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te Amer ean i-\ssochu ion of Erect qencv i-sychiatrits Ito- long AL-Pod ii nets al Urco of the rerctment guidelines With single

ecoqcttzed hat there are real chal leticies when dealing with acute cot nal breath lice Scitrcn1 technology delivers an accurate rapidly

agitation in the clinic in 2005 the group ptcblisliecl Expert CocisensuD dhsoroecl close of ioxapine via the deep hug Ibis voIl studied anti

Gindelines for Treaiment of Behavioral Cntergencies which spells ant psychotic drug has excellent receptor ljlndinrt aLP ihutos post no side

he Un-ce prinahu cc-oals for treating an episode of agitation effect profrie lot acute and inlet unittent conduttons and has calming

action effect that is prefec ed by cliuii-ians for al np agitation

rapid onset of therapeutic effect

eliable predictable delivery of medication Ihet apecLic effect from -\/004 is epirlcompardiJle with an ml raenous

patient preference for form of treatment injectIon showing statistical ceducttai of -qi ation in rio ucicccrtes ci

clinical studies acid aqiladeul atients ill clinical trials have totcitul the

Ciurm emit standards ol care for ti-eating acjitatiouc do not meet alt flu-ce Sit-cat-o rlevice to ite nonI hieatrniccg ccci ecty to ruse Phvsirinus nd

ci ihnsc riteria Injections usually an imcLrmuscnlar injection Of arm nurses cave also embraced AZ-004 ICr its simplicity speed of onset and

anti -pfycl tot Ic to sedative provide ciatively rapcd onset it rI dosing elicbilily By allowing aclitatedi patients more cccnti Ci of Umec Lr-eatnrent

c-c-li thility
but ate invasive and clot preferieci by patients --- eseciallt AZPod hay help clinicians achieve ess ti reic-nitrg anti

iii the highly clist rcsed cncl panicky state typical of aqital on episodes greater raoport with aqitaleci patientS

tablets at simple to udminstet at ccl cre prefec red by patton ts been use

tiny are non invasive but even c-apicl dissolve pills can take tot long lo

brqrn croviduri relief to calm agitated patients
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signed specifica ly to treat acute and inte ittent condifons

ALEXZA PROPRIE ARY TECHNOLOGY

ESTACCA 0EV CE BE EINHALATION OUR ALA

Drug coated on substrate The substrate surface instantaneously

heats to create perfectly sized

particles of excipient free drug for

deep lung delivery

The Staccato technology at he cdre of AZ 004 novel form of inhaled nO ex ipients oi phai maceutical stabilizers With ingle breath by the

drug delivery tha uniquely suited for conditions requiring speed of tient th system pidly actuates to form drug erosol of con nt

th peutic effect relIable dosing and base of use The Staccato ys em sized particles betwe one and three microns At thi ize the particles

singledo device houses heat package comprising stainles st el are apidly abso bed in the deep lung urind rapid uptak in the

siibstiat whi is coated with exipient fre drug the ystem requi bloodstream nd rapid onset of pharn acologi off ct



Alexza could have regulatory approval

by the end of this year for AZ-004

our first Staccato-based product and

new treatment that we believe could

substantially improve the lives of those

experiencing agitation

TO OUR STOC KH OLDERS 2009 was apivotal

and successful year for Alexza Pharmaceuticals After reporting in late

2008 that our lead product candidate AZ-004 Staccato loxapine had

generated highly significant Phase trial results in two clinical trials as

rapid treatment of agitation in patients with schizophrenia or bipolar

disease we spent the better part of 2009 preparing our first New Drug

Application Filing an NDA is landmark event for any company and

especially for small company as we filed our first submission for

new product on new technology

It is testament to the expertise focus and extraordinary

commitment of everyone at Alexza that we submitted the AZ-004

NDA ahead of schedule on December 11 2009.The FDA has indicated

Prescription Drug User Fee Act PDUFA goal date of October 11

2010 meaning that if all goes well Alexza could have regulatory

approval by the end of this year for our first Staccato-based product

product that we believe could substantially improve the lives of those

experiencing and treating agitation

It is further testament to the creativity and hard work of

everyone at Alexza and to the substantial utility of AZ-004

as novel and potentially superior treatment for agitation in patients

with schizophrenia and bipolar disorder that in early 2010 we

announced collaboration with Biovail Laboratories to develop

and commercialize AZ-004 for the initial indication as well as

possible additional indications in the future Under the terms of

the collaboration Alexza received an upfront cash payment of

$40 million and may receive up to $90 million in future potential

milestone payments During our evaluation of possible partners for

AZ-004 Biovail stood out as being uniquely suited for AZ-004

and for Alexza Biovail is strong well-regarded specialty

pharmaceutical company has set strategic goal of becoming

leader in niche CNS drugs and is highly motivated to utilize AZ-004

as key stepping stone to their long-term success We feel Biovail

is an excellent choice for the commercialization of AZ-004 in the

United States and Canada
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In 2009 Alexza has turned corner we have transitioned

steadily and efficiently from development-focused company to pre

commercial entity preparing and filing our first NDA continuing the

scale-up of our commercial manufacturing and preparing for our first

product launch We have been evolving toward this for some time

PROGRESS IN DIFFICULT ENVIRONMENT The general

economic and financial market decline of the past 18 months created

challenges for all companies and particularly for those in capital-

intensive industries such as new drug development Alexza responded by

aggressively streamlining its operations and strengthening its balance

sheet Early in 2009 we reduced our workforce by more than 30% and

suspended funding of all non-partnered product development programs

in our pipeline other than AZ-004 and AZ-104 As result throughout

the year we put very large effort into the continued rapid development

of AZ-004 including five follow-on trials that we successfully completed

pre-NDA meeting with the FDA in July and finalizing our first

commercial collaboration for AZ-004 in early 2010

In June we announced that we renegotiated and exercised our

option to purchase all the equity of Symphony Allegro By doing so we

regained full ownership of the three product candidates that had been

partially funded by Symphony Under the terms of our Symphony Allegro

purchase Symphony Capital and its affiliates now own approximately

ALEXZA PIPELINE

12% of Alexza common stock We were also pleased to welcome Andy

Busser partner and co-founder of Symphony Capital to the Alexza

Board of Directors

Also during 2009 we further bolstered our balance sheet

by completing $19.7 million private placement of Alexza

common stock in early October We ended the year with cash and

equivalents of $19.9 million With the cash generated from the

upfront payment associated with our collaboration with Biovail

along with the additional milestones that we believe are possible

in the next 12 months we feel Alexza is well positioned financially

to support the AZ-O04 DA review the anticipated launch of

AZ-O04 and beyond

PROMISING PRODUCTIPROMISING MARKET Our optimism

about AZ-004 is based on two factors First we believe the product

candidate shows effectiveness in treating agitation as represented by

data from our clinical trials And second our primary market research

indicates that the patient population suffering agitation is larger than is

easily identified and it is currently not well served by existing treatments

There are currently no products approved to treat agitation that are

both fast-acting and non-invasive both key attributes of AZ-004

As we detailed in last years annual report AZ-004 met both the

primary and key secondary endpoints in the two Phase trials treating

P1 P2 P3 NDA FDA Review

AZ-004 L0xAPINE

Acute Agitation associated with

Schizophrenia or Bipolar Disorder

AZ-OO1 PROCH LORPERAZIN

Migraine Headache

AZ-104 LOXAPINE LOW-DOSE

Migraine Headache

AZOO2
Panicrelated Disorders

AZOO3 FENTANYL

Breakthrough Pain

AZ-007 ZALEPLON

Insomnia
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States Our research shows that approximately 90% of them suffer

from acute agitation and that those patients average between 11 and

12 agitation episodes every year

READY FOR THE EXT STEP Alexza has putthe infrastructure

in place to serve this market We have established strong technology and

materials supply relationships for our Staccato devices and built cG

manufacturing facility at our headquarters in Mountain View California

Our senior management team overseeing regulatory and manufacturing

operations is very strong And with our Biovail collaboration we have

strong complementary commercial partner for AZ-O04 We feel

our relationship will be mutually beneficial and both companies are

anticipating positive decision from the FDA later this year leading to

an initial launch of AZ-004 in early 2011

\iVe have established mutual
In closing let me once again thank Alexzas stockholders

partners and especially our employees for your continued support and

beneficial collaboration with Biovail
dedication in challenging environment 2010 promises to be another

transforming year for the company We have started with excellent

Laboratories to commercialize
positive momentum and hope to continue that positive trend through

Z004 for agitation1 as well as
the months ahead look forward to reporting on our progress

indications

THOMAS KING

agitation in patients with schizophrenia and bipolar disorder Both trials
President and Chief Executive Officer

April 2010
enrolled and were completed quickly which we believe demonstrates

how enthusiastically patients nurses and clinicians responded to

this new tool for treating agitation Unlike existing modalities

intramuscular injections or tablets AZ-0O4 meets the three key

attributes in treatment guidelines outlined by the American Association

of Emergency Psychiatrists speed of onset predictability of medication

delivery and patient preference/ease-of-use AZ-O04 is as non-invasive

as taking pill but delivers relief as quickly as ten minutes As the

patients caregivers and clinicians highlighted in the preceding pages

make cleai AZ-004 combining our proprietary Staccato technology

with the well-characterized drug loxapine may offer genuinely

unique and potentially better way to treat agitation

We believe the patient population that could benefit from this

new form of treatment is large There are 2.4 million adults with

schizophrenia and 5.7 million adults with bipolar disorder in the United
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The annual meeting of stockholders will be

held on Tuesday May 18 2010 at 30
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