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THE STACCATO DEVICE

BEFORE INHALATION:

Driig coated on substrate

DURING INHALATION:
The substeate surface instantaneously :
heats to create perfectly sized
‘particles of excipient=free drug for
deep lung delivery
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TO OUR STOCKHOLDERS 2009 was a pivotal

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 3 trial results in two clinical trials as
a 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 a landmark event for any company, and
especially for a small company, as we filed our first submission for a
new product on a new technology.

It is a 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
a 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 —
a product that we believe could substantially improve the lives of those

experiencing and treating agitation.

“Alexza could have regulatory approval
by the end of this year for AZ-004,
our first Staccato-based product and a
new treatment that we believe could
substantially improve the lives of those

experiencing agitation.”

It is further testament to the creativity and hard work of
everyone at Alexza — and to the substantial utility of AZ-004
as a novel and potentially superior treatment for agitation in patients
with schizophrenia and bipolar disorder — that in early 2010 we
announced a 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 a strong, well-regarded specialty
pharmaceutical company, has set a strategic goal of becoming a
leader in niche CNS drugs and is highly motivated to utilize AZ-004
as a 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.



In 2009, Alexza has turned a corner — we have transitioned
steadily and efficiently from a development-focused company to a 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 A 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 a result, throughout
the year we put a very large effort into the continued rapid development
of AZ-004, including five follow-on trials that we successfully completed,
a 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, a partner and co-founder of Symphony Capital, to the Alexza
Board of Directors.

Also during 2009, we further bolstered our balance sheet
by completing a $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-004 NDA review, the anticipated launch of
AZ-004 and beyond.

PROMISING PRODUCT/PROMISING 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 year’s annual report, AZ-004 met both the

primary and key secondary endpoints in the two Phase 3 trials treating

P1 P2 P3 NDA FDA Review

AZ-004 [STACCATO LOXAPINE]

Acute Agitation associated with
Schizophrenia or Bipolar Disorder

AZ-001 [STACCATO PROCHLORPERAZINE ]
Migraine Headache

AZ-104 [[STACCATO LOXAPINE LOW-DOSE]
Migraine Headache

AZ-002 [STACCA T0 ALPRAZOLAM]
Panic-related Disorders

AZ-003 [ STACCATO FENTANYL]]
Breakthrough Pain

AZ-007 [sTaccarozaLepLon]
Insomnia

esess0cccc0 98008 eD

$800 0900000800600

2ec0s0se0P00800008 60D

99000000000 00600C6& 80

8000000000000 000000

11



12

“We have established a mutually
beneficial collaboration with Biovail
Laboratories to commercialize
AZ-004 for agitation, as well as
possible additional indications

in the future.”

agitation in patients with schizophrenia and bipolar disorder. Both trials
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-004 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-004 is as non-invasive
as taking a pill, but delivers relief as quickly as ten minutes. As the
patients, caregivers and clinicians highlighted in the preceding pages
make clear, AZ-004 — combining our proprietary Staccato technology
with the well-characterized drug, loxapine — may offer a 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

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 NEXT STEP Alexza has put the infrastructure
in place to serve this market. We have established strong technology and
materials supply relationships for our Staccato devices and built acGMP
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
a strong, complementary commercial partner. for AZ-004. We feel
our relationship will be mutually beneficial and both companies are
anticipating a positive decision from the FDA later this year leading to
an initial launch of AZ-004 in early 2011.

In closing, let me once again thank Alexza’s stockholders,
partners, and especially our employees for your continued support and
dedication in a challenging environment. 2010 promises to be another
transforming year for the company. We have started with excellent
positive momentum and hope to continue that positive trend through

the months ahead. I look forward to reporting on our progress.

THOMAS B. KING
President and Chief Executive Officer

April 2010
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The annual meeting of stockholders will be
held on Tuesday, May 18,2010 at 2:30 p.m.-
California time at the Company’s ‘headquarters.

‘Alexza common stock is traded on the Nésdaq. :
Stock Market under the symbol ALXA. As of
December 31, 2009, there were 52,41 1,356
shares outstanding. '

AFE BARSOR STATEMENT This annual report includes forward-tooking statements that involve significant risks and uncertajnties.:

statement describing the Company's expectations of beliefs is a forward-laaking. statement and shauld e considered an at-risk
statement. Such:statements are subject to certain risks and uncertainties, particularly those inkierent i the process of developing and
Commercializing drugs. The Company’s forward-looking statements also invalve ‘assumptions that, if they prove incorrect, Would cause
its results to differ materially from those expressed v implied by such forward-looking statements, Risks concerming the Company's
businiess. are described inadditional detail under the heading “Risk Facters” of the Company’s Antiual Regort on Forin 10-K for the
yeair énded December 31, 2009 and the Company’s periodic and current veports. Farward-fooking staterents Contained inthis annual

report are made as of this date, and the Company u takes no obiigation to-publicly updaté any forward-laoking statement; whether
as.a result-of new information, future events ar other :
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