before this application may be approv#de’may be unable to address these deficienciesvarmday never receive marketing
approval for ADASUVE or any of our other produchdaates.

Any delay in, or failure to receive or maintainpapval for any of our product candidates could preéws from ever generating
meaningful revenues or achieving profitability. Thay 120 List of Questions that we received froe @HMP in March 2012 outlined major
objections pertaining to the extrapolation of the&e 3 study population to the intended patientijadipn, pulmonary safety in patients with
active airways disease and recommendations to sslthies issue via the risk management plan and apects of the risk management plan.
In July 2012, we submitted our responses to the I28yList of Questions. In September 2012, we xaxkthe Day 180 List of Outstanding
Issues for the ADASUVE MAA. The Day 180 List of Gtanding Issues outlined major objections pertgininthe relative benefits and risks
of ADASUVE for the intended patient population ahe feasibility of limiting the number of dosesAIDASUVE administered once in a
twenty-four hour period and the associated pulmpsafety risks of additional doses. We may neveeike marketing approval for
ADASUVE or any of our other product candidates assailt of the issues raised in the Day 180 LigDafstanding Issues.

Our product candidates may not be approved evitieyf achieve their endpoints in clinical trials. gRkatory agencies, including the FL
or their advisors may disagree with our trial dasagd our interpretations of data from preclingtaidies and clinical trials. Regulatory agen
may change requirements for approval even aftéinizal trial design has been approved. For exammbIBASUVE and our other product
candidates combine drug and device componentsnarmer that the FDA considers to meet the defimitiba combination product under FI
regulations. The FDA exercises significant disoretver the regulation of combination productsluding the discretion to require separate
marketing applications for the drug and device congmts in a combination product. To date, our petslare being regulated as drug product
under the new drug application process administeyetthie FDA. The FDA could in the future requireddidnal regulation of our products
under the medical device provisions of the FDCAr ystems are designed to comply with Quality Syst®egulation, or QSR, which sets
forth the FDA's current good manufacturing practiequirements for medical devices, and other agpleegovernment regulations and
corresponding foreign standards. If we fail to céympith these regulations, it could have a mateaierse effect on our business and finat
condition.

Regulatory agencies also may approve a productdatedfor fewer or more limited indications thaquested or may grant approval
subject to the performance of post-marketing stidieaddition, regulatory agencies may not apptbedabeling claims that are necessary or
desirable for the successful commercializationwfgroduct candidates.
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Our product candidates will remain subject to ongoing regulatory review even if they receive marketing approval in the United States or in
other countries. If we fail to comply with continuing regulations, we could lose these approvals, and the sale of any future products could be
suspended. I f approval isdenied or limited in a country, or if a country imposes post-marketing requirements, that decision could affect our
ability to market ADASUVE in such countries.

Even if we receive regulatory approval to markpagticular product candidate, the FDA or a foraiggulatory authority could condition
approval on conducting additional costly post-appt@tudies or trials or could limit the scope af approved labeling or could impose
burdensome postpproval obligations, such as those required uad®EMS. Moreover, the product may later cause agveffects that limit ¢
prevent its widespread use, force us to withdrawoin the market, cause the FDA or a foreign retpujaauthority to impose additional
obligations or restrictions on marketing, or impedelelay our ability to obtain regulatory appraval additional countries. In addition, we v
continue to be subject to FDA and foreign regulatarthority review and periodic inspections to easadherence to applicable regulations.
After receiving marketing approval, the FDA andeign regulatory authorities could impose extensaguilatory requirements on the
manufacturing, labeling, packaging, adverse evembnting, storage, advertising, promotion, distifiuand record keeping related to the
product.

We have filed an MAA with the EMA for ADASUVE fohe rapid control of agitation in adult patientsiwéchizophrenia or bipolar
disorder and plan to seek approval to market ADAEUN other countries. In March 2012, we receivesllBlay 120 List of Questions that
outlined major objections to our ADASUVE MAA. Inl§ir012, we submitted our responses to the Dayl1&f Questions. In September
2012, we received the Day 180 List of Outstandssyés for the ADASUVE MAA. The Day 180 List of Otatsding Issues outlined major
objections pertaining to the relative benefits askls of ADASUVE for the intended patient populatiand the feasibility of limiting the
number of doses of ADASUVE administered once iwenty-four hour period and the associated pulmosafgty risks of additional doses.
Because of these and any other major objectiorisriag be raised during the review procedure, we nmyeceive marketing authorization
from the European Commission and would be unabt®tomercialize ADASUVE in the European Union. Aftatively, any marketing
authorizations may be subject to conditions forrapal or post-approval obligations. Such condition®bligations may be costly and time
consuming to fulfill and may affect our operatioRer example, additional clinical data may be reggito confirm the safety or efficacy prof
of ADASUVE in the target patient population. In &tith, marketing authorizations are subject to &id reviews, which, if negative, could
affect our ability to commercialize ADASUVE in tli&iropean Union.

If we fail to comply with the regulatory requirenisrof the FDA and other applicable U.S. and fore®gulatory authorities, including
the EMA, or previously unknown problems with anyufte products, suppliers or manufacturing proceasesliscovered, we could be subject
to administrative or judicially imposed sanctiomgluding:

» restrictions on the products, suppliers or manuféig processe:

* warning letters or untitled letter

» injunctions, consent decrees, or the impositioaiwf or criminal penalties against L
» fines against us

e product seizures, detentions or import or expontst

» voluntary or mandatory product recalls and pubficquirements

» suspension or withdrawal of regulatory approv

e suspension or termination of any clinical trialgtod products

» total or partial suspension of productis

* our partner, Grupo Ferrer, could terminate ourregement to commercialize ADASUVE in the Ferrer ieries, which would
delay the development and may increase the catgvafloping and commercializing ADASUV

» refusal to approve pending applications for marigetpproval of new drugs or supplements to apprapgtications; an
» denial of permission to file an application or sigopent in a jurisdictior

A REMS may impose regulatory burdens on our products or on healthcare providers that may make the marketing or use of our products
commercially unattractive or impractical.

We expect that the FDA will impose a REMS on ADASE\and may impose a REMS on any other product dates we may develop,
as a condition of approval, or any time after apptdf the FDA becomes aware of new safety infoipraand determines that a REMS is
necessary to ensure that the benefits of the dutigeigh the risks of the drug. A REMS may includgious elements, such as distribution of a
medication guide or a patient package insert; implatation of a communication plan to educate heaithproviders of the drug’s risks;
imposition of limitations on who may prescribe @spgknse the drug, including training and certifimatrequirements; or other measures tha
FDA deems necessary to assure the safe use ofufeTthe FDA has a wide degree of discretion iridleg which elements are necessary,
it may impose elements that significantly burdenahility to market the product, or that burdenltiezare providers to the extent that use of
the product is severely curtailed.
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For ADASUVE, the FDA recommended that the REMS aanineasures to ensure that the product is onljad@ in certified healthca
facilities that have ready access to albuteroliemdediate access to advanced airway managemertitags We may never reach agreement
on terms that will both satisfy the FDA and permérketing and use of ADASUVE in a commercially felssmanner. Even if we do reach
agreement with the FDA about elements in a REMR\ASUVE that permit commercially viable marketirig,the future the FDA could
impose additional REMS elements that substantiallglen or even eliminate that viability.

If we do not produce our commercial devices cost effectively, we will never be profitable.

Our Staccatosystem based product candidates contain electami®ther components in addition to the active iplaaeutical
ingredients. As a result of the cost of develomngd producing these components, the cost to proalucproduct candidates, and any approve
products, will likely be higher per dose than tlestdo produce intravenous or oral tablet produitss increased cost of goods may prevent u:
from ever selling any products at a profit. In Qep2011, we committed to sell ADASUVE to Gruporeeffor a fixed transfer price. If we are
unable to manufacture ADASUVE at a price lower tHamfixed transfer price, we will incur lossesgsates to Grupo Ferrer. Our future
manufacturing costs per unit will be dependentuiare demand of ADASUVE. If we do not generateisight demand, our manufacturing
costs will exceed the Grupo Ferrer fixed transfeggy The development and production of our tecbgwlentail a number of technical
challenges, including achieving adequate depentighitat may be expensive or time consuming teesofny delay in or failure to develop
and manufacture any future products in a cost tffeevay could prevent us from generating any megfioi revenues and prevent us from
becoming profitable.

Werely on third partiesto conduct our preclinical studiesand our clinical trials. If these third parties do not perform as contractually
required or expected, we may not be able to obtain regulatory approval for our product candidates, or we may be delayed in doing so.

We do not have the ability to conduct preclinidaldées or clinical trials independently for our guzt candidates. We must rely on third
parties, such as contract research organizatioedical institutions, academic institutions, clidicevestigators and contract laboratories, to
conduct our preclinical studies and clinical tridlée are responsible for confirming that our pmachl studies are conducted in accordance
applicable regulations and that each of our clinigals is conducted in accordance with its gehengestigational plan and protocol. The FDA
requires us to comply with regulations and stanslasdmmonly referred to as good laboratory prastfoe conducting and recording the res
of our preclinical studies and good clinical prees for conducting, monitoring, recording and réipgrthe results of clinical trials, to assure
that data and reported results are accurate ahththalinical trial participants are adequatelgtpcted. Our reliance on third parties does not
relieve us of these responsibilities. If the tipatties conducting our clinical trials do not penfiotheir contractual duties or obligations, do not
meet expected deadlines, fail to comply with theAFyood clinical practice regulations, do not agh® our clinical trial protocols or
otherwise fail to generate reliable clinical dat@, may need to enter into new arrangements wignreltive third parties and our clinical trials
may be extended, delayed or terminated or may ttekd repeated, and we may not be able to obtgidatry approval for or commercialize
the product candidate being tested in such trials.

Problems with the third parties that manufacture the active pharmaceutical ingredientsin our product candidates may delay our clinical
trials or subject usto liability.

We do not currently own or operate manufacturirgilifaes for clinical or commercial production dig active pharmaceutical ingredient,
or API, used in any of our product candidates. \&eeto experience in drug manufacturing, and wie tlae resources and the capability to
manufacture any of the APIs used in our productichtes, on either a clinical or commercial scAkea result, we rely on third parties to
supply the API used in each of our product canéslaiVe expect to continue to depend on third mattiesupply the API for our product
candidates and any additional product candidatedenelop in the foreseeable future.

An API manufacturer must meet high precision analiustandards for that API to meet regulatorycsfieations and comply with
regulatory requirements. A contract manufacturasuigject to ongoing periodic unannounced inspediiothe FDA and corresponding state
and foreign authorities to ensure strict compliawite current good manufacturing practice, or cGMRd other applicable government
regulations and corresponding foreign standardslitéally, a contract manufacturer must pass a I[RAthe FDA to ensure strict compliance
with cGMP prior to the FDA's approval of any prodgandidate for marketing. A contract manufactgéailure to conform with cGMP could
result in the FDA's refusal to approve or a delayhie FDA's approval of a product candidate for keting. We are ultimately responsible for
confirming that the APIs used in our product caatid are manufactured in accordance with applicailelations.

Our third party suppliers may not carry out thentactual obligations or meet our deadlines. Iditaah, the API they supply to us may
not meet our specifications and quality policied procedures. If we need to find alternative swgrplof the API used in any of our product
candidates, we may not be able to contract for suplplies on acceptable terms, if at all. Any sfadlure to supply or delay caused by such
contract manufacturers would have an adverse effeour ability to continue clinical developmentaefr product candidates or commercialize
any future products.
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If our third party drug suppliers fail to achievedamaintain high manufacturing standards in conngkawith cGMP regulations, we col
be subject to certain product liability claims fretevent such failure to comply resulted in defecfiroducts that caused injury or harm.

If we experience problems with the manufacturers of components of our product candidates, our development programs may be delayed and
we may be subject to liability.

We outsource the manufacturing of the componentaiobtaccatasystem, including the printed circuit boards, thesfic airways, and
the chemical heat packages to be used in our coomheingle dose device. We have no experienckamtanufacturing of components, other
than our chemical heat packages, and we curreattk/the resources and the capability to manufachenmm, on either a clinical or commercial
scale. As a result, we rely on third parties topdyithese components. We expect to continue tordepa third parties to supply these
components for our current product candidates agdiavices based on tis¢accatossystem we develop in the foreseeable future.

The third-party suppliers of the components of 8taccatosystem must meet high precision and quality statedéor our finished devici
to comply with regulatory requirements. A contranufacturer is subject to ongoing periodic unameed inspection by the FDA and
corresponding state and foreign authorities to enthat our finished devices remain in strict caarpte with the QSR, which sets forth the
FDA’'s cGMP requirements for medical devices, arfteoapplicable government regulations and corredipgrforeign standards. We are
ultimately responsible for confirming that the campnts used in th&taccatessystem are manufactured in accordance with spatiiits,
standards and procedures necessary to ensurauttfatished devices comply with the QSR or otheplaable regulations.

Our third party suppliers may not comply with theantractual obligations or meet our deadlineshercomponents they supply to us
may not meet our specifications and quality poticded procedures. If we need to find alternatiy@pBers of the components used in the
Staccatosystem, we may not be able to contract for suchpoorants on acceptable terms, if at all. Any sudbriato supply or delay caused
such contract manufacturers would have an advéfeset en our ability to continue clinical developntef our product candidates or
commercialize any future products.

In addition, the heat packages used in the singge dersion of oustaccatosystem are manufactured using certain energetitigbhty
combustible, materials that are used to generateaihid heating necessary for vaporizing the dnmgpound while avoiding degradation.
Manufacture of products containing energetic mateiis regulated by the U.S. government. We hatered into a manufacture agreement
with Autoliv for the manufacture of the heat packagn the commercial design of our single doseieersf ourStaccatcsystem. If Autoliv
fails to manufacture the heat packages to the sapgspecifications, or does not carry out its @sitial obligations to supply our heat
packages to us, or if the FDA requires differenhafacturing or quality standards than those sehfiorour manufacture agreement, our
clinical trials or commercialization efforts may telayed, suspended or terminated while we seeki@uhl suitable manufacturers of our heat
packages, which may prevent us from commercialipimgproduct candidates that utilize the singleedaesrsion of th&taccatosystem.

If we do not establish additional strategic partnerships, we will have to undertake devel opment and commercialization efforts on our own,
which would be costly and delay our ability to commercialize any future products.

A key element of our business strategy is our inteselectively partner with pharmaceutical, babteology and other companies to
obtain assistance for the development and potestiaimercialization of our product candidates. Irc@aber 2006, we entered into such a
development relationship with Allegro and in DecemB007 we entered into a strategic relationshtp ®hdo Pharmaceuticals, Inc., or Endo,
for the development of AZ-003, or the Endo liceageesement. In January 2009, we mutually agreed kvitlo to terminate the Endo license
agreement. In June 2009, we amended the terms ofpdion agreement with Allegro, resulting in oggaisition of Allegro and the
termination of the agreement in August 2009. Inrgaty 2010, we entered into a collaboration witbwgiil Laboratories International SRL, or
Biovalil, for the commercialization of ADASUVE inéhUnited States and Canada. In October 2010, Bigase us notice that it was
terminating the collaboration and the collaborateminated in January 2011. In August 2010, wereatinto a license and development
agreement with Cypress f8taccatmicotine. In October 2011, we entered into the éref\greement with Grupo Ferrer for the
commercialization of ADASUVE in the Ferrer Terris. We intend to enter into additional strategictperships with third parties to develop
and commercialize our product candidates. Other @ypress and Grupo Ferrer, we do not currenthe @y strategic partnerships for any of
our product candidates. We face significant contipetin seeking appropriate strategic partners,thede strategic partnerships can be intri
and time consuming to negotiate and document. Wenogabe able to negotiate additional strategi¢rmaships on acceptable terms, or at all.
We are unable to predict when, if ever, we willegrihto any additional strategic partnerships bseanf the numerous risks and uncertainties
associated with establishing strategic partnerslfipge are unable to negotiate additional stratggirtnerships for our product candidates we
may be forced to curtail the development of a paldir candidate, reduce or delay its developmesgnam or one or more of our other
development programs, delay its potential commEzeition, reduce the scope of our sales or margeditivities
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or undertake development or commercialization &ativat our own expense. In addition, we will bakithe risk related to the development of
a product candidate. If we elect to increase opeagitures to fund development or commercializa#iotivities on our own, we will need to
obtain additional capital, which may not be avd#aio us on acceptable terms, or at all. If we dbhave sufficient funds, we will not be able
to bring our product candidates to market and gdaeroduct revenue.

If we enter into additional strategic partnerships, we may be required to relinquish important rightsto and control over the development of
our product candidates or otherwise be subject to terms unfavorable to us.

Our relationships with Cypress and Grupo Ferreramd any other strategic partnerships or collammora with pharmaceutical or
biotechnology companies we may establish will bject to a number of risks including:

business combinations or significant changes imagegjic partner’s business strategy may adveedédgt a strategic partner’s
willingness or ability to complete its obligationeder any arrangemet

we may not be able to control the amount and tinoifigesources that our strategic partners devotieetalevelopment or
commercialization of product candidat

strategic partners may delay clinical trials, pdavinsufficient funding, terminate a clinical trizd abandon a product candidate,
repeat or conduct new clinical trials or requingeav version of a product candidate for clinicatites

strategic partners may not pursue further developed commercialization of products resulting fritva strategic partnering
arrangement or may elect to discontinue researdidanelopment program

strategic partners may not commit adequate resstocthe marketing and distribution of any futurequcts, limiting our potential
revenues from these produc

disputes may arise between us and our stratedicgrarthat result in the delay or termination & thsearch, development or
commercialization of our product candidates or thatilt in costly litigation or arbitration thatvéirts management’s attention and
consumes resource

strategic partners may experience financial diffies;

strategic partners may not properly maintain oeddfour intellectual property rights or may use pnaprietary information in a
manner that could jeopardize or invalidate our gegpry information or expose us to potential kign;

strategic partners could independently move forweitd a competing product candidate developed eitidependently or in
collaboration with others, including our competioand

strategic partners could terminate the arrangemrealiow it to expire, which would delay the devaieent and may increase the
cost of developing our product candida

If wefail to gain market acceptance among physicians, patients, third-party payors and the medical community, we will not become

profitable.

The Staccatesystem is a fundamentally new method of drug defivAny future product based on dBtaccatcsystem may not gain
market acceptance among physicians, patients;pairty payors and the medical community. If thesmpcts do not achieve an adequate |
of acceptance, we will not generate sufficient piidevenues to become profitable. The degree ofehacceptance of any of our product
candidates, if approved for commercial sale, watbeind on a number of factors, including:

demonstration of acceptable quality, safety anidadi in clinical trials and meeting applicable ukgory standards for approv:
the existence, prevalence and severity of anyefigets;

potential or perceived advantages or disadvantag@pared to alternative treatmer

offering therapeutic or other improvements ovestng or future drugs used to treat the same oitagiiwonditions;

perceptions about the relationship or similarity@en our product candidates and the parent drogpoand upon which each
product candidate is base

the timing of market entry relative to competitiveatments

the ability to offer any future products for satecampetitive prices

relative convenience, product dependability ané edsdministration

the restrictions imposed on ADASUVE by any REMSgueom and labeling requirements the FDA may req
the strength of marketing and distribution supg

acceptance by patients, the medical communityiot-party payors, if ADASUVE is approve
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» the sufficiency of coverage and reimbursement ofppaduct candidates by governmental and othed-party payors; an

» the product labeling, including the package ins@nt] the marketing restrictions required by the RidAegulatory authorities in
other countries

Our product candidates that we may develop may require expensive carcinogenicity tests.

We combine small molecule drugs with @taccatosystem to create proprietary product candidatesieSaf these drugs may not have
previously undergone carcinogenicity testing teatow generally required for marketing approval. M&y be required to perform
carcinogenicity testing with product candidateiporating drugs that have not undergone carcinoggesting or may be required to do
additional carcinogenicity testing for drugs thatvé undergone such testing. Any carcinogenicitjrtgsve are required to complete will
increase the costs to develop a particular procantidate and may delay or halt the developmesticti product candidate.

If some or all of our patents expire, are invalidated or are unenforceable, or if some or all of our patent applications do not yield issued
patents or yield patents with narrow claims, competitors may develop competing products using our or similar intellectual property and our
business will suffer.

Our success will depend in part on our ability idadin and maintain patent and trade secret protefbir our technologies and product
candidates both in the United States and othertdesnWe do not know whether any patents will gsfom any of our pending or future pal
applications. In addition, a third party may susfely circumvent our patents. Our rights under @sped patents may not provide us with
sufficient protection against competitive produmt®therwise cover commercially valuable productprocesses.

The degree of protection for our proprietary tedbgies and product candidates is uncertain bedagsé means afford only limited
protection and may not adequately protect our sightpermit us to gain or keep our competitive atlvge. For example:

* we might not have been the first to make the investcovered by each of our pending patent appicatand issued paten
* we might not have been the first to file patentliggtions for these invention
» others may independently develop similar or altéveaechnologies or duplicate any of our technieg

» the claims of our issued patents may be narrovear #s filed and not sufficiently broad to prevéntd parties from circumventing
them;

» itis possible that none of our pending patentiappbns will result in issued paten
* we may not develop additional proprietary techn@e@r drug candidates that are patentz
* our patent applications or patents may be subgeicii¢rference, opposition or similar administratproceedings

* any patents issued to us or our potential strafggitners may not provide a basis for commercialyle products or may be
challenged by third parties in the course of litigga or administrative proceedings such as reexatioins or interferences; ai

* the patents of others may have an adverse effestioability to do busines

On September 16, 2011, the Leahy-Smith Americarts/Act, or the Leahy-Smith Act, was signed intw.ldhe Leahy-Smith Act
includes a number of significant changes to U.&mdaw. These include provisions that affectwlay patent applications will be prosecuted
and may also affect patent litigation. The Uniteat& Patent and Trademark Office is currently igpeg regulations and procedures to
govern administration of the Leahy-Smith Act, anany of the substantive changes to patent law assocwith the Leahy-Smith Act will not
become effective until one year or 18 months afteenactment. Accordingly, it is not clear whagiy, impact the Leahy-Smith Act will have
on the operation of our business. However, the {&hith Act and its implementation could incredse tincertainties and costs surrounding
the prosecution of our patent applications ancetifercement or defense of our issued patentsf alhith could have a material adverse effec
on our business and financial condition.

Even if valid and enforceable patents cover our product candidates and technologies, the patents will provide protection only for a limited
amount of time.

Our potential strategic partners’ ability to obtpatents is uncertain because, to date, somepegalples remain unresolved, there has
not been a consistent policy regarding the breadthterpretation of claims allowed in patentshe United States, and the specific content of
patents and patent applications that are necegsanpport and interpret patent claims is highlgartain due to the complex nature of the
relevant legal, scientific and factual issues. femtnore, the policies governing pharmaceuticalrandical device patents outside the United
States may be even more uncertain. Changes i githent laws or interpretations of patent lawthm United States and other countries may
diminish the value of our intellectual propertyr@rrow the scope of our patent protection.
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Our current patents or any future patents that beaigsued regarding our product candidates or rdstbhbusing them, can be challenged
by our competitors who can argue that our pateretén@alid and/or unenforceable. Third parties rohgllenge our rights to, or the scope or
validity of, our patents. Patents also may notgebbur product candidates if competitors devisgsad making these or similar product
candidates without legally infringing our pateritke FDCA and the FDA regulations and policies padevincentives to manufacturers to
challenge patent validity or create modified, nofringing versions of a drug or device in ordefdoilitate the approval of generic substitutes.
These same types of incentives encourage manugastiar submit new drug applications that rely terditure and clinical data not prepared
or by the drug sponsor.

We also rely on trade secrets to protect our teldgyo especially where we do not believe that papeotection is appropriate or
obtainable. However, trade secrets are difficufinmect. The employees, consultants, contractatsjde scientific collaborators and other
advisors of our company and our strategic partmeng unintentionally or willfully disclose our codfntial information to competitors.
Enforcing a claim that a third party illegally obtad and is using our trade secrets is expensigidiare consuming and the outcome is
unpredictable. Failure to protect or maintain traderet protection could adversely affect our cditipe business position.

Our research and development collaborators may tighes to publish data and other information inigthwe have rights. In addition, \
sometimes engage individuals or entities to concesgarch that may be relevant to our businessalbitiey of these individuals or entities to
publish or otherwise publicly disclose data andeothformation generated during the course of tresearch is subject to certain contractual
limitations. These contractual provisions may ksifficient or inadequate to protect our trade dsaad may impair our patent rights. If we dc
not apply for patent protection prior to such padtion or if we cannot otherwise maintain the cdefitiality of our technology and other
confidential information, then our ability to regeipatent protection or protect our proprietarpiniation may be jeopardized.

Litigation or other proceedings or third party claims of intellectual property infringement could require us to spend time and money and
could shut down some of our operations.

Our commercial success depends in part on nohgifrg patents and proprietary rights of third geetiOthers have filed, and in the ful
are likely to file, patent applications coveringg@ucts that are similar to our product candidaesyell as methods of making or using similar
or identical products. If these patent applicatimsult in issued patents and we wish to use @ieneld technology, we would need to obtain a
license from the third party. We may not be ablelitain these licenses at a reasonable costalif. at

In addition, administrative proceedings, such #arfarences and reexaminations before the U.SnPaibel Trademark Office, could limit
the scope of our patent rights. We may incur suhistecosts and diversion of management and teahp&rsonnel as a result of our
involvement in such proceedings. In particular, patents and patent applications may be subjentdderences in which the priority of
invention may be awarded to a third party. We dokmow whether our patents and patent applicatiemsld be entitled to priority over pate!
or patent applications held by such a third padyr issued patents may also be subject to reexsinmingroceedings. We do not know whether
our patents would survive reexamination in lighhefv questions of patentability that may be rafsidwing their issuance.

Third parties may assert that we are employing t{h@iprietary technology or their proprietary protiuwithout authorization. In additic
third parties may already have or may obtain patenthe future and claim that use of our techniegr our products infringes these patents.
We could incur substantial costs and diversion ahagement and technical personnel in defendingalfingainst any of these claims.
Furthermore, parties making claims against us neagtite to obtain injunctive or other equitableaklivhich could effectively block our abili
to further develop, commercialize and sell any ffieforoducts and could result in the award of sultisiedamages against us. In the event of a
successful claim of infringement against us, we mayequired to pay damages and obtain one or licereses from third parties. We may not
be able to obtain these licenses at a reasonasigifcat all. In that event, we could encounteagie in product introductions while we attempt
to develop alternative methods or products. Inetbent we cannot develop alternative methods orymtsgdwe may be effectively blocked from
developing, commercializing or selling any futureqlucts. Defense of any lawsuit or failure to obtany of these licenses would be expensivi
and could prevent us from commercializing any fetproducts.

We review from time to time publicly available imfoation concerning the technological developmefuresf of other companies in our
industry. If we determine that these efforts vielatr intellectual property or other rights, weeimd to take appropriate action, which could
include litigation. Any action we take could resmltsubstantial costs and diversion of managenmhtechnical personnel in enforcing our
patents or other intellectual property rights ageathers. Furthermore, the outcome of any actiertake to protect our rights may not be
resolved in our favor.
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Competition in the pharmaceutical industry isintense. If our competitors are able to develop and market products that are more effective,
safer or less costly than any future products that we may devel op, our commercial opportunity will be reduced or eliminated.

We face competition from established as well asrging pharmaceutical and biotechnology companiesgdemic institutions,
government agencies and private and public reseéastitutions. Our commercial opportunity will beduced or eliminated if our competitors
develop and commercialize products that are safere effective, have fewer side effects or are éegensive than any future products that we
may develop and commercialize. In addition, sigaifit delays in the development of our product aatdis could allow our competitors to
bring products to market before us and impair duilita to commercialize our product candidates.

We anticipate that, if approved, ADASUVE would caetgwith other available antipsychotic drugs fa tteatment of agitation, such as
intramuscular formulations, which are approvedtfiar treatment of agitation, and oral tablets arad swlutions, which are not approved for the
treatment of agitation.

We anticipate that, if approved, AZ-002 would cotepsith the oral tablet form of alprazolam and flolgslVV and oral forms of other
benzodiazepines.

We anticipate that, if approved, AZ-007 would conepsith non-benzodiazepine GABA-A receptor agoniéis are aware of more than
13 approved generic versions of zolpidem, or zalepbral tablets, as well as at least one insomr@euct, a version of zolpidem intended to
treat middle of the night awakening, that has keggroved by the FDA. Additionally, we are awarepé product in Phase 3 development for
the treatment of insomnia.

We anticipate that, if approved, AZ-104 would comnepsith currently marketed triptan drugs and withes migraine headache
treatments. In addition, we are aware of at leastreew migraine product under review by the FDAichlis an inhaled formulation, and at
least four new product candidates in late-phaseldpwment for the treatment of migraines.

We anticipate that, if approved, AZ-003 would comepsith some of the available forms of fentanytluding injectable fentanyl, oral
transmucosal and nasal fentanyl formulations andpboretic transdermal delivery of fentanyl. We als®o aware of two fentanyl products
approved by regulatory agencies in the United Stateabroad, and at least four products in Phadi@i8al trial development for acute pain. In
addition, if approved, AZ-003 would compete wittrigas generic opioid drugs, such as oxycodone,dgatfone and morphine, or
combination products including one or more of sdalgs.

Many of our competitors have significantly gredteancial resources and expertise in research amdldpment, manufacturing,
preclinical testing, conducting clinical trials,taming regulatory approvals and marketing apprguediucts than we do. Established
pharmaceutical companies may invest heavily toadiscquickly and develop novel compounds or drugvelsy technology that could make
our product candidates obsolete. Smaller or etalyescompanies may also prove to be significantpatitors, particularly through strategic
partnerships with large and established compatiezddition, these third parties compete with useicruiting and retaining qualified scientific
and management personnel, establishing cliniclgiies and patient registration for clinical Isjaas well as in acquiring technologies and
technology licenses complementary to our progranaleantageous to our business. Accordingly, oorpetitors may succeed in obtaining
patent protection, receiving FDA approval or dissng, developing and commercializing products befee do. If we are not able to compete
effectively against our current and future compesit our business will not grow and our financiahdition will suffer.

If we are unable to establish sales and marketing capabilities or enter into additional agreementswith third parties to market and sell our
product candidates, we may be unable to generate significant product revenue.

We do not have an internal sales organization amtiave no experience in the sales and distribatigrharmaceutical products. There
are risks involved with establishing our own salapabilities and increasing our marketing capéidljtas well as entering into arrangements
with third parties to perform these services. Dep#lg an internal sales force is expensive and tiamsuming and could delay any product
launch. On the other hand, if we enter into arramgygs with third parties to perform sales, marlgtind distribution services, our product
revenues or the profitability of these product raves are likely to be lower than if we market aelil@any products that we develop ourselves.

We may establish our own specialty sales forceaaretigage additional pharmaceutical or other heatthcompanies with an existing
sales and marketing organization and distributi@iesns to sell, market and distribute any futudpcts. We are currently seeking partners
for the development and commercialization of ADASEIM addition to the commercial partnership we erténto with Grupo Ferrer. We al
intend to seek international distribution partnaraddition to Grupo Ferrer for our product cantkda\We may not be able to establish a
specialty sales force or establish sales and loligioin relationships on acceptable terms. Fact@srhay inhibit our efforts to commercialize
any future products without strategic partnerdgaarisees include:

e our inability to recruit and retain adequate nurshreffective sales and marketing person
» the inability of sales personnel to obtain accesw fpersuade adequate numbers of physicians senive any future product
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» the lack of complementary products to be offereddlgs personnel, which may put us at a competiis@dvantage relative to
companies with more extensive product lines;

» unforeseen costs and expenses associated witingraatindependent sales and marketing organize

Because the establishment of sales and marketpapidies depends on the progress towards comalenaiion of our product
candidates and because of the numerous risks amdtaimties involved with establishing our own sad@d marketing capabilities, we are
unable to predict when, if ever, we will establ@ir own sales and marketing capabilities. If weraneable to partner with additional third
parties and are unsuccessful in recruiting saldawarketing personnel or in building a sales andketang infrastructure, we will have
difficulty commercializing our product candidategiich would adversely affect our business and fiercondition.

If welose our key personnel or are unable to attract and retain additional personnel, we may be unable to develop or commercialize our
product candidates.

We are highly dependent on our President and Ghie€utive Officer, Thomas B. King, the loss of wlaervices might adversely
impact the achievement of our objectives. In additrecruiting and retaining qualified clinicaljesttific and engineering personnel to manage
clinical trials of our product candidates and tofpen future research and development work wilchical to our success. There is currently a
shortage of skilled executives in our industry, ethis likely to continue. As a result, competition skilled personnel is intense and the
turnover rate can be high. Although we believe vilehe successful in attracting and retaining dfiiedi personnel, competition for experiencec
management and clinical, scientific and engineep@gonnel from numerous companies and academiotardresearch institutions may lir
our ability to do so on acceptable terms. In additive do not have employment agreements with &oymoemployees, and they could leave
our employment at will. We have change of contgyegments with our executive officers and vice idergts that provide for certain benefits
upon termination or a change in role or resporigitiih connection with a change of control of oongpany. We do not maintain life insurance
policies on any employees. Failure to attract atdim personnel would prevent us from developingd)@mmercializing our product
candidates.

If plaintiffs bring product liability lawsuits against us, we may incur substantial liabilities and may be required to limit commercialization of
the product candidates that we may develop.

We face an inherent risk of product liability aseault of the clinical testing of our product cadaties in clinical trials and will face an
even greater risk if we or any partner we have ay wbtain commercializes any products. We may I lf#ble if any product we develop
causes injury or is found otherwise unsuitableruproduct testing, manufacturing, marketing oe sRlegardless of merit or eventual
outcome, liability claims may result in decreasechdnd for any product candidates that we may dpyéifury to our reputation, withdrawal
of clinical trials, costs to defend litigation, stiéntial monetary awards to clinical trial partanips or patients, loss of revenue and the inability
to commercialize any products that we develop. \Aeetproduct liability insurance that covers ouniclal trials up to a $10 million aggregate
annual limit. We intend to expand product liabilifgurance coverage to include the sale of commlgocoducts if we obtain marketing
approval for ADASUVE or any other products thatmvay develop. However, this insurance may be prawdly expensive, or may not fully
cover our potential liabilities. Inability to obtasufficient insurance coverage at an acceptaldearctherwise to protect against potential
product liability claims could prevent or delay ttmmercialization of our product candidates. Ifave sued for any injury caused by any
future products, our liability could exceed ouralassets.

Healthcare law and policy changes, based on recently enacted legisation, may have an adverse effect on us.

Healthcare costs have risen significantly overgast decade. In March 2010, President Obama sifpeddatient Protection and
Affordable Care Act, as amended by the Health @aceEducation Reconciliation Act of 2010, or, colieely, the Healthcare Reform Act.
This law substantially changes the way health tafi@anced by both governmental and private insJr@nd significantly impacts the
pharmaceutical industry. The Healthcare Reformabettains a number of provisions that are expea@ahpact our business and operations,
including provisions governing enrollment in feddraalthcare programs, reimbursement and discawgrams and fraud and abuse
prevention and control, which will impact existiggvernment healthcare programs and will resulhéndevelopment of new programs,
including Medicare payment for performance initias and improvements to the physician quality répgisystem and feedback program. We
anticipate that if we obtain approval for our protdcandidates, some of our revenue and the revieomneour collaborators may be derived
from U.S. government healthcare programs, includiiieglicare. Additionally, in 2009, the DepartmenDsfense implemented a program
pursuant to the National Defense Authorization fsctFiscal Year 2008 that requires rebates, basdgedleral statutory pricing, from
manufacturers of innovator drugs and biologicstifermore, the Healthcare Reform Act imposes a restudtible fee treated as an excise tax
on pharmaceutical manufacturers or importers whidts@nded prescription drugs,” which includes awator drugs and biologics (excluding
generics, over-the-counter drugs, and certain orplnags) to U.S. government programs. We expetthieaHealthcare Reform Act and other
healthcare reform measures that may be adoptée ifuture could have an adverse effect on our ingdgenerally and our ability to
successfully commercialize our product candidatesoald limit or eliminate our spending on develagrhprojects.
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In addition to this legislation, there will contietio be proposals by legislators at both the fédera state levels, regulators and third-
party payors to keep these costs down while expanddividual healthcare benefits. Certain of thelsanges could impose limitations on the
prices we will be able to charge for any productdidates that are approved or the amounts of raiseluent available for these products from
governmental agencies or third-party payors, or masease the tax obligations on life sciences amgs such as ours. While it is too early to
predict specifically what effect the Health Refoft and its implementation or any future legislatir policies will have on our business, we
believe that healthcare reform may have an adwdfset on our business and financial condition.

Our product candidates AZ-002, AZ-003 and AZ-007 contain drug substances that are regulated by the U.S. Drug Enforcement
Administration. Failure to comply with applicable regulations and regquirements could harm our business.

The Controlled Substances Act imposes various tragjisn, recordkeeping and reporting requirememrscurement and manufacturing
quotas, labeling and packaging requirements, dgatontrols and a restriction on prescription iefin certain pharmaceutical products. A
principal factor in determining the particular régments, if any, applicable to a product is iteiator potential abuse profile. The U.S. Drug
Enforcement Administration, or DEA, regulates chemhcompounds as Schedule |, II, IIl, IV or V sw#rstes, with Schedule | substances
considered to present the highest risk of substahuse and Schedule V substances the lowest riigkazblam, the APl in AD02, is regulate
as a Schedule IV substance, fentanyl, the APIir0QZ, is regulated as a Schedule Il substancezaleglon, the APl in AZ-007, is regulated
as a Schedule IV substance. Each of these produdtdates is subject to DEA regulations relatinghmufacture, storage, record keeping ant
reporting, distribution and physician prescriptfmocedures, and DEA regulations may impact the anofuthe scheduled substance that
would be available for clinical trials and commaidistribution. As a Schedule Il substance, feyitésisubject to more stringent controls,
including quotas on the amount of product thatlmamanufactured as well as a prohibition on thilinef of prescriptions without a new
prescription from the physician. The DEA periodigahspects facilities for compliance with its raland regulations. Failure to comply with
current and future regulations of the DEA coulddléma variety of sanctions, including revocationdenial of renewal, of DEA registrations,
injunctions, or civil or criminal penalties and ddtnarm our business, financial condition and rssoi operations.

The single dose version of our Staccato system contains materialsthat are regulated by the U.S. government, and failure to comply with
applicable regulations could harm our business.

The single dose version of oBtaccatesystem uses energetic materials to generate titehrapting necessary for vaporizing the drug,
while avoiding degradation. Manufacture of prodwaiataining energetic materials is controlled by thS. Bureau of Alcohol, Tobacco,
Firearms and Explosives, or ATF. Technically, thergetic materials used in o8taccatcsystem are classified as “low explosives,” and the
ATF has granted us a license/permit for the manufawf such low explosives. Additionally, due nelusion of the energetic materials in our
Staccatosystem, the U.S. Department of Transportation, @ Pmight regulate shipments of the single dossigarof ourStaccatesystem.
However, the DOT has granted the single dose verdiourStaccatesystem “Not Regulated as an Explosive” statusuFailo comply with
the current and future regulations of the ATF orlDépuld subject us to future liabilities and coblrm our business, financial condition and
results of operations. Furthermore, these reguilatamuld restrict our ability to expand our fa@iit or construct new facilities or could require
us to incur other significant expenses in orden#intain compliance.

We use hazardous chemicals and highly combustible materialsin our business. Any claims relating to improper handling, storage or disposal
of these materials could be time consuming and costly.

Our research and development processes involveotiteolled use of hazardous materials, includingnaicals. We also use energetic
materials in the manufacture of the chemical haakages that are used in our single dose devicgsogrations produce hazardous waste.
We cannot eliminate the risk of accidental contation or discharge or injury from these materigksderal, state and local laws and
regulations govern the use, manufacture, storagelling and disposal of these materials. We coaldubject to civil damages in the event of
an improper or unauthorized release of, or expostiredividuals to, hazardous materials. In additiolaimants may sue us for injury or
contamination that results from our use of thesgeri@ds and our liability may exceed our total ass€ompliance with environmental and
other laws and regulations may be expensive, anmémuor future regulations may impair our reseadetvelopment or production efforts.

Certain of our suppliers are working with theseetypf hazardous and energetic materials in cororestith our component
manufacturing agreements. In the event of a lavesuiitvestigation, we could be held responsibleaioy injury caused to persons or property
by exposure to, or release of, these hazardousi@rgetic materials. Further, under certain cir¢dances, we have agreed to indemnify our
suppliers against damages and other liabilitiesragiout of development activities or products prcetl in connection with these agreements.

44



Table of Contents

We will need to implement additional finance and accounting systems, procedures and controlsin the future as we grow and to satisfy new
reporting requirements.

The laws and regulations affecting public comparireduding the current provisions of the Sarba@®edey Act of 2002, or Sarbanes-
Oxley, and rules enacted and proposed by the SE®wiThe NASDAQ Global Market, will result in in@sed costs to us as we continue to
undertake efforts to comply with rules and resptinthe requirements applicable to public companiég. rules make it more difficult and
costly for us to obtain certain types of insuraneeluding director and officer liability insurancand we may be forced to accept reduced
policy limits and coverage or incur substantialighter costs to obtain the same or similar coveesgeompared to the polices previously
available to public companies. The impact of thesents could also make it more difficult for usattract and retain qualified persons to serve
on our board of directors or our board committeessoexecutive officers.

As a public company, we need to comply with SarbaDgley and the related rules and regulations ®&BC, including expanded
disclosure, accelerated reporting requirementsam@ complex accounting rules. Compliance with i8act04 of Sarbanes-Oxley and other
requirements will continue to increase our costsraguire additional management resources. Weneét to continue to implement additional
finance and accounting systems, procedures andot®at we grow to satisfy new reporting requiretsewe currently do not have an internal
audit group. In addition, we may need to hire @ddél legal and accounting staff with appropriatpexience and technical knowledge, and we
cannot assure you that if additional staffing isessary that we will be able to do so in a timalghion.

Our businessis subject to increasingly complex corporate governance, public disclosure and accounting requirements that could adversely
affect our business and financial results.

We are subject to changing rules and regulatiorisd®ral and state government as well as the swchkange on which our common
stock is listed. These entities, including the RuBlompany Accounting Oversight Board, the SEC @hd NASDAQ Global Market, have
issued a significant number of new and increasioglyplex requirements and regulations over thesmoaf the last several years and continue
to develop additional regulations and requireméentssponse to laws enacted by Congress. On JUl¥@D, the Dodd-Frank Wall Street
Reform and Protection Act, or the Dodd-Frank Acisvenacted. The Dodd-Frank Act contains significanporate governance and executive
compensation-related provisions, some of whichSbeurities and Exchange Commission, or SEC, haleimgnted by adopting additional
rules and regulations in areas such as the comi@m®d executives, referred to as “say-on-pafe cannot assure you that we are or will k
compliance with all potentially applicable regutets. If we fail to comply with the Sarbanes Oxlegt Af 2002, the Dodd-Frank Act and
associated SEC rules, or any other regulations;outel be subject to a range of consequences, iimgudstrictions on our ability to sell equity
securities or otherwise raise capital funds, théisliemg of our common stock from The NASDAQ Glothrket, suspension or termination of
our clinical trials, failure to obtain approvalrimarket ADASUVE, restrictions on future productsooir manufacturing processes, significant
fines, or other sanctions or litigation. Our effotd comply with these requirements have resuitednd are likely to continue to result in, an
increase in expenses and a diversion of managesit@ng from other business activities.

Our workforce reduction in February 2012 and any future workforce and expense reductions may have an adverse impact on our internal
programs and may divert management attention.

In February 2012, we conducted a strategic redudtimur workforce of approximately 38% of our eay#es in order to preserve our
capital resources and to manage our operating sggefhis and any other additional reductions mwarkforce may limit our ability to
complete all of our corporate objectives. We maydspiired to implement further workforce and exmgereluctions in the future. Further
workforce and expense reductions could resultdimiced progress on our internal programs. In addigmployees, whether or not directly
affected by a reduction, may seek future employmséifit our business partners or our competitorsh@dgh our employees are required to
a confidentiality agreement at the time of hire, donfidential nature of certain proprietary infation may not be maintained in the course of
any such future employment. In addition, the impatation of expense reduction programs may resutie diversion of efforts of our
executive management team and other key employbésh could adversely affect our business. In aoldjtthe workforce reduction may
make retaining and motivating the remaining workéomore difficult, causing us to lose the servioiesmployees that we rely upon.

We could be adversely affected by violations of applicable anti-corruption laws such asthe U.S. Foreign Corrupt Practices Act and the U K.
Bribery Act of 2010.

Anti-corruption laws, such as the U.S. Foreign GptPractices Act and the U.K. Bribery Act of 20@@nerally prohibit directly or
indirectly giving, offering, or promising anythiraf value to improperly induce the recipient to actrefrain from acting, in a manner that
would confer a commercial advantage. The anti-byilpeovisions of the U.S. Foreign Corrupt Practiées generally prohibit directly or
indirectly giving, offering or promising an inducemt to a public official (broadly interpreted) torauptly influence the official’s actions in
order to obtain a commercial advantage. The U.kbdéy Act of 2010 prohibits both domestic and intional bribery, as well as bribery in
both the private and public sectors. In additianpeganization that “fails to prevent bribetyy anyone associated with the organization me
charged under the U.K. Bribery Act unless the oizgtion can establish the defense of having implgetk“adequate procedures” to prevent
bribery. If we receive approval to market ADASUVE,
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we plan to adopt and implement policies and proeesito ensure that those involved in the markesatg, and distribution of our products are
both aware of these legal requirements and conuirtitteomplying therewith. However, we cannot assboa¢ these policies and procedures
will protect us from potentially illegal acts contteid by individual employees or agents. If we wierend to be liable for anti-bribery law
violations, we could be subject to criminal or tpenalties or other sanctions that could have ten@h adverse effect on our business and
financial condition.

If ADASUVE isapproved for marketing, we will be subject to significant ongoing regulatory obligations and oversight, which may result in
significant additional expense and limit our ability to commercialize our products.

If ADASUVE or any of our other product candidates approved for marketing, we will be subject gn#icant ongoing regulatory
obligations, such as safety reporting requiremgrgspdic and annual reporting requirements, artitiadal post-marketing obligations,
including regulatory oversight of the promotion andrketing of our products. In addition, the mactdee, labeling, packaging, distribution,
import, export, adverse event reporting, storageedising, promotion and recordkeeping for anypwif product candidates that may be
approved by the FDA or foreign regulatory authestwill be subject to extensive and ongoing regmatequirements. If we receive regulat
approvals to sell our products, the FDA and foreggulatory authorities may impose significantriesons on the indicated uses or marketing
of our products, or impose requirements for burderespost-approval study commitments. The termsgfpmoduct approval, including
labeling, may be more restrictive than we desie @yuld affect the commercial potential of the pratd If we become aware of previously
unknown problems with any of our products in thetekh States or overseas or at our contract manurtast facilities, a regulatory agency m
impose labeling changes or restrictions on our yets] our strategic collaborators, our manufactuoeron us. In such an instance, we could
experience a significant drop in the sales of fiected products, our product revenues and reutdti the marketplace may suffer, and we
could become the target of lawsuits.

The FDA and other governmental authorities alsivelgt enforce regulations prohibiting off-label jpnotion, and the government has
levied large civil and criminal fines against comigs for alleged improper promotion. The governniexs also required companies to enter
into complex corporate integrity agreements andéor-prosecution agreements that impose signifiegdrting and other burdens on the
affected companies.

If we are approved for marketing, we will also lbéject to regulation by regional, national, staid fbbcal agencies, including the DEA,
the Department of Justice, the Federal Trade Cosiomsthe Office of Inspector General of the U.8pBrtment of Health and Human Serv
and other regulatory bodies, as well as governnhanthorities in those foreign countries in whick may in the future commercialize our
products. The FDCA, the Public Health Service Aot Social Security Act, and other federal andestédtutes and regulations govern to
varying degrees the research, development, manuifagtand commercial activities relating to pregtion pharmaceutical products, including
preclinical testing, approval, production, labelisgle, distribution, import, export, post-marketveillance, advertising, dissemination of
information, promotion, marketing, and pricing tmvgernment purchasers and government healthcaregonsg Any manufacturing, licensing,
or commercialization partners we have or may inftthere have, including Grupo Ferrer, will be suj® many of the same requirements.

The Federal Anti-Kickback Statute prohibits, amatiger things, knowingly and willfully offering, pag, soliciting, or receiving
remuneration to induce or in return for purchaslagsing, ordering or arranging for the purchasasé or order of any healthcare item or
service reimbursable under Medicare, Medicaid beptederally financed healthcare programs. Thigitt has been interpreted to apply to
arrangements between pharmaceutical companiesehand and prescribers, purchasers and formulamageas on the other. Although there
are a number of statutory exemptions and regulaafy harbors protecting certain common manufachusiness arrangements and activities
from prosecution, the exemptions and safe harlrersimawn narrowly, and practices that involve rearation may be subject to scrutiny if
they do not qualify for an exemption or safe harihany pharmaceutical and other healthcare compdraee been investigated and have
reached substantial financial settlements withfélderal government under these laws for a varieglleged marketing activities, including
providing free product to customers with the exptgh that the customers would bill federal progsdor the product; providing consulting
fees, grants, free travel, and other benefits tsiglans to induce them to prescribe the compaproducts; and inflating prices reported to
private price publication services, which are uteset drug payment rates under government headthpcagrams. We intend to comply with
the exemptions and safe harbors whenever posbilil@ur practices may not in all cases meet athefcriteria for safe harbor protection from
anti-kickback liability.

The Federal False Claims Act prohibits any persomfknowingly presenting, or causing to be prestraefalse claim for payment to the
federal government, or knowingly making, or caudim¢pe made, a false statement to get a false gaich Although we will not directly file
claims, companies have been prosecuted for catelsgclaims to be submitted because of the maudseti their products for unapproved, and
thus non-reimbursable, uses. Pharmaceutical ard bdalthcare companies have also been prosecutetther legal theories of Medicare and
Medicaid fraud.

The majority of states also have statutes or réignis similar to the federal anti-kickback law datse claims laws, which apply to items
and services reimbursed under Medicaid and othéz grograms, or, in several states, apply regssdlethe payor.
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Several states now require pharmaceutical compémieport expenses relating to the marketing andchption of pharmaceutical products ¢

to report gifts and payments to individual physisian the states. Other states prohibit providirgisito prescribers or other marketing-relate
activities. In addition, California, Connecticutetada, and Massachusetts require pharmaceuticgaroes to implement compliance
programs or marketing codes. Currently, severaitiat@l states are considering similar proposals.

Compliance with various federal and state lawsff&cdIt and time consuming, and companies thatat®them may face substantial
penalties. The potential sanctions include civinetary penalties, exclusion of a company’s prodfrots reimbursement under government
programs, criminal fines and imprisonment. Becanfgbe breadth of these laws and the lack of exterisgal guidance in the form of
regulations or court decisions, it is possible #whe of our business activities could be subgechtllenge under one or more of these laws if
any of our product candidates are approved for etanyg. Such a challenge could have a material aéveffect on our business and financial
condition.

The number and complexity of both federal and dtats continues to increase, and additional govemtai resources are being added t
enforce these laws and to prosecute companiesdndduals who are believed to be violating thempaérticular, the Federal Anti-Kickback
Statute and the Federal False Claims Act includenaber of provisions aimed at strengthening theegawent’s ability to pursue arkiekback
and false claims cases against pharmaceutical metouérs and other healthcare entities, includiigstantially increased funding for
healthcare fraud enforcement activities, enhanceelstigative powers, amendments to the False Clachthat make it easier for the
government and whistleblowers to pursue casedltganl kickback and false claim violations. Whilésitoo early to predict what effect these
changes will have on our business, we anticipategbvernment scrutiny of pharmaceutical salesmarketing practices will continue for the
foreseeable future and subject us to the risk ségument investigations and enforcement actioasyfof our product candidates are approve
for marketing. Responding to a government invesiigeor enforcement action would be expensive and-tonsuming, and could have a
material adverse effect on our business and fim&oondition. If we or any of our partners faildcomply with applicable federal, state, local, ol
foreign regulatory requirements, we or they cowddshbbject to a range of regulatory actions thatdcaffect our or our partners’ ability to
commercialize our products if any of our produatdidates are approved for marketing and could tarprevent sales of the affected
products, or could substantially increase the castsexpenses of commercializing and marketingooaalucts if any of our product candidates
are approved for marketing. Any threatened or agogernment enforcement action could also generdverse publicity and require that we
devote substantial resources that could otherwgsaskd in other aspects of our business.

Our facility islocated near known earthquake fault zones, and the occurrence of an earthquake or other catastrophic disaster could damage
our facility and equipment, which could cause usto curtail or cease operations.

Our facility is located in the San Francisco Bag&near known earthquake fault zones and, therefovalnerable to damage from
earthquakes. We are also vulnerable to damagedtber types of disasters, such as power loss flireds and similar events. If any disaster
were to occur, our ability to operate our businemdd be seriously impaired. We currently may ritdhadequate insurance to cover our losse
resulting from disasters or other similar signifithusiness interruptions, and we do not plan tahmse additional insurance to cover such
losses due to the cost of obtaining such coveragg significant losses that are not recoverablesurmdir insurance policies could seriously
impair our business, financial condition and resoftoperations.

Risks Relating to Owning Our Common Stock
Our stock price has been and may continue to be extremely volatile.

Our common stock price has experienced large faticins. In addition, the trading prices of lifeesute and biotechnology company
stocks in general have experienced extreme prictufitions in recent years. The valuations of nid@yscience companies without consistent
product revenues and earnings are extraordinagly based on conventional valuation standards, aagirice to revenue ratios. These trading
prices and valuations may not be sustained. Angtiggchange in the public’s perception of the pexss of life science or biotechnology
companies could depress our stock price regardfemsr results of operations. Other broad marketiadustry factors may decrease the
trading price of our common stock, regardless affmrformance. Market fluctuations, as well as gehgolitical and economic conditions si
as terrorism, military conflict, recession or irgst rate or currency rate fluctuations, also mayefese the trading price of our common stock.
In addition, our stock price could be subject tdaviluctuations in response to various factorduutiag:

» actual or anticipated regulatory approvals or-approvals of our product candidates or competioglycts;
» actual or anticipated cash depletion of our finahesources

e actual or anticipated results and timing of ounickl trials;

» changes in laws or regulations applicable to oadpct candidate:

e changes in the expected or actual timing of ouettgwment programs, including delays or cancellatioiclinical trials for our
product candidate:

» period to period fluctuations in our operating test
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» announcements of new technological innovationsear products by us or our competitc

» changes in financial estimates or recommendatigrseburities analyst:

» sales results for ADASUVE, if it is approved for rketing;

« our ability to manufacture our product candidates eost effective price, if approved for markefi

» conditions or trends in the life science and bibtexdogy industries

« changes in the market valuations of other life soéeor biotechnology companie

» developments in domestic and international govermalgolicy or regulations

e announcements by us or our competitors of signmifiegquisitions, strategic partnerships, joint vees$ or capital commitment
» additions or departures of key personi

» disputes or other developments relating to progryetights, including patents, litigation matterglaour ability to obtain patent
protection for our technologie

» sales of our common stock (or other securitiesygyyanc
» sales and distributions of our common stock bystockholders

In the past, stockholders have often institutedistes class action litigation after periods ofatdity in the market price of a company’s
securities. If a stockholder files a securitiesslaction suit against us, we would incur subsiblggal fees, and our management’s attention
and resources would be diverted from operatingoosiness in order to respond to the litigation.

If we sell shares of our common stock in future financings, existing common stockholders will experience immediate dilution and, asa
result, our stock price may go down.

We will need to raise additional capital to fund operations, to develop our product candidatedet@lop our commercialization plans,
to expand our market knowledge and to continualewelopment of our commercial manufacturing cajitédsl We may obtain such financing
through the sale of our equity securities from ttméime. As a result, our existing common stockleos will experience immediate dilution
upon any such issuance. For example, in May 201ksued 1,192,703 shares of our common stock an@mia to purchase up to an
additional 417,446 shares of our common stockriegéstered direct offering, in February 2012, wsuéd 4,400,000 shares of our common
stock and warrants to purchase up to an additibd®l0,000 shares of our common stock in an undgenrpublic offering, in March 2012, we
issued 241,936 shares of our common stock in afgriplacement to Grupo Ferrer, in July 2012 weeid€80,429 shares of our common stock
to Azimuth in consideration for its execution araligery of the Purchase Agreement and in AugustSeytember 2012, we issued an
aggregate of 3,489,860 shares of our common stodkimuth under the Purchase Agreement. If we @nterother financing transactions in
which we issue equity securities in the future, existing common stockholders will experience immagaldilution upon any such issuance.

If wefail to maintain compliance with the listing requirements of The NASDAQ Global Market, we may be delisted and the price of our
common stock and our ability to access the capital markets could be negatively impacted.

Our common stock is currently listed on The NASD&@bal Market. To maintain the listing of our commstock on The NASDAQ
Global Market, we are required to meet certaimngstequirements, including, among others, eitfiga minimum closing bid price of $1.00
per share, a market value of publicly held shaegslgding shares held by our executive officerseadrs and 10% or more stockholders) of a
least $5 million and stockholders’ equity of atde$f10 million; or (ii) a minimum closing bid pria# $1.00 per share, a market value of
publicly held shares (excluding shares held byexcutive officers, directors, affiliates and 10#4wre stockholders) of at least $15 million
and a total market value of listed securities déast $50 million. On January 31, 2012, we recka@otice from The NASDAQ Stock Market
indicating that our common stock had not met th@&per share minimum closing bid price requirenfen80 consecutive business days and
that, if we were unable to demonstrate complianitie thiis requirement during the applicable graceqas, our common stock would be
delisted after that time. We were notified thativeel regained compliance with the minimum closirgyrleiquirement on June 27, 2012 after
one for ten reverse stock split.

This reverse stock split may not prevent our comstook from dropping back down below The NASDAQ K&bMarket minimum
closing bid price requirement in the future. lalso possible that we would otherwise fail to $atother NASDAQ Global Market
requirement for continued listing of our commonc&toAs of October 26, 2012, the total market valtieur publicly held shares of our
common stock (excluding shares held by our exeeufficers, directors, affiliates and 10% or maekholders) was $75.2 million and the
total market value of our listed securities was.$78illion and the closing bid price of our commeinck was $5.07 per share. As of
September 30, 2012, we had stockholders’ equi$16f3 million.
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There can be no assurance that we will be sucdéssfaintaining our listing of our common stock ®he NASDAQ Global Market, or,
if transferred, on The NASDAQ Capital Market, armdild be subject to delisting. This could impair tigeiidity and market price of our
common stock. In addition, the delisting of our eoan stock from a national exchange could materidiyersely affect our access to capital
markets, and any limitation on market liquidityreduction in the price of our common stock as altex that delisting could adversely affect
our ability to raise capital on terms acceptabladpor at all.
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PART Il. OTHER INFORMATION
Item 1. Legal Proceedings
None.

Item 2. Unregistered Sales of Equity Securities andse of Proceeds
Recent Sales of Unregistered Equity Secur
None.

Use of Proceeds from the Sale of Registered Sexurit
Not applicable

Issuer Purchases of Equity Securit
None.

Item 3. Defaults Upon Senior Securities
None.

Item 4. Mine Safety Disclosures
None.

Iltem 5. Other Information
None.

Iltem 6. Exhibits

See the Exhibit Index following the signature pagthis Quarterly Report on Form IDfor a list of exhibits filed or furnished withighreport,
which Exhibit Index is incorporated herein by refece.
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SIGNATURES

Pursuant to the requirements of the Securities &xgh Act of 1934, the Registrant has duly causseddiport to be signed on its behalf by the
undersigned thereunto duly authorized.

Alexza Pharmaceuticals, Inc.
(Registrant

November 6, 201 /s/ Thomas B. King
Thomas B. King
President and Chief Executive Offic
(principal executive officel

November 6, 201 /s/ Mark K. Oki

Mark K. Oki
Senior Vice President, Finance, Chief Financiaideffand Secretal
(principal financial officer and principal accoumty officer)
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3.1
3.2
3.3
3.4
3.5
4.1
4.2

10.1
10.2*
31.1
31.2
32.1

101.INSt
101.SCH:
101.CAL{
101.LAB#%
101.PRE:

E XHIBIT | NDEX

Restated Certificate of Incorporation.

Certificate of Amendment to Restated Certificaténarporation. (1
Certificate of Amendment to Restated Certificaténarporation. (1
Amended and Restated Bylaws.

Amendment to Amended and Restated Bylaws

Specimen Common Stock Certificate.

Second Amended and Restated Investors’ Right Ageaedated November 5, 2004, by and between Alerdacartain
holders of Preferred Stock. (

Common Stock Purchase Agreement between Alexz#ainaduth Opportunity, L.P. dated July 20, 2012.
Form of Amended Change of Control Agreement betwderza and each of its officet

Certification required by Rule 1-14(a) or Rule 15-14(a).

Certification required by Rule 1-14(a) or Rule 15-14(a).

Certifications required by Rule 13a-14(b) or Rubel414(b) and Section 1350 of Chapter 63 of Titleol&he United States
Code (18 U.S.C. 135C

XBRL Instance Document (furnished electronicallydweith).

XBRL Taxonomy Extension Schema Document (furniseledtronically herewith)

XBRL Taxonomy Extension Calculation Linkbase Docutn@urnished electronically herewitt
XBRL Taxonomy Extension Label Linkbase Documentrfshed electronically herewitt

XBRL Taxonomy Extension Presentation Linkbase Doenmngfurnished electronically herewitl

* Management contract or compensation plan or arraage

¥ XBRL (Extensible Business Reporting Language)rimfation is furnished and not filed or a part ségistration statement or prospectus
for purposes of sections 11 or 12 of the Securiietsof 1933, as amended, is deemed not filed twppses of section 18 of the Securities
Exchange Act of 1934, as amended, and otherwisetisubject to liability under these sectic

(1) Incorporated by reference to exhibits to our Regigin Statement on Forn-3 filed on June 26, 2012 (File No. -182341).

(2) Incorporated by reference to exhibits to ougiReation Statement on Form S-1 filed on Decen®2212005, as amended (File No. 333-

130644).

(3) Incorporated by reference to our Annual Report omF1(-K (File No. 00(-51820) as filed with the SEC on March 17, 2C
(4) Incorporated by reference to our Current Repofomm ¢-K (File No. 00(-51820) as filed with the SEC on July 23, 20
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V 1A H AND D ELIVERY

Alexza Pharmaceuticals, Inc.
2091 Stierlin Court
Mountain View, CA 94043

Re: Change of Control Agreement
Dear

In consideration of your continued employment, Ze®harmaceuticals, Inc. (th€bmpany”) is pleased to offer you the following
agreement regarding your severance benefits (&gréement”). This Agreement amends and supersedes any bpdalagreements with
respect to your severance benefits and any suchagireements are hereby expressly supersede@pladead in their entirety by this
Agreement and shall have no further force or effect

1. At-Will Employment. Nothing in this Agreement alters the at-will natofeyour employment relationship with the CompaBybject
to the terms of this Agreement, either you or tlen@any may terminate your employment relationshigng time, with or without Cause or
advance notice. In particular, nothing expressedplied in this Agreement will create any rightduty on the part of the Company to have
you remain in the employment of the Company or sutysidiary prior to or following any Corporate Tsaction.

2. Termination. You and the Company each acknowledge that eithrty pas the right to terminate your employment wite Company
at any time for any reason whatsoever, with or aiticause or advance notice pursuant to the faligwi

(a) Termination by Death or Disability. In the event you shall die during the period of yemployment hereunder or become
permanently disabled, as evidenced by your ingtiitcarry out your job responsibilities for a donbus period of six months, your
employment and the Company’s obligation to makeygayts hereunder shall terminate on the date of geath, or the date upon which, in the
sole reasonable determination of the Board of Barsoof the Company, you have failed to carry aunjob responsibilities for six months,
except the Company shall pay you (or your est@t@nf salary earned but unpaid prior to such teatidbn and all accrued but unused vaca
and (i) any business expenses incurred by yowmmection with your performance of your duties,axding to the policies of the Company,
that were incurred but not reimbursed as of the dasuch termination. Vesting of any of your stogikions outstanding on the date of
termination shall cease on the date of terminafidre Company'’s ability to terminate you as a resfiliny disability shall be to the extent
permitted by state and/or federal law.



(b) Voluntary Resignation. In the event you voluntarily resign from your empitent with the Company (other than for Good
Reason as defined below), the Company’s obligatianake payments hereunder shall cease upon ssigha&on, except the Company shall
pay you (i) any salary earned but unpaid priohmresignation and all accrued but unused vacadiuh(ii) any business expenses incurred by
you in connection with your performance of youridsit according to the policies of the Company, teate incurred but not reimbursed a
the date of resignation. Vesting of any of yourcktoptions outstanding on the date of resignati@ll €ease on the date of resignation.

(c) Termination for Cause.In the event you are terminated by the CompanZause (as defined below), the Company’s
obligation to make payments hereunder shall cepse the date of receipt by you of written notice anplanation of such termination (the “
Date of Termination ” for purposes of this paragraph 2(c)), exceptGoenpany shall: pay you (i) any salary earned bpaichprior to the
Date of Termination, all accrued but unused vaoadiod (ii) any business expenses, incurred by yaomnnection with your performance of
your duties, according to the policies of the Comypahat were incurred but not reimbursed as ofahte of Termination. Vesting of any stc
options outstanding on the Date of Terminationlstedse on the Date of Termination.

(d) Termination by the Company Without Cause or Regnation for Good Reason in Connection with a Corprate
Transaction. Subject to the terms and conditions of this Agresinthe Company will provide you with Severance &és (as defined in
Section 3) if a Corporate Transaction occurs anaf,agr within three (3) months prior to or twel{&2) months after, the effective time of such
Corporate Transaction (i) the Company terminates yonployment without Cause or (ii) you resign yearployment for Good Reason. You
will not be entitled to receive any Severance Bigndf(i) the Company terminates your employmemnt€ause, (ii) you resign from your
employment with the Company other than for Good€Rea(iii) your employment with the Company term@saas a result of your death or
disability or (iv) the Company terminates your eagypshent without Cause or you resign your employni@nGood Reason other than in
connection with a Corporate Transaction as destiitnéhe preceding sentence. In addition, to therexhat any federal, state or local laws,
including, without limitation, so-called “plant dmg” laws, require the Company to give advancéceair make a payment of any kind to you
because of your involuntary termination due toyatf reduction in force, plant or facility closingale of business, change of control, or any
other similar event or reason, the Severance Bsrgdyable under this Agreement shall be reduced imamount equal to any such payment
received by you, such that the total amounts paiddo not exceed the Severance Benefits speciéegirh The Severance Benefits provided
under this Agreement are intended to satisfy amlyadinstatutory obligations that may arise out ofiyinvoluntary termination of employment
for the foregoing reasons.

3. Description of Severance Benefit&or purposes of this AgreementSéverance Benefit§ are defined as:

(a) severance pay (theSeverance Pay) equivalent to twelve (12) months of your BaséaBa(as defined below) plus an amount
equal to the greater of (i) the annual bonus paigbtl for the last completed fiscal year and ig amount of your target bonus established for
the fiscal year in which the Notice Date falls; yided that if no target bonus has been
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established for the fiscal year in which the Nofizse falls, item (ii) shall be the amount of yoarget bonus established for the immediately
preceding fiscal year. The date you are naotified yfour employment with the Company is being teatéd without Cause or the date you
notify the Company that you are terminating youp@yment for Good Reason, shall be referred toihexe the ‘Notice Date.” Subject to th
final sentence of this Section 3, the Severancevilape paid in a single lump sum cash paymenhiniseven days after the effective date of
the release described below, and will be subjestandard payroll deductions and withholdings;

(b) all stock options, restricted stock units and osteck awards in the Company theretofore grantgetn and any restricted stc
owned by you subject to a right of repurchase leyGbmpany, shall vest immediately upon the Notiagefprovided thatthe relevant stock
option plan and such stock options, restrictedkstaits and other stock awards, as applicable] abahave otherwise terminated in
accordance with the terms thereof; and

(c) reimbursement of your out of pocket costs to caripour group health insurance benefits (and depgrabverage, if
applicable) under COBRA at substantially the sagwellof coverage in effect immediately prior to thatice Date for eighteen (18) months
following the last day of the month in which youotite Date occurs, payable in a single lump surhiwiseven days after the effective date of
the release described below, subject to standamblpdeductions and withholdingprovided, thaeven if you do not elect or are not eligible
receive COBRA, you shall receive the equivalerguwth out of pocket costs.

To receive any of the Severance Benefits, you fimgstsign, date and allow to become effective aggel release of claims in favor of the
Company in the form attached hereto as Exhibith® “ Releas€’). Such Release shall not be signed or dated prithie Notice Date.

To the extent Severance Benefits pursuant to Se8tabove (A) are paid from the date of terminatbgour employment through March 1£
the calendar year following such termination, sBelverance Benefits are intended to constitute agppayments for purposes of

Section 1.409A-2(b)(2) of the Treasury Regulatiand thus payable pursuant to the “short-term daifemule set forth in Section 1.409A-1(b)
(4) of the Treasury Regulations; (B) are paid fwilog said March 15, such Severance Benefits aend#d to constitute separate payments fo
purposes of Section 1.409A-2(b)(2) of the TreafRegulations made upon an involuntary separatiam gervice and payable pursuant to
Section 1.409A-1(b)(9)(iii) of the Treasury Regidas, to the maximum extent permitted by said iovi, and (C) are in excess of the
amounts specified in clauses (A) and (B) of thisageaph, shall (unless otherwise exempt under Trgd®egulations) be considered separate
payments subject to the distribution requiremehSaztion 409A(a)(2)(A) of the Internal Revenue €ad 1986, as amended (the “Code”),
including, without limitation, the requirement oé&ion 409A(a)(2)(B)(i) of the Code that paymentsdelayed until 6 months after your
separation from service if you are a “specified Ey@e” within the meaning of the aforesaid sectibthe Code at the time of such separation
from service.

4. Parachute Payments.

(a) If any Severance Benefits, payment, distributiob@mefit you would receive pursuant to a Corpofasmsaction from the
Company or otherwise, but determined without regarany additional payment required under thisisact(a), (“Payment”) would
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(i) constitute a “parachute payment” within the mieg of Section 280G of the Internal Revenue CddE986, as amended (theCbde™), and
(i) be subject to the excise tax imposed by Seci®99 of the Code or any interest or penaltieaplywith respect to such excise tax (such
excise tax, together with any such interest an@lbies, are hereinafter collectively referred tdtes" Excise Tax”), then you shall be entitled
to receive from the Company an additional paymtg (Gross-Up Payment’) in an amount that shall fund the payment by yoargf Excise
Tax on the Payment as well as all income and empbmy taxes imposed on the Gross-Up Payment, angd&Xax imposed on the Gross-Up
Payment and any interest or penalties imposedn@#pect to income and employment taxes imposedeGtoss-Up Payment.

(b) The accounting firm engaged by the Company for geraidit purposes as of the day prior to the éffeaate of the Corporate
Transaction shall perform the foregoing calculatidfithe accounting firm so engaged by the Compasgrving as accountant or auditor for
the individual, entity or group effecting the Corate Transaction, the Company shall appoint a nalip recognized accounting firm to make
the determinations required hereunder. The Comphaly bear all expenses with respect to the detertioins by such accounting firm requil
to be made hereunder.

(c) The accounting firm engaged to make the deternunathereunder shall provide its calculations, togietvith detailed
supporting documentation, to the Company and ydhimfifteen calendar days after the date on whyiohr right to a Payment is triggered (if
requested at that time by the Company or you) oh siher time as requested by the Company or ydle laccounting firm determines that no
Excise Tax is payable with respect to a Paymeshatl furnish the Company and you with an opimeasonably acceptable to you that no
Excise Tax will be imposed with respect to suchrReryt. Any good faith determinations of the accaumnfirm made hereunder shall be final,
binding and conclusive upon the Company and you.

5. Description of Corporate Transaction.For purposes of this AgreementCbrporate Transaction” is defined as: (i) a sale of
substantially all of the assets of the Companya(inerger or consolidation in which the Companydsthe surviving corporation if,
immediately after the merger or consolidation, steeckholders of the Company immediately prior theedd not beneficially own, directly or
indirectly, either (A) outstanding voting securitieepresenting more than fifty percent (50%) ofdbmbined outstanding voting power of the
surviving entity in such merger or consolidation(B) more than fifty percent (50%) of the combirmdstanding voting power of the paren
the surviving entity in such merger or consolidatim each case in substantially the same propw s their ownership of the outstanding
voting securities of the Company immediately pt@such transaction;; (iii) a reverse merger inclitthe Company is the surviving
corporation but the shares of the Company’s comstock outstanding immediately preceding the meagerconverted by virtue of the merger
into other property, whether in the form of sedesit cash or otherwise if, immediately after thegee, the stockholders of the Company
immediately prior thereto do not beneficially ovdirectly or indirectly, either (A) outstanding viotj securities representing more than fifty
percent (50%) of the combined outstanding votingeroof the surviving entity in such merger or (Byma than fifty percent (50%) of the
combined outstanding voting power of the parerthefsurviving entity in such merger, in each cassubstantially the same proportions as
their ownership of the outstanding voting secwsitié the Company immediately
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prior to such transaction; or (iv) any transactiorseries of related transactions in which in exad$50% of the Company’s voting power is
transferred, other than the sale by the Comparsyozk in transactions the primary purpose of wiscto raise capital for the Company’s
operations and activities.

6. Definition of Base SalaryFor purposes of this Agreement3éase Salary’ means your base salary as of the Notice Datdudixg
the following: any type of bonus payments, comnoissj incentive payments or any other similar rematien paid directly to you, or any otl
income received in connection with stock optioms)jtdbutions made by the Company under any emplbgeefit plan, or similar items of
compensation.

7. Definition of Cause For purposes of this AgreementCause” means (i) your arrest for violation of a statefederal criminal law
involving the commission of any felony against @@mpany; (ii) your intentional, material violatief any material written contract or
agreement between you and the Company (whichy#ide, is not cured within twenty (20) days afteitien notice thereof by the Company to
you); (iii) your unauthorized use or disclosureled Compan’s confidential information or trade secrets; o) (four continued gross
misconduct (which, if curable, is not cured withiventy (20) days after written notice thereof bg thbompany to you). In the event you are
terminated for Cause you will not be entitled te 8everance Benefits, pay in lieu of notice, vegstihany shares under any option plan, ve:
of any unrestricted shares, or any other such cosgimn set forth herein, but you will be entittecall compensation, benefits and
unreimbursed expenses accrued through the dagensiiation. You and the Company acknowledge thatdéfinition of “Cause” is not
intended and does not apply to any aspect of thdaeship between the Company and any of its eygas, including you, beyond determin
your eligibility for the Severance Benefi

8. Definition of Good ReasonFor purposes of this AgreemeniGbod Reasori’ shall mean one or more of the following are unalezn
by the Company or the surviving entity in the apglile Corporate Transaction without your expresgemrconsent: (i) relocation of your ple
of work greater than twenffive miles from your current work location; (ii)decrease in your base salary; (iii) a reductiothéamount of yot
annual target bonus opportunity as in effect piaosuch decrease; or (iv) a significant diminutioryour authority, duties or job responsibilit
as in effect immediately prior to the first annoement relating to the Corporate Transaction. Yalithe Company acknowledge that this
definition of Good Reason is not intended and dwasapply to any aspect of the relationship betwberCompany and any of its employees,
including you, beyond determining your eligibiliigr the Severance Benefits.

9. MiscellaneousThis Agreement constitutes the complete, final @xcusive embodiment of the entire agreement betwee and the
Company with regard to your Severance Benefitis. éntered into without reliance on any promiseepresentation, written or oral, other than
those expressly contained herein, and it supersaueprior or contemporaneous understandings, sissons, correspondence, agreements,
promises, warranties or representations relatirigeteerance Benefits. This Agreement may not be firdddr amended except in writing
signed by you and a duly authorized officer of @mmpany. This Agreement will be deemed to have leedered into and will be construed
and enforced in accordance with the laws of théeSthCalifornia as applied to contracts made and
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to be performed entirely within California. The f)as agree that any action brought by either parinterpret or enforce any provision of this
Agreement shall be brought in, and each party agieeand does hereby, submit to the jurisdictioth wenue of, the appropriate state or fed
court for the district encompassing the Companyiisgipal place of business.

10. Successors and Binding AgreemeniThis Agreement will be binding upon and inurette benefit of the Company and any
successor to the Company, including without linnitatany persons acquiring directly or indirectliy@l substantially all of the business or
assets of the Company whether or not through adZatg Transaction (and such successor shall therdsf deemed the “Company” for the
purposes of this Agreement). This Agreement willrato the benefit of and be enforceable by yousq®al or legal representatives, executor:
administrators, successors, heirs, distributeedeyadees.

11. AmendmentsNo provision of the Agreement may be amended, mextiir waived unless such amendment, modificatronaiver
shall be agreed to in writing and signed by thedsdtige and a duly authorized officer of the Company

12. Severability.If any provision of the Agreement shall be deterino be invalid or unenforceable by a court of petant
jurisdiction, the remaining provisions of the Agmeent shall be unaffected thereby and shall renrmafuli force and effect to the fullest exte
permitted by law.

13. Independent CounselYou acknowledge that this Agreement has been pedpam behalf of the Company by counsel to the Caty
and that this counsel does not represent, and isating on your behalf. You have been providedhait opportunity to consult with your own
counsel with respect to this Agreement. You undexbthat the Company does not make any represamtatiwarranty as to the tax treatment
of your stock options.

14. Counterparts. This Agreement may be executed in one or more eopatts, each of which shall be deemed to be gmnatibut all
of which together will constitute one and the saageeement.

[REMAINDER OF PAGE INTENTIONALLY LEFT BLANK]
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The Company appreciates your continuing contrimstim Alexza Pharmaceuticals, Inc. Please signibtdandicate your understanding and
acceptance of this Agreement and return the sigrnigthal to me at your earliest convenience.

Very truly yours,

A LEXZA P HARMACEUTICALS , I NC.

By:

Name:

Title:

U NDERSTOOD AND A GREED .

[ ] Date



E xHIBIT A
RELEASE

In exchange for the Severance Benefits provide@utite foregoing Change of Control Agreement witbx&a Pharmaceuticals, Inc. (
“ Company”), dated , 20__, and except as set forth in this release:

| agree to the terms in the foregoing Agreement.

In consideration of the payment to me of the Sevegd&enefits set forth in the Agreement, | hereblgase, acquit and forever discharge
the Company, its parents and subsidiaries, and ibsgpective officers, directors, agents, servamtgloyees, attorneys, shareholders,
successors, assigns and affiliates, of and fromaadyall claims, liabilities, demands, causes tibaccosts, expenses, attorneys fees, damage
indemnities and obligations of every kind and natim law, equity, or otherwise, known and unknosuspected and unsuspected, disclosed
and undisclosed, arising out of or in any way e#ladb agreements, events, acts or conduct at meypiior to and including the execution date
of this release, including but not limited to: sdich claims and demands directly or indirectlyiagout of or in any way connected with my
employment with the Company or the terminationhafttemployment; claims or demands related to saemyuses, commissions, stock, stock
options, or any other ownership interests in then@any, vacation pay, fringe benefits, expense rensdments, severance pay, or any other
form of compensation; claims pursuant to any fedstate or local law, statute, or cause of acimtuding, but not limited to, the federal Civil
Rights Act of 1964, as amended,; the federal Amasasith Disabilities Act of 1990; the federal AgésErimination in Employment Act of
1967, as amended (“ADEA"); the California Fair Emyghent and Housing Act, as amended; tort law; emttiaw; wrongful discharge;
discrimination; harassment; fraud; defamation; éomatl distress; and breach of the implied covewégbod faith and fair dealing.

| acknowledge that | am knowingly and voluntarilgiving and releasing any rights | may have underABEA, as amended. | also
acknowledge that the consideration given for thiv@reand release in the preceding paragraph hé&séofaddition to anything of value to
which | was already entitled. | further acknowledigat | have been advised by this writing, as negiby the ADEA, that: (a) my waiver and
release do not apply to any rights or claims thay arise after the execution date of this rele@®d; have been advised hereby that | have the
right to consult with an attorney prior to execagtihis release; (c) | have twentyie (21) days to consider this release (althoughy choose t
voluntarily execute this release earlier); (d) Véaeven (7) days following my execution of thiease to revoke the release; and (e) this re
will not be effective until the date upon which tleeocation period has expired, which will be tighéh day after | execute this release.

| UNDERSTAND THAT THIS AGREEMENT INCLUDES A RELEASEF ALL KNOWN AND UNKNOWN CLAIMS. In giving this
release, which includes claims which may be unkntwme at present, | acknowledge that | have readuaderstand Section 1542 of the
California Civil Code which reads as followA general release does not extend to claims



which the creditor does not know or suspect to extisn his favor at the time of executing the releasevhich if known by him must have
materially affected his settlement with the debtor’ | hereby expressly waive and relinquish all riggutsl benefits under that section and any
law of any jurisdiction of similar effect with respt to my release of any unknown or unsuspectamhslbmay have against the Company.

[ ]

Date:

A LEXZA P HARMACEUTICALS , | NC.

By:

Name;

Title:




Exhibit 31.1
CERTIFICATIONS
I, Thomas B. King certify that:
1. | have reviewed this quarterly report on FormQ@0f Alexza Pharmaceuticals, Inc.:

2. Based on my knowledge, this report does notadorany untrue statement of a material fact or dn#ttate a material fact necessary to
make the statements made, in light of the circuntsts.under which such statements were made, nistadisg with respect to the period
covered by this report;

3. Based on my knowledge, the financial statememts,other financial information included in théport, fairly present in all material
respects the financial condition, results of operatand cash flows of the registrant as of, amdtife periods presented in this report;

4. The registrant’s other certifying officer(s) anare responsible for establishing and maintainlisglosure controls and procedures (as
defined in Exchange Act Rules 13a-15(e) and 15&)}%(nd internal control over financial reportirag defined in Exchange Act Rules 13a-15
(f) and 15d-15(f)) for the registrant and have:

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

b) Designed such internal control over financigloiting, or caused such internal control over fahreporting to be designed
under our supervision, to provide reasonable assareegarding the reliability of financial repogiand the preparation of financial
statements for external purposes in accordancegeitierally accepted accounting principles;

c¢) Evaluated the effectiveness of the registraisslosure controls and procedures and presentdsineport our conclusions
about the effectiveness of the disclosure contints procedures, as of the end of the period coveyehis report based on such
evaluation; and

d) Disclosed in this report any change in the teghid's internal control over financial reportirtgat occurred during the registrant’s
most recent fiscal quarter (the registrant’s fofigbal quarter in the case of an annual repo#) tlas materially affected, or is reasonably
likely to materially affect, the registrant’s intexl control over financial reporting; and

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

a) All significant deficiencies and material weakses in the design or operation of internal corttvelr financial reporting which
are reasonably likely to adversely affect the riegig’s ability to record, process, summarize aqbrt financial information; and

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

Date: November 6, 2012 /sl Thomas B. King
Thomas B. King
President and Chief Executive Offic




Exhibit 31.2
CERTIFICATIONS
I, Mark K. OKki, certify that:

1. | have reviewed this quarterly report on FormQ@0f Alexza Pharmaceuticals, Inc.:

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

3. Based on my knowledge, the financial statememis,other financial information included in théport, fairly present in all material
respects the financial condition, results of operatand cash flows of the registrant as of, amgtfe@ periods presented in this report;

4. The registrant’s other certifying officer(s) anare responsible for establishing and maintainiisglosure controls and procedures (as
defined in Exchange Act Rules 13a-15(e) and 15&))}%(nd internal control over financial reportirag defined in Exchange Act Rules 13a-15
(f) and 15d-15(f)) for the registrant and have:

a) Designed such disclosure controls and procedaresused such disclosure controls and procedoites designed under our
supervision, to ensure that material informatidatieg to the registrant, including its consolidhgubsidiaries, is made known to us by others
within those entities, particularly during the metiin which this report is being prepared;

b) Designed such internal control over financiglaing, or caused such internal control over fmahreporting to be designed under
supervision, to provide reasonable assurance rieggitie reliability of financial reporting and tipeeparation of financial statements for
external purposes in accordance with generally@edeaccounting principles;

c) Evaluated the effectiveness of the registradisslosure controls and procedures and presentiisineport our conclusions about the
effectiveness of the disclosure controls and proees] as of the end of the period covered by #psit based on such evaluation; and

d) Disclosed in this report any change in the tegig’s internal control over financial reportirttgat occurred during the registrant’s most
recent fiscal quarter (the registrant’s fourthdisguarter in the case of an annual report) thathaterially affected, or is reasonably likely to
materially affect, the registrant’s internal comeer financial reporting; and

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

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

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

Date: November 6, 2012 /sl Mark K. OKi
Mark K. OKki
Senior Vice President, Finance, Chief Finan
Officer, Secretary, Principal Financial Officer and
Principal Accounting Office




Exhibit 32.1
CERTIFICATION

Pursuant to the requirement set forth in Rule 18@)lof the Securities Exchange Act of 1934, asrated (the “Exchange Act”), and
Section 1350 of Chapter 63 of Title 18 of the Uaif&tates Code (18 U.S.C. § 1350), Thomas B. KingsiBent and Chief Executive Officer of
Alexza Pharmaceuticals, Inc. (the “Company”), anarl/K. Oki, the Senior Vice President, Finance,eERinancial Officer and Secretary of
the Company, each hereby certifies that, to thédfdsis knowledge:

1. The Company’s Quarterly Report on Form 10-Q forghaod ended September 30, 2012, to which thisif@ation is attached as Exhibit
32.1 (the “Periodic Report”), fully complies withe requirements of Section 13(a) or Section 15{the@Exchange Act; and

2. The information contained in the Periodic Repoirygresents, in all material respects, the firiahcondition and results of operations of
the Company.

In Witness Whereof, the undersigned have set their hands hereto the @&th day of November 2012.

/sl Thomas B. King /s! Mark K. Oki
Thomas B. King Mark K. Oki
President and Chief Executive Offic Senior Vice President, Finance, Chief Financialdeff,

Secretary, Principal Financial Officer a
Principal Accounting Office

This certification accompanies the Form QGe which it relates, is not deemed filed with Securities and Exchange Commission and is r
be incorporated by reference into any filing of ¥da Pharmaceuticals, Inc. under the SecuritiesoAtB33, as amended, or the Securities
Exchange Act of 1934, as amended (whether madedefafter the date of the Form @Q; irrespective of any general incorporation |zaangg
contained in such filing



