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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 10-Q

(MARK ONE)

x  QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE
ACT OF 1934
FOR THE QUARTERLY PERIOD ENDED MARCH 31, 2012

OR

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 001-33719

MAP PHARMACEUTICALS, INC.

(Exact name of registrant as specified in its charter)
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Delaware 20-0507047
(State or other jurisdiction of (LR.S. Employer
incorporation or organization) Identification No.)

2400 Bayshore Parkway, Suite 200

Mountain View, California 94043
(Address of principal executive offices) (Zip code)
(650) 386-3100

(Registrant s telephone number, including area code)

Indicate by check mark whether the registrant (1) has filed all reports required to be filed by Section 13 or 15(d) of the Securities Exchange Act
of 1934 during the preceding 12 months (or for such shorter period that the registrant was required to file such reports), and (2) has been subject
to such filing requirements for the past 90 days. Yes x No ~

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Web site, if any, every Interactive Data
File required to be submitted and posted pursuant to Rule 405 of Regulation S-T (§232.405 of this chapter) during the preceding 12 months (or
for such shorter period that the registrant was required to submit and post such files). Yes x No ~

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, or a smaller reporting
company. See the definitions of large accelerated filer, accelerated filer and smaller reporting company in Rule 12b-2 of the Exchange Act.
(Check one):

Large accelerated filer ~ Accelerated filer X

Non-accelerated filer ~~ (Do not check if a smaller reporting company) Smaller reporting company
Indicate by check mark whether the registrant is a shell company (as defined by Rule 12b-2 of the Exchange Act). Yes © No x

As of April 30, 2012, the registrant had outstanding 30,660,182 shares of Common Stock.
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PART I FINANCIAL INFORMATION
Item 1 Financial Statements
MAP PHARMACEUTICALS, INC.
(a development stage enterprise)

CONDENSED CONSOLIDATED BALANCE SHEETS

(In thousands)
(Unaudited)
March 31,
2012

ASSETS
Current assets:
Cash and cash equivalents $ 79,003
Accounts receivable 340
Prepaid expenses and other current assets 887
Total current assets 80,230
Property and equipment, net 7,101
Other assets 27
Restricted investment 310
Total assets $ 87,668
LIABILITIES AND STOCKHOLDERS EQUITY
Current liabilities:
Accounts payable $ 1,471
Accrued liabilities 6,070
Current portion of deferred revenue 3,512
Total current liabilities 11,053
Deferred revenue, less current portion 52,390
Other liabilities 34
Total liabilities 63,477
Commitments and contingencies (Note 6)
Stockholders equity:
Common stock 301
Additional paid-in capital 314,236
Deficit accumulated during the development stage (290,346)
Total stockholders equity 24,191
Total liabilities and stockholders equity $ 87,668

The accompanying notes are an integral part of these condensed consolidated financial statements.
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December 31,
2011

$ 98,816
636
763

100,215
6,786
27

310

$ 107,338

$ 3,860
6,933
3,349

14,142
53,581
63

67,786

300
311,755
(272,503)

39,552

$ 107,338
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MAP PHARMACEUTICALS, INC.

(a development stage enterprise)

CONDENSED CONSOLIDATED STATEMENTS OF COMPREHENSIVE LOSS

(In thousands, except per share amounts)

(Unaudited)

Collaboration revenue

Operating expenses:

Research and development
Sales, general and administrative

Total operating expenses

Loss from operations
Interest income
Interest expense
Other expense, net

Net loss
Cumulative stock dividend attributed to preferred stockholders
Net loss attributed to common stockholders

Net loss per share attributed to common stockholders
Basic and diluted

Weighted average shares outstanding used in calculating net loss per share attributed to
common stockholders
Basic and diluted

Comprehensive loss

Three Months Ended March 31,

2012
$ 1,028

10,962
7,909

18,871

(17,843)

(17,843)

$  (17,843)

$ (0.58)

30,620

$ (17,843)

$

$

2011
558

11,568
4,843

16,411

(15,853)
30

(167)

(10)

(16,000)

(16,000)

(0.53)

30,211

(16,000)

The accompanying notes are an integral part of these condensed consolidated financial statements.
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Cumulative

Period from
July 3, 2003

(Date of
Inception) to

March 31,
2012
$ 78,263

262,094
92,883

354,977

(276,714)
6,468

(7,309)

(774)

(278,329)
(13,925)

$ (292,254)

$ (278,329)
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MAP PHARMACEUTICALS, INC.
(a development stage enterprise)

CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS

(In thousands)
(Unaudited)
Three Months Ended Cumulative
March 31, Period from
July 3, 2003
(Date of
Inception) to
March 31,
2012 2011 2012
Cash flows from operating activities:
Net loss $(17,843) $ (16,0000 $ (278,329)
Adjustments to reconcile net loss to net cash provided by (used in) operating activities:
Depreciation and amortization 454 282 7,782
Accretion of investment discounts, net (1,595)
Accretion of debt payment premium 34 999
Stock-based compensation 2,292 2,125 27,477
Loss on disposal of equipment and other non-cash items 10 2,284
Changes in operating assets and liabilities:
Accounts receivable 296 (70) (340)
Prepaid expenses and other current assets (124) (38) (1,112)
Other assets 3 113
Accounts payable (1,803) (576) 1,323
Accrued liabilities (863) (3,626) 5,990
Deferred revenue (1,028) 59,443 55,902
Other liabilities (29) (36) 34
Net cash provided by (used in) operating activities (18,648) 41,551 (179,472)
Cash flows from investing activities:
Purchase of intangible assets and in-process research and development (412)
Purchase of property and equipment (1,355) (1,229) (15,720)
Purchase of short-term investments (169,497)
Sales and maturities of short-term investments 171,411
Purchase of restricted investment (310)
Net cash used in investing activities (1,355) (1,229) (14,528)
Cash flows from financing activities:
Proceeds from issuance of convertible notes payable 4,300
Proceeds from issuance of debt 31,006
Net proceeds from issuance of common stock through equity plans 190 453 6,901
Repayment of debt (1,937) (32,105)
Proceeds from issuance of common stock resulting from drawdown of equity line of credit, net of
issuance costs 19,653
Proceeds from issuance of common stock in equity offering, net of issuance costs 2 140,820
Proceeds from issuance of convertible preferred stock, net of issuance costs 102,428
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Net cash provided by (used in) financing activities 190 (1,482) 273,003
Net increase in cash and cash equivalents (19,813) 38,840 79,003
Cash and cash equivalents at beginning of period 98,816 76,007

Cash and cash equivalents at end of period $ 79,003 $114,847 $ 79,003

Supplemental disclosures of non-cash investing activities
Purchase of property and equipment through accounts payable $ 119 $ 156 $ 119
The accompanying notes are an integral part of these condensed consolidated financial statements.
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MAP PHARMACEUTICALS, INC.
(a development stage enterprise)
NOTES TO CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
(Unaudited)
NOTE 1. THE COMPANY

MAP Pharmaceuticals, Inc., incorporated in the state of Delaware, originally was formed as a limited liability company on July 3, 2003 and
converted to a corporation on December 11, 2003. Our goal is to enhance the therapeutic benefits and commercial attractiveness of proven drugs
in the field of neurology, while minimizing risk by capitalizing on their known safety, efficacy and commercialization history, by applying our
proprietary formulation and inhalation technologies. Our current focus is to advance the development of our product candidate, LEVADEX®,
formerly known as MAP00O4, a proprietary orally inhaled version of dihydroergotamine for the potential treatment of migraine. We are in the
development stage and since inception have devoted substantially all of our efforts to research and development, raising capital and recruiting
personnel.

We have incurred losses and negative cash flow since our inception in July 2003. We will continue to incur losses until we generate sufficient
revenue to offset our expenses, and we anticipate that we may continue to incur net losses for the next several years. We will need substantial
additional capital in the future in connection with the development and potential commercialization of LEVADEX and to fund the development
and potential commercialization of any future product candidates. Prior to achieving profitable operations, we intend to continue to fund
operations through public or private financings, strategic partnerships or other arrangements. Such funding, if needed, may not be available on
favorable terms, if at all. In the event we are unable to obtain additional capital, we may delay or reduce the scope of our current research and
development programs and other expenses.

On March 26, 2012, we received a Complete Response letter, in which the U.S. Food and Drug Administration, or FDA, described the reasons it
was unable to approve our NDA and identified issues that we need to address in order to obtain FDA approval of LEVADEX. Specifically, the
FDA requested that we address issues relating to the chemistry, manufacturing and controls, or CMC, of LEVADEX. The FDA also stated that
manufacturing deficiencies identified during a recent facility inspection of one of our third party manufacturers need to be resolved to the FDA s
satisfaction. The FDA also indicated that it had not been able to complete its review of inhaler usability information requested late in the review
cycle by the FDA. We currently are working to address the issues identified in the Complete Response letter.

NOTE 2. SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES
Basis of Presentation

We have prepared the accompanying interim condensed consolidated financial statements in accordance with accounting principles generally
accepted in the United States for interim financial information and with the instructions to Form 10-Q and Article 10 of Regulation S-X.
Accordingly, these financial statements and accompanying notes do not include all of the information and disclosures required by generally
accepted accounting principles for complete financial statements. The financial statements include all adjustments (consisting of normal
recurring adjustments) that management believes are necessary for the fair statement of the balances and results for the periods presented. These
interim financial statement results are not necessarily indicative of the results to be expected for the full fiscal year or any future interim period.

The year-end condensed consolidated balance sheet at December 31, 2011 was derived from audited financial statements, and does not include
all the disclosures required by accounting principles generally accepted in the United States. The financial statements and related disclosures
have been prepared with the presumption that users of the interim financial statements have read or have access to the audited financial
statements for the preceding fiscal year. Accordingly, these financial statements should be read in conjunction with the audited financial
statements and notes thereto contained in our Form 10-K for the year ended December 31, 2011.

Reclassifications

Certain prior period amounts in the condensed consolidated statements of cash flows have been reclassified to conform to current period
presentation. Such reclassification did not impact our net loss or financial position.
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Revenue Recognition

We recognize revenue when all of the following criteria are met: persuasive evidence of an arrangement exists; delivery has occurred or services
have been rendered; the fee is fixed or determinable; and collectability is reasonably assured. Collaboration revenue, which is earned under
license agreements with third parties, may include nonrefundable license fees, cost reimbursements and contingent milestones.
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Before January 1, 2011, we evaluated license arrangements with multiple elements in accordance with Accounting Standards Codification, or
ASC, 605-25 Revenue Recognition Multiple-Element Arrangements. In October 2009, the Financial Accounting Standards Board, or FASB,
issued Accounting Standards Update, or ASU, 2009-13 Revenue Arrangements with Multiple Deliverables, or ASU 2009-13, which amended
the accounting standards for certain multiple element revenue arrangements to:

provide updated guidance on whether multiple elements exist, how the elements in an arrangement should be separated, and how the
arrangement consideration should be allocated to the separate elements;

require an entity to allocate arrangement consideration to each element based on a selling price hierarchy, also called the relative

selling price method, where the selling price for an element is based on vendor-specific objective evidence ( VSOE ), if available;
third-party evidence ( TPE ), if available and VSOE is not available; or the best estimate of selling price ( ESP ), if neither VSOE nor
TPE is available; and

eliminate the use of the residual method and require an entity to allocate arrangement consideration using the selling price hierarchy.
The revenue allocated to each element is then recognized when the basic revenue recognition criteria are met for that element.

On January 1, 2011, we adopted ASU 2009-13 on a prospective basis. The new accounting standard for revenue recognition, if applied in the
same manner to the year ended December 31, 2010, would not have any impact to total revenue and deferred revenue for that fiscal year as we
did not have any collaboration revenue in fiscal 2010 or any deferred revenue as of December 31, 2010. The new accounting guidance for
revenue recognition is not expected to have a significant effect on total net revenue in periods after initial adoption, although the impact on the
timing of revenue will vary depending on the evaluation of the elements of any new arrangements.

VSOE is based on the price charged when the element is sold separately and is the price actually charged for that deliverable. We typically are
not able to establish VSOE for the elements of a license arrangement because each arrangement is unique, an arrangement typically consists of
multiple elements and we have limited history of entering into license arrangements.

When VSOE cannot be established, we attempt to establish the selling price of the elements of a license arrangement based on TPE. TPE is
determined based on a competitor s price for similar deliverables when sold separately. We typically are not able to determine TPE for license
arrangements, as they contain a significant level of differentiation such that the comparable pricing of a competitor s license arrangement with
similar functionality cannot be obtained, and we are therefore unable to reliably determine what a similar competitor s license arrangement s
selling price would be on a standalone basis.

When we are unable to establish the selling price of an element using VSOE or TPE, we use the ESP in our allocation of the upfront payment.
The objective of the ESP is to determine the price at which we would transact a sale if the element of the license arrangement were sold on a
standalone basis.

Our process for determining ESPs involves management s judgment. Our process considers multiple factors such as discounted cash flows,
estimated direct expenses and other costs and available data, which may vary over time, depending upon the circumstances, and relate to each
deliverable. If the estimated obligation period of one or more deliverables should change, the future amortization of the revenue would also
change. We regularly review ESP and maintain internal controls over the establishment and updates of the estimates.

We entered into a Collaboration Agreement with Allergan, Inc. in February 2011 which requires us to provide multiple deliverables, including: a
license to commercialize LEVADEX, clinical and regulatory work necessary for FDA approval of the first indication for LEVADEX (acute
treatment of migraine in adults), manufacturing process development for LEVADEX, an option to include Canada in the territory in which
Allergan can promote LEVADEX, and participation in various committees jointly with Allergan throughout the term of the Collaboration
Agreement. These deliverables are non-contingent in nature. We received an upfront cash payment of $60.0 million from Allergan upon
execution of the Collaboration Agreement. In accordance with ASU 2009-13, we evaluated whether there is standalone value for each of the
various non-contingent deliverables. We have determined that the license delivered by us and other non-contingent deliverables do not have
standalone value separate from each other, based on contractual limitations in the Collaboration Agreement that restrict Allergan from using the
license for its intended purpose without other non-contingent deliverables from us.
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We believe that since the license does not have standalone value, it must be combined with all the remaining non-contingent deliverables
because the license would not be fully delivered for its intended purpose unless we continue to perform our obligation to participate in the
various committees jointly with Allergan. Accordingly, all of the non-contingent deliverables are treated as a single unit of accounting, and we
have combined the delivered license with the remaining non-contingent deliverables for accounting purposes. As a result, revenue relating to the
$60.0 million upfront cash payment was deferred and will be recognized on a straight-line basis over the term of the Collaboration Agreement
through 2028, which represents the estimated obligation period of the participation in the various joint committees, the non-contingent
deliverable with the longest term.
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The Collaboration Agreement also contains contingent deliverables that do not relate to the non-contingent deliverables identified above. For
example, we will collaborate and share expenses with Allergan to develop LEVADEX for additional indications separate from and in addition to
the first indication. Any reimbursements from Allergan to us for shared expenses relating to contingent deliverables are recorded in our financial
statements in the quarters in which the cost sharing occurs.

Milestone payments relating to contingent deliverables, such as the acceptance for filing by the FDA of our New Drug Application for
LEVADEX, are recognized as revenue in their entirety upon our achievement of a substantive milestone and when the respective revenue
recognition criteria are met. A milestone is substantive if the consideration earned from the achievement of the milestone (i) is consistent with
performance required to achieve the milestone or the increase in value to the delivered item, (ii) relates solely to past performance and (iii) is
reasonable relative to all of the other deliverables and payments within the arrangement.

Concentration of Credit Risk and Other Risks and Uncertainties

We invest cash that is not currently being used for operational purposes in accordance with our investment policy. The policy allows for the
purchase of debt securities such as those issued by the U.S. government and its agencies and subject to certain concentration limits by
corporations. We also strive to limit risk by specifying a minimum credit quality for corporate debt securities of A1/P1 for commercial paper and
AAA for other securities. The maximum maturity for these securities does not exceed 12 months. We believe our established guidelines for
investment of our excess cash maintains safety and liquidity through our policies on diversification and investment maturity. Our cash and cash
equivalent balances can be in excess of federally insured amounts.

At March 31, 2012, Allergan accounted for 100% of our accounts receivable. For the three months ended March 31, 2012 and 2011, Allergan
accounted for 100% of our collaboration revenue.

We do not own or operate manufacturing facilities for clinical or commercial manufacture of our product candidates, which includes drug
substance and drug packaging, including the components of the TEMPO inhaler, the device used to administer certain of our drug candidates,
including LEVADEX. If our contract manufacturers fail to deliver the required commercial quantities of finished product on a timely basis and
at commercially reasonable prices and we are unable to find one or more replacement manufacturers capable of production at a substantially
equivalent cost, in substantially equivalent volumes and quality and on a timely basis, we would likely be unable to meet demand for our
products and we would lose potential revenue. It may take a significant period of time to establish an alternative source of supply for our product
candidates.

Our product candidates require approval from the U.S. Food and Drug Administration or other international regulatory agencies prior to
commencing commercial sales. There can be no assurance that our product candidates will receive any of these required approvals. If we are
denied such approvals or such approvals are delayed, our results of operations, financial position and future cash flows may be materially
adversely affected.

Net Loss per Share

Basic net loss per share is computed by dividing net loss attributed to common stockholders by the weighted average number of common shares
outstanding during the period. Our potential dilutive shares, which include common stock options, restricted stock units, or RSUs, with
time-based vesting, common stock issuable pursuant to the Employee Stock Purchase Plan, or ESPP, warrants to purchase common stock and
RSUs with performance-based vesting have not been included in the computation of diluted net loss per share for all the periods as the result
would be anti-dilutive. Such potentially dilutive shares are excluded when the effect would be to reduce a net loss per share.

The numerator and denominator used in the calculation of basic and diluted net loss per share were as follows (in thousands, except share and
per share amounts):

Three Months Ended March 31,

2012 2011
Numerator
Net loss attributed to common stockholders $ (17,843) $ (16,000)
Denominator
Weighted average common shares outstanding 30,619,592 30,210,741
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Basic and diluted net loss per share $ (0.58)
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The following outstanding common stock options, RSUs with time-based vesting, common stock issuable pursuant to the ESPP, and warrants to
purchase common stock were excluded from the computation of diluted net loss per share for the periods presented because including them
would have had an anti-dilutive effect. The RSUs with performance-based vesting were also excluded from the computation of diluted net loss
per share because they were contingently issuable shares.

As of March 31,
2012 2011
Options to purchase common stock 5,031,133 4,509,233
RSUs with time-based vesting 317,982 120,358
Common stock issuable pursuant to the ESPP 37,922 27,333
Warrants to purchase common stock 26,903 26,903
RSUs with performance-based vesting 39,250 88,500

New Accounting Standard Recently Adopted

Effective January 1, 2012, we adopted revised guidance related to the presentation of comprehensive income that increases comparability
between U.S. GAAP and International Financial Reporting Standards. This guidance eliminates the current option to report other comprehensive
income, or OCI, and its components in the statement of changes in stockholders equity. We adopted this guidance during the first quarter of
2012 and elected to disclose OCI in a single continuous statement during interim reporting periods.

NOTE 3. LICENSE AND SUPPLY AGREEMENTS
Agreement with Allergan

On January 28, 2011, we entered into a Collaboration Agreement (the Collaboration Agreement ) and a Co-Promotion Agreement (the

Co-Promotion Agreement, and together with the Collaboration Agreement, the Allergan Agreements ) with Allergan, Inc., Allergan USA, Inc.
and Allergan Sales, LLC (collectively, Allergan ). Pursuant to the terms of the Allergan Agreements, we have granted Allergan a co-exclusive
license (the Allergan License ) to market and co-promote LEVADEXour proprietary novel migraine therapy for delivery by inhalation, to
neurologists and pain specialists in the United States in collaboration with us.

In July 2011, Allergan exercised its option to expand the Collaboration Agreement to include commercialization to neurologists and pain
specialists in Canada. Under the Allergan Agreements, we retain the right to market and co-promote LEVADEX to other physicians within the
United States and Canada and also retain all rights to LEVADEX in all other countries.

Under the Allergan Agreements, we are solely responsible for payment of all remaining costs of obtaining regulatory approval of LEVADEX for
the acute treatment of migraine in adults, except that if the FDA notifies us that additional development or manufacturing activities costing in
excess of a certain threshold amount will be required for such regulatory approval, the parties will share any such excess costs.

Contingent upon FDA approval of LEVADEX for the initial indication, the parties will collaborate in the development of LEVADEX for the
treatment of pediatric migraine and for at least one other indication. The parties generally share equally all other costs of developing LEVADEX
under the Allergan Agreements, except that neither party shall be obligated for more than a certain threshold amount in a given year, or for more
than a certain threshold amount in the aggregate, for development or manufacturing costs or expenses incurred by us for such activities. We may
develop LEVADEX for certain other indications independently of the collaboration if Allergan does not agree to develop LEVADEX for such
indications pursuant to the Allergan Agreements.

We are responsible for manufacturing and distributing LEVADEX, if approved by the FDA, and anticipate booking product revenues from sales
of LEVADEX resulting from the parties collaboration. The parties will each provide sales representatives and other sales support for marketing
and promotional efforts. The Allergan Agreements specify minimum annual sales detail requirements to be provided by each party, and establish
maximum annual amounts of detailing costs that each party will be obligated to incur pursuant to a commercialization plan. Shared
commercialization costs are those costs and expenses directly related to the commercialization of LEVADEX and are agreed upon periodically
by both parties. The parties share profits and losses resulting from the collaboration equally.

The Collaboration Agreement may be terminated (i) by Allergan, at will, after first commercial sale of LEVADEX in the United States, upon
180 days prior written notice, (ii) by Allergan, upon written notice to us, if we receive a complete response letter or equivalent communication
from the FDA, that Allergan determines will extend potential approval beyond a certain date or requires a certain minimum level of additional
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investment, (iii) by us, upon written notice to Allergan, if Allergan commercializes a competing
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product in the United States or Canada and (iv) by us, upon written notice to Allergan, if Allergan challenges or opposes patent rights licensed to
Allergan pursuant to the Collaboration Agreement. Additionally, either party may terminate the Collaboration Agreement in the event of an
uncured material breach. The Co-Promotion Agreement will terminate upon termination of the Collaboration Agreement.

In February 2011, Allergan paid us an upfront payment of $60.0 million, out of which we have recognized $1.0 million, $0.6 million, and $4.1
million, respectively, for the three months ended March 31, 2012, 2011, and for the cumulative period from July 3, 2003 (date of inception) to
March 31, 2012. As of March 31, 2012, $55.9 million of the initial $60.0 million remained unrecognized and will be amortized as collaboration
revenue through the end date of the non-contingent deliverable in the Collaboration Agreement with the longest term. Our participation in joint
committees with Allergan has the longest obligation period, requiring our participation throughout the term of the Collaboration Agreement. The
term of the Collaboration Agreement is the later of (a) December 31, 2025, and (b) the date that our last patent right covering LEVADEX in the
United States expires. The date that our last patent right covering LEVADEX in the United States expires is 2028. As a result, we will amortize
the remaining $55.9 million of the initial $60.0 million through 2028.

During the third quarter ended September 30, 2011, the FDA accepted for filing our LEVADEX NDA. As a result, pursuant to the terms of the
Allergan Agreements, Allergan paid us a milestone payment of $20.0 million. We have determined that the achievement of this contingent
milestone was substantive and we recorded the $20.0 million as collaboration revenue on our consolidated statements of operations for the year
ended December 31, 2011. In addition to the $20.0 million milestone described above, under the terms of the Collaboration Agreement, we may
also receive up to an additional $77.0 million in milestone payments, including $50.0 million for the first commercial sale of LEVADEX
associated with the initial indication (the acute treatment of migraine), up to $25.0 million for the achievement of certain FDA-approved product
labeling in the United States and $2.0 million for regulatory approval of the initial indication for LEVADEX in Canada.

We agreed with Allergan, subsequent to the effective date of the Collaboration Agreement, to begin commercialization activities relating to the
initial indication prior to initial approval of LEVADEX, and that those costs would be shared equally between the parties. Any reimbursements
from Allergan for shared expenses relating to contingent deliverables are recorded in our financial statements in the quarters in which the cost
sharing occurs. Sales, general and administrative expenses for the three months ended March 31, 2012, 2011, and for the cumulative period from
July 3, 2003 (date of inception) to March 31, 2012, were net of $0.3 million, $0 and $1.7 million, respectively, of costs reimbursed or
reimbursable by Allergan under cost-sharing provisions in the Allergan Agreements.

Agreement with Nektar

Under our June 2004 agreement, as amended, with Nektar Therapeutics UK Limited, or the Nektar Agreement, we were granted a worldwide,
exclusive license, with a right to sublicense, under Nektar patents and know-how, to develop and commercialize any formulation of a form of
dihydroergotamine for administration by inhalation using a device. We also agreed to pay royalties at specified rates based on net sales.

We paid $0, $1.0 million and $3.6 million for the three months ended March 31, 2012, 2011 and for the cumulative period from July 3, 2003
(date of inception) to March 31, 2012, respectively. Either party may terminate the Nektar Agreement upon a material, uncured default of the
other party. We may terminate the Nektar Agreement, with or without cause, at any time upon six months prior written notice.

NOTE 4. FAIR VALUE MEASUREMENTS

We adopted ASC 820, Fair Value Measurements, as it relates to financial assets and financial liabilities. ASC 820 defines fair value, establishes
a framework for measuring fair value in GAAP and expands disclosures about fair value measurements.

10
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ASC 820 defines fair value as the price that would be received to sell an asset or paid to transfer a liability in an orderly transaction between
market participants at the measurement date. This standard is now the single source in GAAP for the definition of fair value, except for the fair
value of leased property as defined in ASC 840 Accounting for Leases, which establishes a fair value hierarchy that distinguishes between

(1) market participant assumptions developed based on market data obtained from independent sources (observable inputs) and (2) an entity s
own assumptions about market participant assumptions developed based on the best information available in the circumstances (unobservable
inputs). The fair value hierarchy consists of three broad levels, which gives the highest priority to unadjusted quoted prices in active markets for
identical assets or liabilities (Level 1) and the lowest priority to unobservable inputs (Level 3). The three levels of the fair value hierarchy under
ASC 820 are described below:

Level 1: Quoted prices (unadjusted) in active markets that are accessible at the measurement date for assets or liabilities. The fair
value hierarchy gives the highest priority to Level 1 inputs.

Level 2: Directly or indirectly observable inputs as of the reporting date through correlation with market data, including quoted
prices for similar assets and liabilities in active markets and quoted prices in markets that are not active. Level 2 also includes assets
and liabilities that are valued using models or other pricing methodologies that do not require significant judgment since the input
assumptions used in the models, such as interest rates and volatility factors, are corroborated by readily observable data from actively
quoted markets for substantially the full term of the financial instrument.

Level 3: Unobservable inputs that are supported by little or no market activity and reflect the use of significant management
judgment. These values are generally determined using pricing models for which the assumptions utilize management s estimates of
market participant assumptions.
In determining fair value, we utilize valuation techniques that maximize the use of observable inputs and minimize the use of unobservable
inputs to the extent possible, as well as consider counterparty credit risk in our assessment of fair value.

The following is a summary of our cash, cash equivalents and restricted investment as of March 31, 2012 and December 31, 2011, respectively
(in thousands):

As of March 31, 2012

Unrealized Estimated

Amortized Gain Fair

Cost (Loss) Value
Cash $ 1,752 $ $ 1,752
Certificates of deposit 310 310
Money market funds 77,251 77,251
$ 79,313 $ $ 79,313

Reported as:

Cash and cash equivalents $ 79,003
Restricted investment 310
$ 79,313

As of December 31,

2011

Unrealized Estimated

Amortized Gain Fair

Cost (Loss) Value
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Cash $ 3,569 $ $ 3,569
Certificates of deposit 310 310
Money market funds 95,247 95,247

$ 99,126 $ $ 99,126

Reported as:

Cash and cash equivalents $ 98,816
Restricted investment 310
$ 99,126

Our investment instruments are classified within Level 1 or Level 2 of the fair value hierarchy because they are valued using quoted market
prices, broker or dealer quotations, or alternative pricing sources with reasonable levels of price transparency. The types of instruments that are
generally classified within Level 1 of the fair value hierarchy include money market securities. The types of investments that are generally
classified within Level 2 of the fair value hierarchy include U.S. government and agency securities, corporate debt securities and certificates of
deposit.

11
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As of March 31, 2012 and December 31, 2011, financial assets measured and recognized at fair value on a recurring basis and classified under
the appropriate level of the fair value hierarchy as described above were as follows, respectively (in thousands):

As of March 31, 2012 Level 1 Level 2 Level 3 Total

Certificates of deposit $ $ 310 $ $ 310
Money market funds 77,251 77,251
Total $77,251 $ 310 $ $ 77,561
As of December 31, 2011 Level 1 Level 2 Level 3 Total

Certificates of deposit $ $ 310 $ $ 310
Money market funds 95,247 95,247
Total $95,247 $ 310 $ $95,557

Our investments in money market funds are measured at fair value on a recurring basis. Our money market funds comply with Rule 2a-7 of the
Investment Company Act of 1940 and are required to be priced and have a fair value of $1.00 net asset value per share. These money market
funds are actively traded and reported daily through a variety of sources. Due to the structure and valuation required by the Investment Company
Act of 1940 regarding Rule 2a-7 funds, the fair value of the money market fund investments is classified as Level 1.

The fair value of the certificates of deposit is classified as Level 2 due to the nature of a contractual restriction in our lease agreement which
limits our ability to liquidate the investment.

NOTE 5. BALANCE SHEET COMPONENTS
Accrued Liabilities

Accrued liabilities consist of the following (in thousands):

March 31, 2012 December 31, 2011
Research and development $ 1,799 $ 1,367
Payroll and related expenses 3,233 4,888
Professional services 1,022 596
Other 16 82
$ 6,070 $ 6,933

The decrease in the payroll and related expenses as of March 31, 2012 as compared to December 31, 2011 was primarily due to the payout of an
annual bonus for the fiscal year ended December 31, 2011.

NOTE 6. COMMITMENTS AND CONTINGENCIES
Operating Leases

In June 2004, we entered into a lease agreement for laboratory and office facilities in Mountain View, California, or the Lease. The Lease was
subsequently amended in August 2006, March 2008, and September 2008. In November 2011, we further amended the Lease, providing for
additional square footage in a separate building. The amended lease will expire in June 2013 and contains certain renewal options. Under the
Lease, we pay operating costs, including property taxes, insurance and maintenance, in addition to monthly rent. Rent is subject to an annual
increase for the duration of the Lease, which we recognize on a straight-line basis.
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Rent expense was approximately $0.4 million, $0.3 million, and $7.5 million for the three months ended March 31, 2012, 2011 and for the
cumulative period from July 3, 2003 (date of inception) to March 31, 2012, respectively.
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As of March 31, 2012, future minimum lease payments are as follows (in thousands):

Year ending December 31, Amount
2012 (remaining nine months) $ 1,257
2013 863
Total future minimum lease payments $ 2,120

In accordance with the terms of the Lease, we are obligated to maintain an irrevocable letter of credit from a bank as a security deposit. As
collateral for the letter of credit, we are required to maintain a bank deposit account of $0.3 million, which is shown as a restricted investment on
our condensed consolidated balance sheets at March 31, 2012 and December 31, 2011, respectively.

Contingencies

We are subject to claims and assessments from time to time in the ordinary course of business. We do not believe that any such matters,
individually or in the aggregate, will have a material adverse effect on our financial condition or results of operation.

Indemnification

In the normal course of business, we enter into contracts and agreements that contain a variety of representations and warranties and provide for
indemnification. Our exposure under these agreements is unknown because it involves claims that may be made against us in the future, but have
not yet been made. To date, we have not paid any claims or been required to defend any action related to our indemnification obligations.
However, we may record charges in the future as a result of these indemnification obligations.

In accordance with our certificate of incorporation and bylaws, we have indemnification obligations to our officers and directors for certain
events or occurrences, subject to certain limits, while they are serving at our request in their respective capacities. There have been no claims to
date and we have a director and officer insurance policy that enables us to recover a portion of any amounts paid for future potential claims.

NOTE 7. STOCKHOLDERS EQUITY
Restricted Stock Units

In February 2010, the Compensation Committee of the Board of Directors approved awards of RSUs with performance-based vesting from the
2007 Plan to certain of our employees. Each RSU represents one equivalent share of our common stock to be awarded upon vesting at the end of
the performance periods, if specific performance goals set by the Compensation Committee are achieved. No RSUs with performance-based
vesting will vest if the performance goals are not met. The fair value of these RSUs is based on the closing price of our common stock on the
date of grant. We measure compensation expense for these RSUs over the expected vesting period and we adjust it periodically for any changes
to our probability assessment of the number of RSUs expected to vest as a result of our achievement of the performance goals. We make a
quarterly probability assessment as to whether the performance goals will be achieved. The RSUs do not entitle participants to the rights of
holders of common stock, such as voting rights, until the shares are issued.

Beginning in 2011, the Compensation Committee of the Board of Directors has approved awards of RSUs with time-based vesting from the
2007 Plan to certain of our employees. Each RSU represents one equivalent share of our common stock to be awarded after the vesting period.
These RSUs vest over four years at a rate of 25% annually. The fair value for these RSUs is based on the closing price of our common stock on
the date of grant. We measure compensation expense for these RSUs at fair value on the date of grant and recognize the expense over the
expected vesting period on a straight-line basis. The RSUs do not entitle participants to the rights of holders of common stock, such as voting
rights, until the shares are issued.

For RSUs that vest, we withhold a number of shares of common stock equal in value to the amount of the minimum statutory tax withholding
obligations that arise due to such vesting, and issue shares of common stock for the remainder of the vested amount. The settlement of vested
RSUs on a net share basis results in fewer shares issued by us.
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For the three months ended March 31, 2012, activity for RSUs under our 2007 Equity Award Plan, or the 2007 Plan was as follows:

RSUs Outstanding at December 31, 2011
RSUs granted

RSUs vested

RSUs forfeited

Unvested RSUs outstanding at March 31, 2012

Stock Options

For the three months ended March 31, 2012, stock option activity under our 2007 Plan, was as follows:

Balances, at December 31, 2011
Options granted

Options exercised

Options forfeited

Options expired

Balances, at March 31, 2012

As of March 31, 2012, we had 2,220,427 shares of common stock available for grant under the 2007 Plan.

Warrants

Weighted
Number of Average Grant
Shares Date Fair Value
202,143 $ 15.88
192911 $ 14.09
(28,705) $ 16.11
9,117) $ 15.72
357,232 $ 14.90
Weighted
Average
Number of Exercise
Shares Price
4,378,053 $ 10.86
764,950 $ 14.50
(51,888) $ 6387
(39,566) $ 14.83
(20,416) $ 14.31
5,031,133 $ 1141

We issued warrants to purchase 73,989 shares of common stock to selected lenders in connection with an earlier working capital loan which was

fully paid in May 2008 and an equipment loan which was fully paid in September 2009. The warrants are exercisable at a price of $7.43 per
share and expire in September 2013. In October 2009 and March 2010, warrants to purchase 22,418 shares and 24,668 shares were exercised,
respectively, resulting in a net issuance of 5,817 shares and 12,295 shares, respectively. As of March 31, 2012, warrants to purchase the

remaining 26,903 shares of common stock were outstanding.

Stock-Based Compensation for Employees

The stock-based compensation expense recognized in the condensed consolidated statements of operations, including stock options granted,

RSUs and shares purchased under the ESPP, was as follows (in thousands):

Research and development
Sales, general and administrative

Total stock-based compensation expense
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$

$

2012
1,020
1,272

2,292

$

$

Three Months Ended March 31,

2011
1,004
1,121

2,125
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We used the following assumptions to estimate the fair value of options granted under our stock option plan for the three months ended

March 31, 2012 and 2011, respectively:

Risk-free interest rate
Expected volatility
Expected term (in years)
Expected dividend yield

Table of Contents
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Three Months Ended March 31,

2012 2011
0.8%-0.9% 2.0%-2.2%
94% 70%
5.1 5.0
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We used the following assumptions to estimate the fair value of shares purchased under our ESPP for the three months ended March 31, 2012
and 2011, respectively:

Three Months Ended March 31,

2012 2011
Risk-free interest rate 0.05% 0.2%
Expected volatility 52% 38%
Expected term (in years) 0.5 0.5

Expected dividend yield
We selected the Black-Scholes valuation model as the most appropriate valuation method for stock option grants and shares from the ESPP. The
fair value of the stock option grants and shares from the ESPP is estimated as of the date of grant using the Black-Scholes valuation model.

Risk-Free Interest Rate: The risk-free interest rate assumption was based on U.S. Treasury instruments with a term that is consistent with the
expected term of our stock options or shares from the ESPP.

Expected Volatility: Historically, the expected stock price volatility of stock options was determined by examining the historical volatilities for
industry peers and using an average of the historical volatilities of our industry peers as we did not have sufficient trading history for our
common stock. Industry peers consist of several public companies in the biopharmaceutical industry similar to us in size, stage of life-cycle and
financial leverage. Beginning in the first quarter of 2012, the expected stock price volatility was calculated based on the historical volatility of
industry peers and the historical volatility of our common stock. We will continue to analyze the expected stock price volatility of stock options
as more historical data for our common stock becomes available. The expected stock price volatility for shares from the ESPP is determined
based on our own historical volatilities.

Expected Term: The expected term of stock options represents the weighted average period the stock options are expected to remain outstanding.
It was calculated based on the historical experience that we have had with stock option grants as well as the expected term of industry peers, as
we did not have sufficient historical information to develop reasonable expectations about future exercise patterns and post-vesting employment
termination behavior for the full term of our stock options. We will continue to analyze the expected term of stock options as more historical
data for our common stock becomes available. The expected term for shares from the ESPP is determined based on the length of offering periods
for the ESPP.

Expected Dividend Yield: The expected dividend yield of 0% is based on our history and expectation of dividend payouts. We do not anticipate
paying any dividends in the near future. We have not paid any dividends, other than a cumulative dividend on our preferred stock paid in
connection with our Initial Public Offering, or IPO, in 2007, pursuant to the terms of our certificate of incorporation.

Forfeitures: Forfeitures are determined based on when awards are ultimately expected to vest. ASC 718 Compensation  Stock Compensation,
requires forfeitures to be estimated at the time of grant and revised, if necessary, in subsequent periods if actual forfeitures differ from those
estimates. Forfeitures were estimated based on our historical experience.

As of March 31, 2012, there were unrecognized compensation costs of approximately $10.5 million related to non-vested stock option awards
granted after January 1, 2006 that will be recognized on a straight-line basis over the weighted average remaining period of 2.6 years.
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ITEM 2. MANAGEMENT S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS

This quarterly report on Form 10-Q contains forward-looking statements within the meaning of Section 27A of the Securities Act of 1933, as
amended, and Section 21E of the Securities Exchange Act of 1934, as amended, or the Exchange Act, which are subject to the safe harbor
created by those sections. Forward-looking statements are based on our management s beliefs and assumptions and on information currently
available to them. In some cases you can identify forward-looking statements by words such as may,  will,  should,  could, would,

expects, plans, anticipates, believes, estimates, projects, predicts, potential and similar expressions intended to identify
forward-looking statements. Examples of these statements include, but are not limited to, statements regarding: the implications of interim or
final results of our clinical trials, the progress of our research programs, including clinical testing, the extent to which our issued and pending
patents may protect our products and technology, our ability to identify new product candidates, the potential of such product candidates to lead
to the development of commercial products, our anticipated timing for initiation or completion of our clinical trials for any of our product
candidates, our future operating expenses, our future losses, our future expenditures for research and development, and the sufficiency of our
cash resources. Our actual results could differ materially from those anticipated in these forward-looking statements for many reasons,
including the risks faced by us and described in Part II, Item 1A of this quarterly report on Form 10-Q and our other filings with the SEC. You
should not place undue reliance on these forward-looking statements, which apply only as of the date of this quarterly report on Form 10-Q.
You should read this quarterly report on Form 10-Q completely and with the understanding that our actual future results may be materially
different from those we expect. Except as required by law, we assume no obligation to update these forward-looking statements, whether as a
result of new information, future events or otherwise.

The following discussion and analysis should be read in conjunction with the unaudited financial statements and notes thereto included in Part
I, Item 1 of this quarterly report on Form 10-Q and with the audited consolidated financial statements and related notes thereto included as part
of our Annual Report on Form 10-K for the year ended December 31, 201 1.

Overview

Our goal is to enhance the therapeutic benefits and commercial attractiveness of proven drugs in the field of neurology, while minimizing risk by
capitalizing on their known safety, efficacy and commercialization history, by applying our proprietary formulation and inhalation technologies.
We are developing proprietary product candidates that address large market opportunities in the field of neurology.

Our strategy is to commercialize and develop differentiated neurology product candidates that can address significant unmet medical needs and
overcome limitations of existing products. Key elements of our strategy include:

Obtain regulatory approval for our most advanced product candidate, LEVADEX® orally inhaled migraine drug, for the potential
acute treatment of migraine in adults;

Build a specialized sales force to commercialize LEVADEX to neurologists and pain specialists in the United States (U.S.);

Expand the market opportunity for LEVADEX; and

Advance and expand our neurology product pipeline by leveraging our technologies and our extensive scientific expertise in aerosol

science and pharmaceutical technology to develop additional potential product candidates offering unique features and benefits.
Our current focus is to advance our lead product candidate, LEVADEX, formerly known as MAP0004, a proprietary orally inhaled version of
dihydroergotamine mesylate, or DHE, for the potential acute treatment of migraine. We are in the development stage and since our inception we
have devoted substantially all of our efforts to research and development, raising capital and recruiting personnel. We completed clinical
development for LEVADEX in 2010 and in May 2011 we submitted our New Drug Application, or NDA, to the U.S. Food and Drug
Administration, or FDA. The FDA reviewed our NDA and on March 26, 2012, we received a Complete Response letter in which the FDA
requested that we address issues relating to the chemistry, manufacturing and controls, or CMC, of LEVADEX. The FDA also stated that
manufacturing deficiencies identified during a recent facility inspection of one of our third party manufacturers need to be resolved to the FDA s
satisfaction. The FDA indicated in the Complete Response letter that it has not been able to complete its review of inhaler usability information
requested late in the review cycle by the FDA. We currently are working to address the issues identified in the Complete Response letter. Our
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we may need to conduct additional analysis and gather additional data, but we currently do not anticipate having to conduct additional clinical

studies. Although we intend to discuss our proposed plan for responding to the Complete Response letter with the FDA at a meeting scheduled
for the second quarter of this year, we do not know if the FDA will determine that our proposed plan is acceptable or if the FDA will
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suggest we modify our plan or recommend additional analysis. Any additional studies, analysis or data required by the FDA may delay our
ability to provide a complete response to the Complete Response letter and obtain regulatory approval for LEVADEX. The FDA will not review
our NDA for LEVADEX until we provide a complete response to the Complete Response letter. Even if we submit what we believe is a
complete response to the items in the Complete Response letter, FDA may not agree that we have completely addressed their concerns or
approve our NDA.

If LEVADEX is approved, we plan to commercialize LEVADEX in collaboration with Allergan, Inc. directly to neurologists and pain
specialists in the U.S. and Canada. We are also evaluating options to commercialize LEVADEX to additional physicians in the U.S. and Canada
and to physicians in markets outside the U.S. and Canada.

Our Lead Product Candidate LEVADEX

Migraine is a chronic and debilitating neurological disorder characterized by episodic attacks. Migraine attacks typically manifest themselves as
moderate to severe headache pain, with associated symptoms that often include nausea and vomiting, photophobia, phonophobia, and visual
disturbances or aura. Migraines usually involve pounding or throbbing pain on one side of the head, although pain may occur on both sides.
Migraines limit the normal functioning of patients, who often seek dark, quiet surroundings until the episode has passed. Most migraines last
between four and 24 hours, but some last as long as three days. According to published studies, the median frequency of attack is 1.5 times per
month, although approximately 25% of migraine sufferers experience one or more attacks every week.

Migraine is a major public health problem that affects approximately 12% of the population in the U.S. and approximately 15% in Europe.
According to the National Headache Foundation, approximately 30 million people in the U.S. suffer from migraine. Migraine is more common
in women, with about 18% of women affected and 6% of men. Migraine prevalence is highest during the peak productive ages of 25 to 55,
which results in high costs to employers and managed care organizations.

Migraine is listed in the top 20 causes of disabling conditions and in the top four neurologic disabling conditions by the World Health
Organization, or WHO. Related disability from migraine is substantial, with over 90% of sufferers experiencing functional impairment with their
migraine that can disrupt every aspect of day to day life, including work, school, family and social relationships. More than half of the sufferers
report severe impairment or the need for bed rest as a result of their migraines, according to published surveys. The economic burden of
migraine remains substantial despite existing treatments with patients losing four to six work days each year due to migraine. The combination
of direct and indirect costs of migraine in the U.S. is estimated at over $20 billion annually.

In 2011, there were approximately 13 million migraine-specific prescriptions written for the acute treatment of migraine, generating
approximately $1.7 billion in revenues in the U.S. The majority of the prescriptions written were in the triptan class, and the leading branded
agent, Maxalt, generated approximately $450 million in revenues in the U.S. However, in 2008 when the leading migraine-specific agent,
Imitrex, became generic, the total market for migraine-specific prescriptions generated approximately $2.5 billion in revenues in the U.S.

LEVADEX is an easy to use, at-home therapy in development that patients self-administer using our proprietary hand-held TEMPO® inhaler.
We have designed LEVADEX to provide faster onset and longer-lasting migraine relief than triptans, the class of drugs most often prescribed
for treating migraine. DHE currently is available as an intravenous, or IV, therapy which has been used in clinical settings for over 50 years for
the safe and effective treatment of migraine, particularly forms of migraine that are severe or do not respond to triptans or other therapies. We
believe LEVADEX has the potential to be suitable as a first-line therapy for some migraine patients.

The LEVADEX clinical development program was a comprehensive program under Section 505(b)(2) of the Federal Food, Drug and Cosmetic
Act, or FFDCA, that evaluated the efficacy, safety, pharmacokinetics and pharmacodynamics of LEVADEX in approximately 1,000 patients
across nine trials. In our clinical trials conducted for LEVADEX, no drug-related serious adverse events have been reported.

In the efficacy portion of our pivotal Phase 3 FREEDOM-301 clinical trial, LEVADEX met all four primary endpoints, showing statistically
significant improvement in pain relief (p<0.0001), freedom from phonophobia (sensitivity to sound) (p<0.0001), freedom from photophobia
(sensitivity to light) (p<0.0001) and freedom from nausea (p=0.02) as reported two hours after dosing. Additional endpoints showed that
LEVADEX provided rapid pain relief in 30 minutes and sustained pain relief for up to 48 hours after dosing. LEVADEX was well tolerated,
with the most common adverse event reported being medication aftertaste at 6%, with 2% of patients receiving placebo also reporting
medication aftertaste. The next most common adverse event was nausea at 5%, compared with 2% for placebo. We completed a 12 month
open-label safety extension of our FREEDOM 301 trial, which evaluated lung function and cardiovascular parameters, during which
approximately 9,500 headaches were treated and over 250 subjects completed 12 months of exposure. There were no mean decreases in lung
function, as measured by spirometry, between the LEVADEX and placebo groups. There were no drug-related serious adverse events reported in
the trial.
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We also have completed additional clinical pharmacology trials that include a pharmacokinetic (PK) trial in smokers, a pharmacodynamics (PD)
trial evaluating pulmonary artery pressure using echocardiogram, a thorough QT trial, a PK trial in asthmatics and a drug-drug interaction trial.

Neurology Pipeline

We are exploring options to advance and expand our neurology product pipeline by leveraging our technologies and our extensive scientific
expertise in aerosol science and pharmaceutical technology to develop additional neurological product candidates offering unique features and
benefits.

Our goal is to enhance the therapeutic benefits and commercial attractiveness of proven drugs in the field of neurology, while minimizing risk by
capitalizing on their known safety, efficacy and commercialization history, by applying our proprietary formulation and inhalation technologies.
Our strategy is to develop differentiated neurology products that address large market opportunities with significant unmet medical needs. We
intend to commercialize potential future products through the sales force we intend to build upon the potential commercialization of LEVADEX.
Our goal is to submit an Investigational New Drug Application, or IND, in 2012 and another IND in 2013. We are currently developing two
early stage, pre-clinical product candidates, including one in Parkinson s disease and another in epilepsy.

Allergan Collaboration

On January 28, 2011, we entered into a Collaboration Agreement (the Collaboration Agreement ) and a Co-Promotion Agreement (the

Co-Promotion Agreement, and together with the Collaboration Agreement, the Allergan Agreements ) with Allergan, Inc., Allergan USA, Inc.
and Allergan Sales, LLC (collectively, Allergan ). Pursuant to the terms of the Allergan Agreements, we have granted Allergan a co-exclusive
license (the Allergan License ) to market and co-promote LEVADEXour proprietary novel migraine therapy for delivery by inhalation, to
neurologists and pain specialists in the United States in collaboration with us.

In July 2011, Allergan exercised its option to expand the Collaboration Agreement to include commercialization to neurologists and pain
specialists in Canada. Under the Allergan Agreements, we retain the right to market and co-promote LEVADEX to other physicians within the
United States and Canada and also retain all rights to LEVADEX in all other countries.

Under the Allergan Agreements, we are solely responsible for payment of all remaining costs of obtaining regulatory approval of LEVADEX for
the acute treatment of migraine in adults, except that if the U.S. Food and Drug Administration, or FDA, notifies us that additional development
or manufacturing activities costing in excess of a certain threshold amount will be required for such regulatory approval, the parties will share
any such excess costs.

Contingent upon FDA approval of LEVADEX for the initial indication, the parties will collaborate in the development of LEVADEX for the
treatment of pediatric migraine and for at least one other indication. The parties generally share equally all other costs of developing LEVADEX
under the Allergan Agreements, except that neither party shall be obligated for more than a certain threshold amount in a given year, or for more
than a certain threshold amount in the aggregate, for development or manufacturing costs or expenses incurred by us for such activities. We may
develop LEVADEX for certain other indications independently of the collaboration if Allergan does not agree to develop LEVADEX for such
indications pursuant to the Allergan Agreements.

We are responsible for manufacturing and distributing LEVADEX, if approved by the FDA, and anticipate booking product revenues from sales
of LEVADEX resulting from the parties collaboration. The parties will each provide sales representatives and other sales support for marketing
and promotional efforts. The Allergan Agreements specify minimum annual sales detail requirements to be provided by each party, and establish
maximum annual amounts of detailing costs that each party will be obligated to incur pursuant to a commercialization plan. Shared
commercialization costs are those costs and expenses directly related to the commercialization of LEVADEX and are agreed upon periodically
by both parties. The parties share profits and losses resulting from the collaboration equally.

The Collaboration Agreement may be terminated (i) by Allergan, at will, after first commercial sale of LEVADEX in the United States, upon
180 days prior written notice, (ii) by Allergan, upon written notice to us, if we receive a complete response letter or equivalent communication
from the FDA, that Allergan determines will extend potential approval beyond a certain date or requires a certain minimum level of additional
investment, (iii) by us, upon written notice to Allergan, if Allergan commercializes a competing product in the United States or Canada and

(iv) by us, upon written notice to Allergan, if Allergan challenges or opposes patent rights licensed to Allergan pursuant to the Collaboration
Agreement. Additionally, either party may terminate the Collaboration Agreement in the event of an uncured material breach. The
Co-Promotion Agreement will terminate upon termination of the Collaboration Agreement.
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In February 2011, Allergan paid us an upfront payment of $60.0 million, out of which we have recognized $1.0 million, $0.6 million, and $4.1
million, respectively, for the three months ended March 31, 2012, 2011, and for the cumulative period from July 3, 2003 (date of inception) to
March 31, 2012. As of March 31, 2012, $55.9 million of the initial $60.0 million remained unrecognized and will be amortized as collaboration
revenue through the end date of the non-contingent deliverable in the Collaboration Agreement with the longest term. Our participation in joint
committees with Allergan has the longest obligation period, requiring our participation throughout the term of the Collaboration Agreement. The
term of the Collaboration Agreement is the later of (a) December 31, 2025, and (b) the date that our last patent right covering LEVADEX in the
United States expires. The date that our last patent right covering LEVADEX in the United States expires is 2028. As a result, we will amortize
the remaining $55.9 million of the initial $60.0 million through 2028.

During the third quarter ended September 30, 2011, the FDA accepted for filing our LEVADEX NDA. As a result, pursuant to the terms of the
Allergan Agreements, Allergan paid us a milestone payment of $20.0 million. We have determined that the achievement of this contingent
milestone was substantive and we recorded the $20.0 million as collaboration revenue on our consolidated statements of operations for the year
ended December 31, 2011. In addition to the $20.0 million milestone described above, under the terms of the Collaboration Agreement, we may
also receive up to an additional $77.0 million in milestone payments, including $50.0 million for the first commercial sale of LEVADEX
associated with the initial indication (the acute treatment of migraine), up to $25.0 million for the achievement of certain FDA-approved product
labeling in the United States and $2.0 million for regulatory approval of the initial indication for LEVADEX in Canada.

We agreed with Allergan, subsequent to the effective date of the Collaboration Agreement, to begin commercialization activities relating to the
initial indication prior to initial approval of LEVADEX, and that those costs would be shared equally between the parties. Any reimbursements
from Allergan for shared expenses relating to contingent deliverables are recorded in our financial statements in the quarters in which the cost
sharing occurs. Sales, general and administrative expenses for the three months ended March 31, 2012, 2011, and for the cumulative period from
July 3, 2003 (date of inception) to March 31, 2012, were net of $0.3 million, $0 and $1.7 million, respectively, of costs reimbursed or
reimbursable by Allergan under cost-sharing provisions in the Allergan Agreements.

Critical Accounting Policies and Significant Judgments and Estimates
Revenue Recognition

We recognize revenue when all of the following criteria are met: persuasive evidence of an arrangement exists; delivery has occurred or services
have been rendered; the fee is fixed or determinable; and collectability is reasonably assured. Collaboration revenue, which is earned under
license agreements with third parties, may include nonrefundable license fees, cost reimbursements and contingent milestones.

Before January 1, 2011, we evaluated license arrangements with multiple elements in accordance with Accounting Standards Codification, or
ASC, 605-25 Revenue Recognition ~Multiple-Element Arrangements. In October 2009, the Financial Accounting Standards Board, or FASB,
issued Accounting Standards Update, or ASU, 2009-13 Revenue Arrangements with Multiple Deliverables, or ASU 2009-13, which amended
the accounting standards for certain multiple element revenue arrangements to:

provide updated guidance on whether multiple elements exist, how the elements in an arrangement should be separated, and how the
arrangement consideration should be allocated to the separate elements;

require an entity to allocate arrangement consideration to each element based on a selling price hierarchy, also called the relative

selling price method, where the selling price for an element is based on vendor-specific objective evidence (  VSOE ), if available;
third-party evidence ( TPE ), if available and VSOE is not available; or the best estimate of selling price ( ESP ), if neither VSOE nor
TPE is available; and

eliminate the use of the residual method and require an entity to allocate arrangement consideration using the selling price hierarchy.
The revenue allocated to each element is then recognized when the basic revenue recognition criteria are met for that element.

On January 1, 2011, we adopted ASU 2009-13 on a prospective basis. The new accounting standard for revenue recognition, if applied in the
same manner to the year ended December 31, 2010, would not have any impact to total revenue and deferred revenue for that fiscal year as we
did not have any collaboration revenue in fiscal 2010 or any deferred revenue as of December 31, 2010. The new accounting guidance for
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revenue recognition is not expected to have a significant effect on total net revenue in periods after initial adoption, although the impact on the
timing of revenue will vary depending on the evaluation of the elements of any new arrangements.

VSOE is based on the price charged when the element is sold separately and is the price actually charged for that deliverable. We typically are
not able to establish VSOE for the elements of a license arrangement because each arrangement is unique, an arrangement typically consists of
multiple elements and we have limited history of entering into license arrangements.
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When VSOE cannot be established, we attempt to establish the selling price of the elements of a license arrangement based on TPE. TPE is
determined based on a competitor s price for similar deliverables when sold separately. We typically are not able to determine TPE for license
arrangements, as they contain a significant level of differentiation such that the comparable pricing of a competitor s license arrangement with
similar functionality cannot be obtained, and we are therefore unable to reliably determine what a similar competitor s license arrangement s
selling price would be on a standalone basis.

When we are unable to establish the selling price of an element using VSOE or TPE, we use the ESP in our allocation of the upfront payment.
The objective of the ESP is to determine the price at which we would transact a sale if the element of the license arrangement were sold on a
standalone basis.

Our process for determining ESPs involves management s judgment. Our process considers multiple factors such as discounted cash flows,
estimated direct expenses and other costs and available data, which may vary over time, depending upon the circumstances, and relate to each
deliverable. If the estimated obligation period of one or more deliverables should change, the future amortization of the revenue would also
change. We regularly review ESP and maintain internal controls over the establishment and updates of the estimates.

We entered into a Collaboration Agreement with Allergan, Inc. in February 2011 which requires us to provide multiple deliverables, including: a
license to commercialize LEVADEX, clinical and regulatory work necessary for FDA approval of the first indication for LEVADEX (acute
treatment of migraine in adults), manufacturing process development for LEVADEX, an option to include Canada in the territory in which
Allergan can promote LEVADEX and participation in various committees jointly with Allergan throughout the term of the Collaboration
Agreement. These deliverables are non-contingent in nature. We received an upfront cash payment of $60.0 million from Allergan upon
execution of the Collaboration Agreement. In accordance with ASU 2009-13, we evaluated whether there is standalone value for each of the
various non-contingent deliverables. We have determined that the license delivered by us and other non-contingent deliverables do not have
standalone value separate from each other, based on contractual limitations in the Collaboration Agreement that restrict Allergan from using the
license for its intended purpose without other non-contingent deliverables from us.

We believe that since the license does not have standalone value, it must be combined with all the remaining non-contingent deliverables
because the license would not be fully delivered for its intended purpose unless we continue to perform our obligation to participate in the
various committees jointly with Allergan. Accordingly, all of the non-contingent deliverables are treated as a single unit of accounting, and we
have combined the delivered license with the remaining non-contingent deliverables for accounting purposes. As a result, revenue relating to the
$60.0 million upfront cash payment was deferred and will be recognized on a straight-line basis over the term of the Collaboration Agreement
through 2028, which represents the estimated obligation period of the participation in the various joint committees, the non-contingent
deliverable with the longest term.

The Collaboration Agreement also contains contingent deliverables that do not relate to the non-contingent deliverables identified above. For
example, we will collaborate and share expenses with Allergan to develop LEVADEX for additional indications separate from and in addition to
the first indication. Any reimbursements from Allergan to us for shared expenses relating to contingent deliverables are recorded in our financial
statements in the quarters in which the cost sharing occurs.

Milestone payments relating to contingent deliverables, such as the acceptance for filing by the FDA of our New Drug Application for
LEVADEX, are recognized as revenue in their entirety upon our achievement of a substantive milestone and when the respective revenue
recognition criteria are met. A milestone is substantive if the consideration earned from the achievement of the milestone (i) is consistent with
performance required to achieve the milestone or the increase in value to the delivered item, (ii) relates solely to past performance and (iii) is
reasonable relative to all of the other deliverables and payments within the arrangement.

There have been no other significant changes in critical accounting policies during the three months ended March 31, 2012, as compared to the
critical accounting policies described in Item 7 Management s Discussion and Analysis of Financial Condition and Results of

Operations Critical Accounting Policies and Significant Judgments and Estimates in our Annual Report on Form 10-K for the fiscal year
ended December 31, 2011.

Financial Overview
Collaboration Revenue

Collaboration revenue, which is earned under agreements with third parties for various activities, may include nonrefundable license fees, cost
reimbursements and contingent milestone payments.
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Through March 31, 2012, we had recorded approximately $78.3 million in collaboration revenue since our inception in 2003.
Research and Development Expenses

Research and development expenses include, but are not limited to: (i) expenses incurred under agreements with contract research organizations
and investigative sites, which conduct our clinical trials and a substantial portion of our pre-clinical studies;
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(i1) milestone payments paid to our collaborative partners who work on our processing and supply of clinical trial material; (iii) the cost of
manufacturing and supplying clinical trial materials; (iv) payments to contract service organizations, as well as consultants; (v) employee-related
expenses, which include salaries and benefits; (vi) facilities, depreciation and other allocated expenses, which include direct and allocated
expenses for rent and maintenance of facilities and equipment, depreciation of leasehold improvements and equipment and laboratory and other
supplies; and (vii) stock-based compensation expense. All research and development expenses are expensed as incurred.

Conducting a significant amount of research and development is central to our business model. Through March 31, 2012, we had incurred
approximately $262.1 million in research and development expenses since our inception in 2003. Product candidates in later-stage clinical
development generally have higher development costs than those in earlier stages of development, primarily due to the significantly increased
size and duration of later-stage clinical trials. We plan to incur substantial research and development expenses for the foreseeable future in order
to complete development of and pursue additional indications for our most advanced product candidate, LEVADEX, and to conduct earlier-stage
research and development projects.

The following table summarizes the percentages of our research and development expenses related to our LEVADEX program, our Unit Dose
Budesonide, or UDB, program, which has been suspended, and other earlier stage projects for the three months ended March 31, 2012 and 2011,
respectively. The percentages summarized in the following table reflect costs directly attributable to each development candidate, which are
tracked on a project basis. A portion of our internal costs, including indirect costs relating to our product candidates, is not tracked on a project
basis and has been allocated based on management estimates.

Three Months Ended March 31, Period from July 3, 2003 ( Date of
Inception)
2012 2011 through March 31, 2012

Our product candidates:

LEVADEX 85% 94% 63%
UDB (suspended) 27%
Other projects 15% 6% 10%
Total 100% 100% 100%

The process of conducting pre-clinical studies and clinical trials necessary to obtain FDA approval is costly and time consuming. The probability
of success for each product candidate and clinical trial may be affected by a variety of factors, including, among other things, the quality of the
product candidate s early clinical data, investment in the program, competition, manufacturing capabilities and commercial viability. As a result
of the uncertainties discussed above, uncertainty associated with clinical trial enrollment and risks inherent in the development process, we are
unable to determine the duration and completion costs of current or future clinical stages of our product candidates or when, or to what extent,
we will generate revenues from the commercialization and sale of any of our product candidates. Development timelines, probability of success
and development costs vary widely. We are currently focused on developing our most advanced product candidate, LEVADEX. We will need
substantial additional capital in the future in order to commercialize LEVADEX and to fund the development and commercialization of future
product candidates. We may receive additional payments pursuant to the Allergan Agreements.

Sales, General and Administrative Expenses

Sales, general and administrative expenses consist primarily of compensation for executive, finance, marketing, legal and administrative
personnel, including stock-based compensation. Other sales, general and administrative expenses include facility costs not otherwise included in
research and development expenses, legal and accounting services, other professional services, the cost of market research activities and
consulting fees. Included in sales, general and administrative expenses are costs reimbursed or reimbursable by Allergan under cost-sharing
provisions in the Allergan Agreements.

Through March 31, 2012, we incurred approximately $92.9 million in sales, general and administrative expenses since our inception in 2003.
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Results of Operations
Collaboration Revenue

The change in collaboration revenue as compared to the prior year is as follows (dollar amounts are presented in thousands):

Three Months Ended March 31,
2012 2011

Collaboration revenue $ 1,028 $ 558
The collaboration revenue was due to the Allergan Agreements which were effective in January 2011. In February 2011, Allergan paid us an
upfront payment of $60.0 million, out of which we recognized $1.0 million and $0.6 million as collaboration revenue for the three months ended
March 31, 2012 and 2011, respectively. As of March 31, 2012, $55.9 million of the initial $60.0 million remained unrecognized and will be
amortized as collaboration revenue over the estimated obligation period.

During the third quarter ended September 30, 2011, the FDA accepted for filing our LEVADEX NDA. As a result, pursuant to the terms of the
Allergan Agreements, Allergan paid us a milestone payment of $20.0 million. We recorded the $20.0 million as collaboration revenue on our
consolidated statements of operations for the year ended December 31, 201 1. In addition to the $20.0 million milestone described above, under
the terms of the Collaboration Agreement, we may also receive up to an additional $77.0 million in milestone payments, including $50.0 million
for the first commercial sale of LEVADEX associated with the initial indication (the acute treatment of migraine), up to $25.0 million for the
achievement of certain FDA-approved product labeling in the United States and $2.0 million for regulatory approval of the initial indication for
LEVADEX in Canada.

Research and Development Expenses

Research and development expenses and percentage changes as compared to the prior year are as follows (dollar amounts are presented in
thousands):

Three Months Ended March 31, Increase/ % Increase/
2012 2011 (Decrease) (Decrease)
Research and development expenses $ 10,962 $ 11,568 $ (6006) 5)%
The decrease in research and development expenses for the three months ended March 31, 2012 was caused primarily by a decrease of $4.5
million in expenses related to the LEVADEX program, partially offset by a one-time $2.8 million expense to purchase a data package relating to
the propellant used for LEVADEX, an increase of $0.6 million in expenses related to earlier stage research projects, and an increase of $0.4
million in personnel related expenses.

Sales, General and Administrative Expenses

Sales, general and administrative expenses and percentage changes as compared to the prior year are as follows (dollar amounts are presented in
thousands):

Three Months Ended March 31, Increase/ % Increase/
2012 2011 (Decrease) (Decrease)
Sales, general and administrative expenses $ 7,909 $ 4,843 $ 3,066 63%

The increase in sales, general and administrative expenses was related to an increase of $1.5 million in personnel related expenses primarily
within sales and marketing, and an increase of $1.1 million in professional services, including activities in preparation for a potential launch of
LEVADEX. The increase of $1.1 million in professional services was net of $0.3 million of costs reimbursed or reimbursable by Allergan under
cost-sharing provisions in the Allergan Agreements mentioned above.

Interest Income
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Interest income and percentage changes as compared to the prior year are as follows (dollar amounts are presented in thousands):

Three Months Ended March 31, Increase/ % Increase/
2012 2011 (Decrease) (Decrease)
Interest income $ $ 30 $ (@30 *
* Percentage is not meaningful.
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The decrease in interest income was due primarily to a decrease in interest rates related to our investments and a lower average cash and cash
equivalents balance. We expect our interest income to fluctuate in the future due to changes in market interest rates and average cash, cash
equivalents balances.

Interest Expense

Interest expense and percentage changes as compared to the prior year are as follows (dollar amounts are presented in thousands):

Three Months Ended March 31, Increase/ % Increase/
2012 2011 (Decrease) (Decrease)
Interest expense $ $ 167 $ @167) i

* Percentage is not meaningful.
In May 2008, we entered into an agreement to borrow $20.0 million, or the 2008 Working Capital Loan. We repaid the 2008 Working Capital
Loan in full in October 2011.

Liquidity and Capital Resources

We have incurred losses since our inception in July 2003 and as of March 31, 2012 we had an accumulated deficit of $290.3 million. We will
continue to incur losses until we generate sufficient revenue to offset our expenses, and we anticipate that we may continue to incur net losses
for at least the next several years. We expect to incur increased research and development and sales, general and administrative expenses related
to our development and potential commercialization of LEVADEX and, as a result, we will need to generate significant net product sales,
royalty and other revenues to achieve profitability.

We have financed our operations through equity financing, debt financing, the issuance of convertible notes and collaboration payments, as
follows:

Equity

Prior to our IPO in October 2007, we received net proceeds of $106.7 million from the issuance of convertible notes and convertible
preferred stock;

With the completion of our IPO, we received net proceeds of $62.1 million after deducting expenses and underwriters discounts and
commissions;

In August 2009, we completed a follow-on public offering in which we sold and issued 3,500,000 shares of our common stock at a price of
$9.70 per share. We raised a total of $34.0 million in gross proceeds or approximately $31.6 million in net proceeds after deducting
expenses and underwriters discounts and commissions;

In January 2010, we accessed our equity line of credit with Azimuth Opportunity Ltd., or Azimuth, and sold 1,527,695 shares

of common stock at a price of approximately $13.70 per share, less a discount of approximately 4.5% per share, for a net price
of approximately $13.09 per share. The total purchase price for these shares was $20.0 million or approximately $19.7 million
after deducting the offering expenses;
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In October 2010, we completed an equity offering in which we sold a total of 3,450,000 shares of common stock at an offering price of
$14.50 per share. We raised a total of $50.0 million in gross proceeds, or approximately $47.0 million in net proceeds after deducting
underwriting discounts and commissions and offering expenses;

Debt

In September 2006, we entered into a loan facility agreement and borrowed $10.0 million to finance working capital and a $1.0 million
loan facility to finance equipment purchases. We repaid in full the $10.0 million working capital loan and the $1.0 million equipment loan
in May 2008 and September 2009, respectively;

In May 2008, we entered into the 2008 Working Capital Loan to borrow $20.0 million, in order to repay an earlier working capital loan
and to support general corporate purposes. We repaid in full the 2008 Working Capital Loan in October 2011;
Collaboration

In 2009, we received $54.2 million in an upfront payment and reimbursement of qualified development expenses pursuant to our now
terminated collaboration agreement with AstraZeneca AB;
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In February 2011, we received a $60.0 million upfront payment pursuant to the Allergan Agreements;

In August 2011, we received a $20.0 million milestone payment from Allergan upon the FDA s acceptance for filing of our LEVADEX
NDA;

As of March 31, 2012, we have received cash of $1.4 million from Allergan as cost reimbursements under cost-sharing provisions in the
Allergan Agreements.
As of March 31, 2012, we had approximately $79.0 million in cash and cash equivalents. Our cash and cash equivalents are held primarily in
money market funds. Cash in excess of immediate requirements is invested in accordance with our investment policy with a view toward capital
preservation and liquidity.

Cash Flows

The following table shows a summary of our cash flows for the periods indicated (in thousands):

Three Months Ended March 31,

2012 2011
Cash provided by (used in):
Operating activities $ (18,648) $ 41,551
Investing activities (1,355) (1,229)
Financing activities 190 (1,482)

Net cash provided by (used in) operating activities. We used $18.6 million of cash for operating activities for the three months ended March 31,
2012 compared to receiving cash of $41.6 million from the corresponding period in 2011. The cash used for operating activities for the three
months ended March 31, 2012 was due primarily to net loss of $17.8 million and a decrease in accounts payable of $1.8 million resulting from
payments to certain vendors, partially offset by stock-based compensation of $2.3 million. The cash provided by operating activities for the three
months ended March 31, 2011 was due primarily to a $60.0 million nonrefundable upfront cash payment we received from Allergan in February
2011, which resulted in an increase in deferred revenue of $59.4 million, partially offset by a net loss of $16.0 million and a decrease in accrued
liabilities of $3.6 million as a result of the payment of expenses related to the LEVADEX Phase 3 clinical program.

Net cash used in investing activities. We used $1.4 million and $1.2 million of cash for investing activities for the three months ended March 31,
2012 and 2011, respectively. The usage of cash for the three months ended March 31, 2012 and 2011 were both due primarily to purchase of
property and equipment.

Net cash provided by (used in) financing activities. We received $0.2 million of cash from financing activities for the three months ended
March 31, 2012, compared to cash usage of $1.5 million for the corresponding period in 201 1. The receipt of cash of $0.2 million from
financing activities for the three months ended March 31, 2012 was due primarily to the net proceeds from the issuance of common stock
through equity plans. The usage of cash of $1.5 million for the three months ended March 31, 2011 was due primarily to the repayment of $1.9
million of outstanding debt in the three months ended March 31, 2011, partially offset by the proceeds from the issuance of common stock
through equity plans of $0.5 million.

Equity Line of Credit

On November 11, 2009, we entered into a Common Stock Purchase Agreement, or the Purchase Agreement, with Azimuth, which provides us
with what is sometimes termed an equity line of credit arrangement. Upon the terms and subject to the conditions set forth in the Purchase
Agreement, Azimuth is committed to purchase up to $60.0 million worth of shares of our common stock over the 24-month term of the Purchase
Agreement; provided, however, in no event may we sell under the Purchase Agreement more than such number of shares of common stock
which is equal to one share less than 20% of our outstanding shares of common stock on the effective date of the Purchase Agreement. From
time to time over the term of the Purchase Agreement, and at our sole discretion, we may present Azimuth with draw down notices requiring
Azimuth to purchase a specified dollar amount of shares of our common stock, based on the price per share over ten consecutive trading days or
such other period mutually agreed upon by Azimuth and us, with each draw down subject to limitations based on the price of our common stock
and a maximum limit of 2.5% of our market capitalization at the time of such draw down, or such other limit of our market capitalization as
mutually agreed upon by Azimuth and us.
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In January 2010 we accessed our equity line of credit and sold 1,527,695 shares of common stock at a price of approximately $13.70 per share
less a discount of approximately 4.5% per share for a net price of approximately $13.09 per share. The total purchase price for all these shares
was $20.0 million or approximately $19.7 million after deducting offering expenses.

On November 29, 2011, we amended the Purchase Agreement to extend the term by up to 24 months past the original expiration date of
December 1, 2011. As of March 31, 2012, the remaining aggregate dollar value of shares available for sale under the Purchase Agreement was
$40.0 million.

Agreement with Allergan

Under the Allergan Agreements, we are solely responsible for payment of all remaining costs of obtaining regulatory approval of LEVADEX for
the acute treatment of migraine in adults, except that if the FDA notifies us that additional development or manufacturing activities costing in
excess of a certain threshold amount will be required for such regulatory approval, the parties will share any such excess costs.

Contingent upon FDA approval of LEVADEX for the initial indication, the parties will collaborate in the development of LEVADEX for the
treatment of pediatric migraine and for at least one other indication. The parties generally share equally all other costs of developing LEVADEX
under the Allergan Agreements, except that neither party shall be obligated for more than a certain threshold amount in a given year, or for more
than a certain threshold amount in the aggregate, for development or manufacturing costs or expenses incurred by us for such activities. We may
develop LEVADEX for certain other indications independently of the collaboration if Allergan does not agree to develop LEVADEX for such
indications pursuant to the Allergan Agreements.

We are responsible for manufacturing and distributing LEVADEX, if approved by the FDA, and anticipate booking product revenues from sales
of LEVADEX resulting from the parties collaboration. The parties will each provide sales representatives and other sales support for marketing
and promotional efforts. The Allergan Agreements specify minimum annual sales detail requirements to be provided by each party, and establish
maximum annual amounts of detailing costs that each party will be obligated to incur pursuant to a commercialization plan. Shared
commercialization costs are those costs and expenses directly related to the commercialization of LEVADEX and are agreed upon periodically
by both parties. The parties share profits and losses resulting from the collaboration equally.

The Collaboration Agreement may be terminated (i) by Allergan, at will, after first commercial sale of LEVADEX in the United States, upon
180 days prior written notice, (ii) by Allergan, upon written notice to us, if we receive a complete response letter or equivalent communication
from the FDA, that Allergan determines will extend potential approval beyond a certain date or requires a certain minimum level of additional
investment, (iii) by us, upon written notice to Allergan, if Allergan commercializes a competing product in the United States or Canada and

(iv) by us, upon written notice to Allergan, if Allergan challenges or opposes patent rights licensed to Allergan pursuant to the Collaboration
Agreement. Additionally, either party may terminate the Collaboration Agreement in the event of an uncured material breach. The
Co-Promotion Agreement will terminate upon termination of the Collaboration Agreement.

We agreed with Allergan, subsequent to the effective date of the Collaboration Agreement, to begin commercialization activities relating to the
initial indication prior to initial approval of LEVADEX, and that those costs would be shared equally between the parties. Any reimbursements
from Allergan for shared expenses relating to contingent deliverables are recorded in our financial statements in the quarters in which the cost
sharing occurs.

Operating Capital and Capital Expenditure Requirements

Our future capital requirements will depend on many forward looking factors and are not limited to the following:

the initiation, progress, timing and completion of clinical trials for our product candidates and potential product candidates;

the length of time it takes us to complete our response to the FDA s Complete Response letter of March 26, 2012, including if we
have to conduct additional studies or provide additional information with respect to LEVADEX;

the outcome, timing and cost of regulatory approvals and the regulatory approval process;
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the cost and timing of establishing commercial infrastructure including sales, marketing, manufacturing and distribution capabilities;

the cost of procuring clinical and commercial supplies of our product candidates;

the rate of market adoption of our product candidates for which we receive regulatory approval;

delays that may be caused by changing regulatory requirements;

the number of product candidates that we pursue;
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the costs involved in filing and prosecuting patent applications and enforcing and defending patent claims;

the timing and terms of in-licensing and out-licensing transactions;

the cost of maintaining adequate working capital;

the extent to which we acquire or invest in businesses, products or technologies; and

the possible costs of litigation.
We believe that our existing cash and cash equivalents will be sufficient to fund our projected operating requirements for at least 12 months. We
will need substantial additional capital in the future in order to complete the development and commercialization of LEVADEX and to fund the
development and commercialization of any future product candidates. Until we can generate a sufficient amount of product revenue, if ever, we
expect to finance future cash needs through public or private equity offerings, debt financings or corporate collaboration and licensing
arrangements. Such funding, if needed, may not be available on favorable terms, if at all. In the event we are unable to obtain additional capital,
we may delay or reduce the scope of our current research and development programs and other expenses.

If adequate funds are not available, we may be required to delay, reduce the scope of or eliminate one or more of our research or development
programs or our commercialization efforts. To the extent that we raise additional funds by issuing equity securities, our stockholders may
experience additional significant dilution, and debt financing, if available, may involve restrictive covenants. To the extent that we raise
additional funds through collaboration and licensing arrangements, it may be necessary to relinquish some rights to our technologies or our
product candidates or grant licenses on terms that may not be favorable to us. We may seek to access the public or private capital markets
whenever conditions are favorable, even if we do not have an immediate need for additional capital at that time.

New Accounting Standard Recently Adopted

Effective January 1, 2012, we adopted revised guidance related to the presentation of comprehensive income that increases comparability
between U.S. GAAP and International Financial Reporting Standards. This guidance eliminates the current option to report other comprehensive
income, or OCI, and its components in the statement of changes in stockholders equity. We adopted this guidance during the first quarter of
2012 and elected to disclose OCI in a single continuous statement during interim reporting periods.

Off-Balance Sheet Arrangements

Since our inception, we have not engaged in any off-balance sheet arrangements, including the use of structured finance, special purpose entities
or variable interest entities.

ITEM3. QUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK

Our exposure to market risk is confined to our cash and cash equivalents. We consider all highly liquid investments purchased with an original
maturity of less than or equal to ninety days to be cash equivalents. The goals of our investment policy are preservation of capital, fulfillment of
liquidity needs and capturing a market rate of return based on our investment policy parameters and market conditions. We also seek to
maximize income from our investments without assuming significant risk. To achieve our goals, we maintain a portfolio of investments in
securities of high credit quality.

Our primary exposure to market risk is interest rate related, which is affected by changes in the general level of U.S. interest rates. We currently
do not hedge interest rate exposure. Because of the very short term maturity nature of our investments, we do not believe that an increase in
market rates would have any material negative impact on the value of our investment portfolio. We do not have any foreign currency or other
derivative financial instruments.
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ITEM 4. CONTROLS AND PROCEDURES
Evaluation of Disclosure Controls and Procedures

As of the end of the period covered by this report, an evaluation was carried out under the supervision and with the participation of our
management, including our principal executive officer and principal financial officer, of the effectiveness of our disclosure controls and
procedures, as defined in Rule 13(a)-15(e) of the Securities Exchange Act of 1934, as amended, or the Exchange Act. Based on that evaluation,
our principal executive officer and principal financial officer, concluded that our disclosure controls and procedures were not effective as of
March 31, 2012 to ensure that information required to be disclosed by us in reports that we file or submit under the Exchange Act is recorded,
processed, summarized and reported within the time periods specified in the Securities and Exchange Commission s rules and forms, and that
such information is accumulated and communicated to our management, including our principal executive officer and principal financial officer,
as appropriate, to allow timely decisions regarding required disclosure.
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Our disclosure controls and procedures were not effective as of March 31, 2012 because of the material weakness in internal control over

financial reporting described in Management s Report on Internal Control Over Financial Reporting in Item 9A, Controls and Procedures, in our
Annual Report on Form 10-K for the fiscal year ended December 31, 2011. In that section we described a material weakness in internal control
over financial reporting in that we had not maintained effective controls over complex multiple element revenue arrangements. Specifically,
effective controls were not designed and in place with regard to the evaluation of, and accounting for, complex multiple element revenue
arrangements. This control deficiency could result in a misstatement of account balances or disclosures that would result in a material

misstatement to the annual or interim consolidated financial statements that would not be prevented or detected.

Changes in Internal Control over Financial Reporting

There were no changes in our internal control over financial reporting during the three months ended March 31, 2012 that have materially
affected, or are reasonably likely to materially affect, our internal control over financial reporting.

Plan of Remediation of Material Weakness

Subsequent to the identification of the material weakness related to the evaluation of, and accounting for, complex multiple element revenue
arrangements, we are completing our re-evaluation of our accounting and financial reporting controls for complex multiple element revenue
arrangements, including the application of the provisions of Accounting Standard Codification Topic 605-25 Revenue Recognition
Multiple-Element Arrangements to any future agreements that include complex multiple elements.
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PART II. OTHER INFORMATION

ITEM1. LEGAL PROCEEDINGS
We are not a party to any material legal proceeding.

ITEM 1A. RISK FACTORS

Certain factors may have a material adverse effect on our business, financial condition and results of operations, and you should carefully
consider them. Accordingly, in evaluating our business, we encourage you to consider the following discussion of risk factors, in its entirety, in
addition to other information contained in this report as well as our other public filings with the Securities and Exchange Commission.

Risks Relating to Our Financial Position and Need for Additional Capital

We have a history of net losses. Currently, we have no products approved for commercial sale, and to date we have not generated any
product revenue. As a result, we may 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 do not expect to be profitable on a sustained basis in the foreseeable future. We have incurred significant net losses in
each year since our inception, including net losses of approximately $32.9 million, $54.7 million and $9.0 million for the years ended

December 31, 2011, 2010 and 2009, respectively. We have also incurred a net loss of $17.8 million for the three months ended March 31, 2012.
As of March 31, 2012, we had a deficit accumulated during the development stage of approximately $290.3 million. We have devoted most of
our financial resources to research and development, including our pre-clinical development activities, clinical trials and manufacturing-related
activities. We have not obtained regulatory approval for, or commercialized any product candidate and have therefore not generated any product
revenues. In that regard, we expect to incur additional expenses as we continue to pursue our new drug application, or NDA, for LEVADEX, our
most advanced product candidate, with the U.S. Food and Drug Administration, or the FDA. On March 26, 2012, we received a Complete
Response letter in which the FDA described the reasons it was unable to approve our NDA and identified issues that we need to address in order
to obtain FDA approval of LEVADEX. We currently are working to address the issues identified in the Complete Response letter. Our ability to
respond completely to these issues may take longer than we currently anticipate. If it does take longer to address these issues than we currently
anticipate or if we are required by the FDA to perform studies in addition to those we have conducted, our expenses will increase beyond
expectations and the timing of any potential product approval may be delayed. We expect an increase in our expenses associated with our
manufacturing work and with preparing for commercialization. In addition, we expect to continue to incur costs to support operations as a public
company. As a result, we may continue to incur substantial net losses and negative cash flow for the foreseeable future. These losses and
negative cash flows have had, and will continue to have, an adverse effect on our stockholders equity and working capital.

Because of the numerous risks and uncertainties associated with pharmaceutical product development, we are unable to accurately predict the
timing or amount of substantial expenses or when, or if, we will be able to achieve or maintain profitability. We have financed our operations
primarily through the sale of equity securities, collaboration payments and debt financings. The size of our future net losses will depend, in part,
on the rate of growth of our expenses and the rate of growth, if any, of our revenues. Revenues from potential strategic partnerships are uncertain
because we may not enter into any additional strategic partnerships, including with respect to promotion of LEVADEX to additional physicians
including primary care physicians. On January 28, 2011, we entered into a collaboration agreement with Allergan pursuant to which Allergan
will co-promote LEVADEX with us in the United States to neurologists and pain specialists. In addition to the $80.0 million in upfront and
milestone payments already received from Allergan, we are eligible to receive additional payments upon achievement of regulatory milestones
and first commercial sale. If we do not meet these milestones, we will not receive additional payments and, under certain circumstances,
Allergan may terminate our collaboration. If we are unable to develop and commercialize our other product candidates, including pursuant to
strategic partnerships, or if sales revenue from any product candidate that receives marketing approval is insufficient, we will not achieve
profitability. Even if we do achieve profitability, we may not be able to sustain or increase profitability.

We have a limited operating history, and we expect a number of factors to cause our operating results to fluctuate on a quarterly and annual
basis, which may make it difficult to predict our future performance.

Our operations to date have been primarily limited to organizing and staffing our company, developing our technology, undertaking pre-clinical
studies, clinical trials and manufacturing-related activities of our product candidates and preparing for the
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potential commercialization of our initial product candidate, LEVADEX, if approved. We have not yet obtained regulatory approvals for any of
our product candidates. Consequently, any predictions you make about our future success or viability may not be as accurate as they could be if
we had a longer operating history. Specifically, our financial condition and operating results have varied significantly in the past and will
continue to fluctuate from quarter-to-quarter and year-to-year in the future due to a variety of factors, many of which are beyond our control.
Factors relating to our business that may contribute to these fluctuations include the following factors, among others: our ability to obtain
additional funding to develop our product candidates;

our ability to obtain additional funding to develop our product candidates;

the need to obtain regulatory approval of our most advanced product candidate, LEVADEX for the potential acute treatment of
migraine;

potential risks related to any collaborations we may enter into for our product candidates, including our current collaboration with
Allergan for LEVADEX;

our ability to receive regulatory approval for or commercialize our LEVADEX product candidate, as well as future product
candidates;

any delays in regulatory review and approval of our LEVADEX product candidate or future product candidates, including any
requirements to perform additional preclinical or clinical trials;

our ability to rely on Section 505(b)(2) of the Federal Food, Drug and Cosmetic Act, or FFDCA, to seek FDA marketing approval of
our product candidates;

the success of clinical trials of our LEVADEX product candidate or future product candidates;

delays in the commencement, enrollment and completion of clinical testing, as well as the analysis and reporting of results from such
clinical testing;

market acceptance and rate of market adoption of our product candidates for which we obtain regulatory approval;

our ability, and our partners ability, to commercialize our products including establishing an effective sales and marketing
infrastructure;

the ability of patients to obtain coverage of or sufficient reimbursement for our products;

competition from existing products or new products that may emerge;
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the impact of competition, including generics, in the migraine market on our ability to commercialize LEVADEX;

the ability to receive regulatory approval or commercialize our products outside of the United States;

potential side effects of our products that have received regulatory approval that could delay or prevent commercialization or cause
an approved drug to be taken off the market;

regulatory difficulties and post-market requirements relating to products that have already received regulatory approval;

our ability to obtain FDA approval of the proposed product names for our product candidates without delay;

practice guidelines and recommendations of therapies published by various organizations;

potential product liability claims;

potential liabilities associated with hazardous materials;

our ability to maintain adequate insurance policies;

our dependency on third-party manufacturers to supply or manufacture our products;

our ability to establish or maintain collaborations, licensing or other arrangements;

29

Table of Contents 52



Edgar Filing: MAP Pharmaceuticals, Inc. - Form 10-Q

Table of Conten

our ability, our partners abilities, and third parties abilities to protect and assert intellectual property rights;

costs related to and outcomes of potential intellectual property litigation;

compliance with obligations under intellectual property licenses with third parties;

our need to transform our company by adding commercial expertise;

our ability to manage future growth;

our ability to remediate a material weakness in our internal controls over financial reporting and risks related to that material
weakness; and

our ability to attract and retain key personnel to manage our business effectively.
Due to the various factors mentioned above, and others, the results of any prior quarterly or annual periods should not be relied upon as
indications of our future operating performance.

We will need substantial additional funding and if we are unable to raise capital when needed, we would be forced to delay, reduce or
eliminate our product development programs.

Developing biopharmaceutical products, including conducting pre-clinical studies and clinical trials, and establishing manufacturing capabilities
and an effective sales and marketing infrastructure, is expensive. While we have completed our clinical development program for LEVADEX
for the acute treatment of migraine in adults, we expect to have continued expenses in connection with our ongoing activities, particularly as we
seek to obtain approval of our NDA for LEVADEX, our most advanced product candidate, for the acute treatment of migraine in adults. In the
March 26, 2012 Complete Response letter received from the FDA, the FDA requested that we address issues relating to the chemistry,
manufacturing and controls, or CMC, of LEVADEX. The FDA also stated that manufacturing deficiencies identified during a recent facility
inspection of one of our third party manufacturers need to be resolved to the FDA s satisfaction. The FDA indicated in the Complete Response
letter that it had not been able to complete its review of inhaler usability information requested late in the review cycle by the FDA. We currently
are working to address the issues identified in the Complete Response letter. Our ability to respond completely to these issues may take longer
than we currently anticipate. In order to respond to the Complete Response letter, we may need to conduct additional analysis and gather
additional data, but we currently do not anticipate having to conduct additional clinical studies. Although we intend to discuss our proposed plan
for responding to the Complete Response letter with the FDA at a meeting scheduled for the second quarter of this year, we do not know if the
FDA will determine that our proposed plan is acceptable or if the FDA will suggest we modify our plan or recommend additional analysis. Any
additional studies, analysis or data required by the FDA may delay our ability to provide a complete response to the Complete Response letter
and obtain regulatory approval for LEVADEX. The FDA will not review our NDA for LEVADEX until we provide a complete response to the
Complete Response letter. Even if we submit what we believe is a complete response to the items in the Complete Response letter, the FDA may
not agree that we have completely addressed their concerns or approve our NDA. If it does take longer to address these issues than we currently
anticipate or if we are required by the FDA to perform studies in addition to those we have conducted, our expenses will increase beyond
expectations and the timing of any potential product approval may be delayed.

We believe that our existing cash and cash equivalents will be sufficient to fund our projected operating requirements for at least 12 months. We
will need substantial additional capital in the future in order to commercialize LEVADEX and to fund the development and commercialization
of future product candidates. Until we can generate a sufficient amount of product revenue, if ever, we expect to finance future cash needs
through public or private equity offerings, debt financings or corporate collaboration and licensing arrangements, including our collaboration
with Allergan. Such funding, if needed, may not be available on favorable terms, if at all. In the event we are unable to obtain additional capital,
we may delay or reduce the scope of our current research and development programs and other expenses

If adequate funds are not available, we may be required to delay or reduce the scope of our commercialization efforts or delay, reduce the scope
of or eliminate one or more of our research or development programs. To the extent that we raise additional funds by issuing equity securities,
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our stockholders may experience additional significant dilution, and debt financing, if available, may involve restrictive covenants. To the extent
that we raise additional funds through collaboration and licensing arrangements, it may be necessary to relinquish some rights to our

technologies or our product candidates or to grant licenses on terms that may not be favorable to us. We may seek to access the public or private
capital markets whenever conditions are favorable, even if we do not have an immediate need for additional capital at that time.

Our forecast of the period of time through which our financial resources will be adequate to support our operations is a forward-looking
statement and involves risks and uncertainties, and actual results could vary as a result of a number of factors,
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including the factors discussed elsewhere in this Risk Factors section. We have based this estimate on assumptions that may prove to be wrong,
and we could utilize our available capital resources sooner than we currently expect. Our future funding requirements will depend on many
factors, including, but not limited to:

the costs and timing of regulatory approval including any potential delays that may occur;

the cost and timing of commercial-scale manufacturing and distribution activities;

the costs of establishing sales, marketing and distribution capabilities for any product candidates for which we may receive
regulatory approval;

rate of market adoption of our product candidates for which we obtain regulatory approval.

the scope, rate of progress and cost of our clinical trials and other research and development activities;

the costs of filing, prosecuting, defending and enforcing any patent claims and other intellectual property rights;

the effect of competing technological and market developments; and.

the terms and timing of any collaboration, licensing or other arrangements that we may establish, including our current collaboration
agreement with Allergan.
Risks Relating to the Development, Regulatory Approval and

Commercialization of Our Product Candidates

We are largely dependent on the success of one product candidate, and we cannot be certain that this product candidate will receive
regulatory approval.

We have invested a significant portion of our efforts and financial resources in the development of LEVADEX and our Unit Dose Budesonide,
or UDB, product candidate. In February 2009, we announced top-line results from our first Phase 3 trial of UDB, indicating that the trial did not
meet its co-primary endpoints in either dose evaluated when compared to placebo. On July 8, 2009, we received a notice of termination of our
license agreement with AstraZeneca AB, or the AstraZeneca Agreement, related to our UDB product candidate. Following the termination of the
AstraZeneca Agreement, we suspended development of UDB. We are now largely dependent on the success of one product candidate,
LEVADEX, for which we have completed a Phase 3 clinical development program and the FDA currently is reviewing our NDA for the acute
treatment of migraine in adults. Our ability to generate product revenue is dependent on the successful regulatory approval and
commercialization of this product candidate. In the March 26, 2012 Complete Response letter received from the FDA, the FDA requested that
we address issues relating to the chemistry, manufacturing and controls, or CMC, of LEVADEX. The FDA also stated that manufacturing
deficiencies identified during a recent facility inspection of one of our third party manufacturers need to be resolved to the FDA s satisfaction.
The FDA indicated in the Complete Response letter that it had not been able to complete its review of inhaler usability information requested
late in the review cycle by the FDA. We currently are working to address the issues identified in the Complete Response letter. Our ability to
respond completely to these issues may take longer than we currently anticipate. In order to respond to the Complete Response letter, we may
need to conduct additional analysis and gather additional data, but we currently do not anticipate having to conduct additional clinical studies.
Although we intend to discuss our proposed plan for responding to the Complete Response letter with the FDA at a meeting scheduled for the
second quarter of this year, we do not know if the FDA will determine that our proposed plan is acceptable or if the FDA will suggest we modify
our plan or recommend additional analysis. Any additional studies, analysis or data required by the FDA may delay our ability to provide a
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complete response to the Complete Response letter and obtain regulatory approval for LEVADEX. The FDA will not review our NDA for
LEVADEX until we provide a complete response to the Complete Response letter. Even if we submit what we believe is a complete response to
the items in the Complete Response letter, The FDA may not agree that we have completely addressed their concerns or approve our NDA. If it
does take longer to address these issues than we currently anticipate or if we are required by the FDA to perform studies in addition to those we
have conducted, our expenses will increase beyond expectations and the timing of any potential product approval may be delayed.

We may have inadequate financial or other resources to advance LEVADEX through the NDA process, depending on the requirements of the
FDA. In May 2009, we announced top-line results from the efficacy portion of our first Phase 3 trial of LEVADEX, indicating that the trial met
all its co-primary endpoints when LEVADEX was compared to placebo. A long-term safety extension of the trial has also been completed and
no drug-related serious adverse events were reported in the trial. Although we had planned to initiate a second Phase 3 efficacy study in the first
quarter of 2010, we have been informed by the FDA that a second pivotal efficacy study is not required for submission of our NDA if the
top-line efficacy results we submitted in 2009 are confirmed during the NDA review. We have completed a pharmacokinetics trial in 23 adult
smokers comparing them to 24 adult non-smokers.

31

Table of Contents 56



Edgar Filing: MAP Pharmaceuticals, Inc. - Form 10-Q

Table of Conten

The trial was designed to measure whether the systemic absorption of LEVADEX is higher and exposure to dihydroergotamine mesylate, or
DHE, is greater in smokers than in non-smokers. In the trial, the systemic absorption of LEVADEX was not higher and systemic exposure to
DHE was not greater in smokers than in non-smokers. We have completed a pharmacodynamics trial evaluating pulmonary artery pressure in
approximately 24 healthy volunteers using echocardiograms. The trial compared the acute effects on pulmonary artery pressure of LEVADEX,
DHE administered intravenously and placebo. In the trial, there was no statistically significant difference between the LEVADEX and placebo
groups in the primary endpoint of pulmonary artery pressure over two hours after administration. We have completed a thorough QT trial in
which LEVADEX did not increase QTc intervals as measured by electrocardiograms. We also completed a drug-drug interaction trial in which
co-administration of LEVADEX with a potent CYP3A4 inhibitor showed no effects on the plasma levels of DHE or its elimination. Our clinical
development program for LEVADEX may not lead to regulatory approval from the FDA and similar foreign regulatory agencies if we fail to
demonstrate that the product candidate is safe and effective, and we may therefore fail to commercialize LEVADEX. Any failure to obtain
regulatory approval of LEVADEX would have a material and adverse impact on our business.

With the suspension of development for our UDB product candidate, LEVADEX is our only current late stage product candidate. Our drug
development efforts may not produce any other proprietary product candidates. We cannot be certain that we will be able to acquire or in-license
other product candidates or develop other product candidates. Our failure to develop product candidates will limit our ability to generate
additional revenue.

We currently have no approved drug products for sale and we cannot guarantee that we will ever have marketable drug products. The research,
testing, manufacturing, labeling, approval, selling, marketing and distribution of drug products are subject to extensive regulation by the FDA
and other regulatory authorities in the United States and other countries, with regulations differing from country to country. We are not
permitted to market our product candidates in the United States until we receive approval of an NDA from the FDA for each product candidate.
We have not received marketing approval for any of our product candidates in any country. Obtaining approval of an NDA is a lengthy,
expensive and uncertain process. Markets outside of the United States also have requirements for approval of drug candidates which we must
comply with prior to marketing.

We have entered into a collaboration arrangement with Allergan, pursuant to which Allergan will commercialize LEVADEX, with us, to
neurologists and pain specialists in the United States, following regulatory approval of LEVADEX. We may not fully realize the potential
benefits of our collaboration with Allergan which may lead to an inability to obtain significant sales within the neurology and pain specialist
segment of the migraine market and we may not be able to commercialize LEVADEX to primary care physicians.

We have entered into a collaboration agreement with Allergan targeting the neurology and pain specialist segment of the United States and
Canada markets. We believe that adoption of LEVADEX by neurologists and pain specialists, who regularly treat migraine patients, will help to
lead to broader adoption in the United States market. Our dependence on Allergan to help us to commercialize LEVADEX in this market
segment and Allergan s performance under our collaboration agreement may not lead to physician uptake in this market and we may not be able
to successfully commercialize LEVADEX in the neurology and pain specialist market. Our profits from the collaboration, if any, will be shared
equally with Allergan and this arrangement may limit our overall profits and financial performance. While we believe that neurologists and pain
specialists, because they treat migraine patients, may be early prescribers of LEVADEX and drive market adoption in the primary care physician
segment of the market, our ability to enter into a partnership targeting primary care physicians may have an effect on the overall sales of
LEVADEX. If we are unable to enter into a commercial partnership targeting primary care physicians, we may be unable to commercialize
LEVADEX to primary care physicians on our own, and we may not realize significant revenues from product sales relating to that segment.

We may enter into additional collaborations with third parties to develop and commercialize our product candidates, including LEVADEX.
These collaborations may place the development and commercialization of our product candidates outside our control, may require us to
relinquish important rights or may otherwise be on terms unfavorable to us.

We may enter into additional collaborations with third parties to develop and commercialize our product candidates, including LEVADEX. If
LEVADEX is approved, we plan to jointly develop and fund research and development for two additional LEVADEX indications together with
our partner Allergan. In addition, we may enter into a collaboration with a third party in the Unites States of America to commercialize
LEVADEX to additional physicians including primary care physicians and/or to develop or commercialize LEVADEX outside the United
States. Our dependence on current and future partners for development and commercialization of our product candidates will subject us to a
number of risks, including:

we may not be able to control the amount and timing of resources that our partners may devote to the development or
commercialization of product candidates or to their marketing and distribution;

Table of Contents 57



Edgar Filing: MAP Pharmaceuticals, Inc. - Form 10-Q

partners may delay clinical trials, provide insufficient funding for a clinical trial program, stop a clinical trial or abandon a product
candidate, repeat or conduct new clinical trials or require a new formulation of a product candidate for clinical testing;
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disputes may arise between us and our partners that result in the delay or termination of the research, development or
commercialization of our product candidates or that result in costly litigation or arbitration that diverts management s attention and
resources;

partners may experience financial difficulties;

partners may not properly maintain or defend our intellectual property rights, or may use our proprietary information, in such a way
as to invite litigation that could jeopardize or invalidate our intellectual property rights or proprietary information or expose us to
potential litigation;

business combinations or significant changes in a partner s business strategy may adversely affect a partner s willingness or ability to
meet its obligations under any arrangement;

a partner could independently move forward with a competing product candidate developed either independently or in collaboration
with others, including our competitors; and

the collaborations with our partners may be terminated or allowed to expire, which would delay the development and may increase
the cost of developing our product candidates.
All of our product candidates in development require regulatory review and approval prior to commercialization. Any delay in the regulatory
review or approval of any of our product candidates in development will harm our business.

All of our product candidates in development require regulatory review and approval prior to commercialization, including review of pre-clinical
data, clinical data and inspection of facilities and processes, including those relating to clinical and manufacturing activities. Any delays in the
regulatory review or approval of our product candidates in development would delay market launch, increase our cash requirements and result in
additional operating losses. In the March 26, 2012 Complete Response letter received from the FDA, the FDA requested that we address issues
relating to the chemistry, manufacturing and controls, or CMC, of LEVADEX. The FDA also stated that manufacturing deficiencies identified
during a recent facility inspection of one of our third party manufacturers need to be resolved to the FDA s satisfaction. The FDA indicated in the
Complete Response letter that it had not been able to complete its review of inhaler usability information requested late in the review cycle by
the FDA. We currently are working to address the issues identified in the Complete Response letter. Our ability to respond completely to these
issues may take longer than we currently anticipate. In order to respond to the Complete Response letter, we may need to conduct additional
analysis and gather additional data, but we currently do not anticipate having to conduct additional clinical studies. Although we intend to
discuss our proposed plan for responding to the Complete Response letter with the FDA at a meeting scheduled for the second quarter of this
year, we do not know if the FDA will determine that our proposed plan is acceptable or if the FDA will suggest we modify our plan or
recommend additional analysis. Any additional studies, analysis or data required by the FDA may delay our ability to provide a complete
response to the Complete Response letter and obtain regulatory approval for LEVADEX. The FDA will not review our NDA for LEVADEX
until we provide a complete response to the Complete Response letter. Even if we submit what we believe is a complete response to the items in
the Complete Response letter, the FDA may not agree that we have completely addressed their concerns or approve our NDA.

The process of obtaining FDA and other required regulatory approvals, including foreign approvals, often takes many years and can vary
substantially based upon the type, complexity and novelty of the products involved. Furthermore, this approval process is extremely complex,
expensive and uncertain. We or our partners may not be able to maintain our proposed schedules for the submission of any NDA in the United
States or any marketing approval application or other foreign applications for any of our products. If we or our partners submit any NDA,
including any amended NDA or supplemental NDA, to the FDA seeking marketing approval for any of our product candidates, the FDA must
decide whether to either accept or reject the submission for filing. We cannot be certain that any of these submissions will be accepted for filing
and reviewed by the FDA, or that our marketing approval application submissions to any other regulatory authorities will be accepted for filing
and review by those authorities. We cannot be certain that we or our partners will be able to respond to any regulatory requests during the review
period in a timely manner without delaying potential regulatory action. We also cannot be certain that any of our product candidates will receive
favorable recommendation from any FDA advisory committee or foreign regulatory bodies or be approved for marketing by the FDA or foreign
regulatory authorities. In addition, delays in approvals or rejections of marketing applications may be based upon many factors, including
regulatory requests for additional analyses, reports, data and/or studies, regulatory questions regarding data and results, changes in regulatory
policy during the period of product development and/or the emergence of new information regarding our products or other products.
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Data obtained from pre-clinical studies and clinical trials are subject to different interpretations, which could delay, limit or prevent regulatory
review or approval of any of our products. In addition, as a routine part of the evaluation of any potential drug, clinical studies are generally
conducted to assess the potential for drug-drug interactions that could impact potential product safety.
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We conducted a drug-drug interaction trial in which co-administration of LEVADEX with a potent CYP3A4 inhibitor showed no effects on the
plasma levels of DHE or its elimination. Furthermore, regulatory attitudes towards the data and results required to demonstrate safety and
efficacy can change over time and can be affected by many factors, such as the emergence of new information, including on other products,
changing policies and agency funding, staffing and leadership. We cannot be sure whether future changes to the regulatory environment will be
favorable or unfavorable to our business prospects.

In addition, the environment in which our regulatory submissions may be reviewed changes over time. For example, average review times at the
FDA for marketing approval applications have fluctuated over the last ten years, and we cannot predict the review time for any of our
submissions with any regulatory authorities. In addition, review times can be affected by a variety of factors, including budget and funding
levels and statutory, regulatory and policy changes.

We may not be able to rely on Section 505(b)(2) of the Federal Food, Drug and Cosmetic Act, which could result in a longer development
program and more costly trials than we anticipate.

We may not be able to receive FDA marketing approval of our product candidates under Section 505(b)(2) of the FFDCA. Section 505(b)(2), if
applicable to us, would allow an NDA we file with the FDA to rely in part on data in the public domain or the FDA s prior conclusions regarding
the safety and effectiveness of approved compounds, which could expedite the development program for our product candidates by potentially
decreasing the overall scope of work we must do ourselves. If we are unable to rely on Section 505(b)(2), we would also have to conduct more
clinical trials than we had anticipated, and the development program for our product candidates would be longer than we expected.

If clinical trials of our LEVADEX product candidate or future product candidates do not produce results necessary to support regulatory
approval in the United States or elsewhere or show undesirable side effects, we will be unable to commercialize these products.

To receive regulatory approval for the commercial sale of LEVADEX or any other product candidates, we must conduct adequate and
well-controlled clinical trials to demonstrate efficacy and safety in humans. Clinical testing is expensive, takes many years and has an uncertain
outcome. Clinical failure can occur at any stage of the testing. Our clinical trials may produce negative or inconclusive results. In such cases, we
may decide, or regulators may require us, to conduct additional clinical and/or non-clinical testing, or we may decide not to pursue further
development of a product candidate, such as the case of our UDB product candidate, where top-line results of our Phase 3 clinical trial indicated
that the trial failed to meet the primary endpoints. Subsequently we suspended development of UDB. In addition, the results of our clinical trials
may show that our product candidates may cause undesirable side effects, which could interrupt, delay or halt clinical trials, resulting in our
inability to obtain regulatory approval by the FDA and other regulatory authorities.

In light of widely publicized events concerning the safety risk of certain drug products, regulatory authorities, members of Congress, the
Government Accounting Office, medical professionals and the general public have raised concerns about potential drug safety issues. These
events have resulted in the withdrawal of drug products, revisions to drug labeling that further limit use of the drug products and establishment
of risk management programs that may, for instance, restrict distribution of drug products. The increased attention to drug safety issues may
result in a more cautious approach by the FDA to clinical trials and regulatory approval. Data from clinical trials may receive greater scrutiny
with respect to safety, which may make the FDA or other regulatory authorities more likely to terminate clinical trials before completion, or
require longer or additional clinical trials that may result in substantial additional expense and a delay or failure in obtaining approval or
approval for a more limited indication than originally sought.

Our failure to adequately demonstrate the efficacy and safety of LEVADEX or any other product candidates would prevent regulatory approval
and, ultimately, the commercialization of that product candidate.

Because the results of prior clinical trials are not necessarily predictive of future results, LEVADEX or any other product candidate
advanced into clinical trials may not have favorable results in subsequent clinical trials or receive regulatory approval.

Success in pre-clinical studies and clinical trials does not ensure that subsequent clinical trials will generate adequate data to demonstrate the
efficacy and safety of the investigational drug. A number of companies in the pharmaceutical industry, including those with greater resources
and experience, have suffered significant setbacks in Phase 3 clinical trials, even after seeing promising results in prior clinical trials.

The data collected from our clinical trials may not be adequate to support regulatory approval of LEVADEX or any of our other product
candidates. In May 2009, we announced top-line results from the efficacy portion of our Phase 3 trial of LEVADEX, indicating that the trial met
all four of its co-primary endpoints when LEVADEX was compared to placebo. We have completed a long