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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 10-Q

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

For The Quarterly Period Ended March 31, 2011

OR
o 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 001-33389

VIVUS, INC.
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(Exact name of registrant as specified in its charter)

Delaware 94-3136179
(State or other jurisdiction of (IRS employer
incorporation or organization) identification number)
1172 Castro Street
Mountain View, California 94040
(Address of principal executive office) (Zip Code)

(650) 934-5200

(Registrant s telephone number, including area code)

N/A

(Former name, former address and former fiscal year, if changed since last report)

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 o

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 o No o

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 x Accelerated filer o

Non-accelerated filer o Smaller reporting company o
(Do not check if a smaller reporting company)

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Act). o Yes x No

At April 28,2011, 81,888,428 shares of common stock, par value $.001 per share, were outstanding.
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PART I: FINANCIAL INFORMATION

ITEM 1. CONDENSED CONSOLIDATED FINANCIAL STATEMENTS (UNAUDITED)

Current assets:

Cash and cash equivalents
Available-for-sale securities

Inventories

Prepaid expenses and other assets
Current assets of discontinued operations
Total current assets

Property and equipment, net

Total assets

LIABILITIES AND STOCKHOLDERS

Current liabilities:
Accounts payable
Accrued research and clinical expenses

VIVUS, INC.

CONDENSED CONSOLIDATED BALANCE SHEETS

(In thousands, except par value)

ASSETS

EQUITY

Accrued employee compensation and benefits

Accrued and other liabilities

Current liabilities of discontinued operations

Total current liabilities
Commitments and contingencies

Stockholders equity:

Preferred stock; $1.00 par value; 5,000 shares authorized; no shares issued and outstanding
Common stock; $.001 par value; 200,000 shares authorized; 81,888 and 81,568 shares issued
and outstanding at March 31, 2011 and December 31, 2010, respectively

Additional paid-in capital

Accumulated other comprehensive income

Accumulated deficit
Total stockholders equity
Total liabilities and stockholders equity

March
2011

31

(unaudited)

31,334 $

99,101
3,225
1,686

135,346
188
135,534 $

1,587 $
2,193
2,351
444
3,125
9,700

82
435,701
29
(309,978)
125,834
135,534 $

December 31
2010%*

37,216
101,970
3,225
1,648

6
144,065
221
144,286

2,395
2,625
2,820
932
3,512
12,284

82
432,041
4

(300,125)
132,002
144,286
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Derived from audited consolidated financial statements filed in the Company s 2010 Annual Report on Form 10-K.

See accompanying notes to unaudited condensed consolidated financial statements.
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VIVUS, INC.

CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS

(In thousands, except per share data)

(Unaudited)
Three Months Ended
March 31
2011

Operating expenses:
Research and development $ 4,480 $
General and administrative 5,428
Total operating expenses 9,908
Loss from operations (9,908)
Interest and other income (expense):
Interest and other income, net 43
Interest expense @)
Total interest and other income (expense) 42
Loss from continuing operations before income taxes (9,866)
Provision for income taxes @))
Net loss from continuing operations (9,867)
Discontinued operations:
Income (loss) from discontinued operations, net of tax 14
Net loss $ (9,853) $
Basic and diluted net loss per share:
Continuing operations $ 0.12) $
Discontinued operations 0.00
Net loss per share $ (0.12) $
Shares used in per share computation:
Basic 81,819
Diluted 84,111

See accompanying notes to unaudited condensed consolidated financial statements.

2010

10,211
5,164
15,375

(15,375)

62
(1,295)
(1,233)

(16,608)

(M

(16,609)

(2,209)
(18,818)

0.21)
(0.02)
(0.23)

80,698
80,698
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VIVUS, INC.

CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS

(In thousands)

(Unaudited)

CASH FLOWS FROM OPERATING ACTIVITIES:
Net loss from continuing operations

Adjustments to reconcile net loss to net cash used for operating activities from continuing

operations:

Depreciation

Share-based compensation expense

Changes in assets and liabilities:

Prepaid expenses and other assets

Accounts payable

Accrued research and clinical expenses

Accrued employee compensation and benefits

Accrued and other liabilities

Net cash used for operating activities from continuing operations
Net cash (used for) provided by operating activities from discontinued operations
Net cash used for operating activities

CASH FLOWS FROM INVESTING ACTIVITIES:

Property and equipment purchases

Investment purchases

Proceeds from sale/maturity of securities

Net cash provided by (used for) investing activities from continuing operations
Net cash used for investing activities from discontinued operations

Net cash provided by (used for) investing activities

CASH FLOWS FROM FINANCING ACTIVITIES:

Net proceeds from exercise of common stock options

Net cash provided by financing activities from continuing operations
Net cash used for financing activities from discontinued operations
Net cash provided by financing activities

NET DECREASE IN CASH AND CASH EQUIVALENTS
CASH AND CASH EQUIVALENTS:

Beginning of period

End of period

Three Months Ended

March 31

2011

(9,867)

33
2,120

(38)
(808)
(432)
(469)
(488)

(9,949)
(367)
(10,316)

(30,826)
33,720
2,894
2,894
1,540
1,540
1,540

(5,882)

37,216
31,334

See accompanying notes to unaudited condensed consolidated financial statements.

$

$

2010

(16,609)

27
1,614

2,094
(2,497)

658
(419)
(273)
(15,405)

2,522
(12,883)

(50)
(50,710)
36,996
(13,764)

®)
(13,769)

779
779
(40)
739

(25913)

40,533
14,620
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VIVUS, INC.

NOTES TO UNAUDITED CONDENSED CONSOLIDATED FINANCIAL STATEMENTS

MARCH 31, 2011

1. BASIS OF PRESENTATION

The accompanying unaudited condensed consolidated financial statements have been prepared in accordance with United States generally
accepted accounting principles for interim financial information and with the instructions to Form 10-Q and Article 10 of Regulation S-X. The
year-end condensed consolidated balance sheet data was derived from audited financial statements, but does not include all disclosures required
by accounting principles generally accepted in the United States of America. Accordingly, they do not include all of the information and
footnotes required by United States generally accepted accounting principles for complete financial statements. In the opinion of management,
all adjustments (consisting of normal recurring adjustments) considered necessary for a fair presentation have been included. Operating results
for the quarter ended March 31, 2011 are not necessarily indicative of the results that may be expected for the year ending December 31, 2011.
Management has evaluated all events and transactions that occurred after March 31, 2011 up through the date these condensed consolidated
financial statements were filed. There were no events or transactions occurring during this subsequent event reporting period which require
recognition in these condensed consolidated financial statements. The unaudited condensed consolidated financial statements should be read in
conjunction with the audited financial statements and notes thereto included in the Company s annual report on Form 10-K for the year ended
December 31, 2010, as filed on March 1, 2011 with the Securities and Exchange Commission, or SEC. The condensed consolidated financial
statements include the accounts of the Company and its wholly owned subsidiaries. All significant intercompany accounts and transactions have
been eliminated.

Reclassifications

Certain prior year amounts in the condensed consolidated financial statements have been reclassified to conform to the current quarter
presentation. On November 5, 2010, the Company completed the sale of MUSE®. As discussed in Note 2: Discontinued Operations, the results
of operations, the assets and the liabilities related to MUSE have been reported as discontinued operations in accordance with FASB ASC topic
205, Discontinued Operations, or ASC 205. Accordingly, the assets, liabilities and results of operations related to MUSE from prior periods

have been reclassified to discontinued operations.

Use of Estimates

The preparation of financial statements in conformity with U.S. generally accepted accounting principles requires management to make
estimates and assumptions that affect the reported amounts of assets and liabilities and disclosures of contingent assets and liabilities at the date
of the financial statements and the reported amounts of revenues and expenses during the reporting period. Actual results could differ from those
estimates.

10
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2. DISCONTINUED OPERATIONS

On October 1, 2010, the Company entered into a definitive Asset Purchase Agreement with Meda AB, or Meda, to sell certain rights and assets
related to MUSE, transurethral alprostadil, for the treatment of erectile dysfunction, or the MUSE Transaction. Meda has been the Company s
European distributor of MUSE since 2002. The assets sold in the MUSE Transaction include the U.S. and foreign MUSE patents, existing
inventory, and the manufacturing facility located in Lakewood, New Jersey. The Company retained all of the liabilities associated with the
pre-closing operations and products of the MUSE business and the accounts receivable for pre-closing MUSE sales. The transaction closed on
November 5, 2010. Prior to the closing of the MUSE Transaction, the Company terminated all of the rights to MUSE and avanafil held by
Deerfield Management Company, L.P. and affiliates and by Crown Bank, N. A. as collateral to the Company s notes payable. Under the terms of
the MUSE Transaction, the Company received an upfront payment of $22 million upon the closing and is eligible to receive an additional $1.5
million based on future sales of MUSE, provided that certain sales milestones are reached. Meda is now responsible for the manufacturing,
selling and marketing of MUSE. Meda also assumed all post-closing expenses and liabilities associated with MUSE. The Company has agreed
not to develop, manufacture or sell any transurethral erectile dysfunction drugs for a period of three years following the closing of the MUSE
Transaction.

11
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The sale of the MUSE product and certain related assets has been reported as discontinued operations in the condensed consolidated statements
of operations for all periods presented, since (i) the MUSE product and related assets have identifiable cash flows that are largely independent of
the cash flows of other groups of assets and liabilities, (ii) the Company does not have any significant continuing involvement with the product
after the close of the transaction, and (iii) the cash milestone payment to be received upon achievement of certain sales levels is considered an
indirect cash flow. The assets and liabilities related to the MUSE operations are reported as assets and liabilities of discontinued operations in
the condensed consolidated balance sheets for all periods presented. The extinguishment of the largest liability of the discontinued operations,
accrued product returns, will be settled in accordance with the returns policy by cash payments made to former customers for the return of
expired MUSE product sold by VIVUS. The return window for expired MUSE product will end in 2013.

The following table presents the major classes of assets and liabilities that have been presented as assets and liabilities of discontinued
operations in the condensed consolidated balance sheets (in thousands):

March 31, 2011

(unaudited) December 31, 2010
ASSETS
Trade accounts receivable, net $ $ 6
Total current assets of discontinued operations $ $ 6

March 31, 2011

(unaudited) December 31, 2010
LIABILITIES
Accounts payable $ 9% $ 211
Accrued product returns 2,550 2,598
Accrued chargeback reserve 397 472
Accrued employee compensation and benefits 47 47
Accrued and other liabilities 35 184
Total current liabilities of discontinued operations $ 3,125 $ 3,512

The following table presents summarized results of operations for the discontinued operations presented in the condensed consolidated
statements of operations (in thousands)(unaudited):

For the Three Months
Ended
March 31, March 31,
2011 2010
Operating income (loss) $ 14 2,112)
Income (loss) before provision for income taxes 14 (2,202)
Net income (loss) from discontinued operations $ 14 (2,209)

3. SHARE-BASED COMPENSATION

12
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The Company accounts for share-based compensation arrangements in accordance with SFAS 123R, Share-Based Payment, as codified in
FASB ASC topic 718, Compensation Stock Compensation, or ASC 718.

Total estimated share-based compensation expense, related to all of the Company s share-based awards, recognized for the three months ended
March 31, 2011 and 2010 was comprised as follows (in thousands, except per share data)(unaudited):

Three Months Ended
March 31,
2011 2010

Research and development $ 538 $ 332
General and administrative 1,582 1,282
Share-based compensation expense before taxes 2,120 1,614
Related income tax benefits

Share-based compensation expense, net of taxes $ 2,120 $ 1,614
Basic and diluted per common share $ 0.03 $ 0.02

13
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4. CASH, CASH EQUIVALENTS AND AVAILABLE-FOR-SALE SECURITIES

The fair value and the amortized cost of cash, cash equivalents, and available-for-sale securities by major security type at March 31, 2011 and

December 31, 2010 are presented in the tables that follow:

As of March 31, 2011 (in thousands)(unaudited):

Amortized
Cash and cash equivalents Cost
Cash and money market funds $ 27,827
U.S. Treasury securities 3,507
Total cash and cash equivalents $ 31,334
Amortized
Available-for-sale securities Cost
U.S. Treasury securities $ 99,072
Total available-for-sale securities $ 99,072
As of December 31, 2010 (in thousands):
Amortized
Cash and cash equivalents Cost
Cash and money market funds $ 37,216
Total cash and cash equivalents $ 37,216
Amortized
Available-for-sale securities Cost
U.S. Treasury securities $ 101,966
Total available-for-sale securities $ 101,966

B B

@B

Estimated
Fair Value
27,827 $
3,507
31,334 $

Estimated

Fair Value
99,101
99,101

@ P

Estimated

Fair Value
37,216 $
37216 %

Estimated

Fair Value
101,970 $
101,970 $

Gross
Unrealized
Gains

Gross
Unrealized
Gains
29
29

Gross
Unrealized
Gains

Gross
Unrealized
Gains

Gross
Unrealized
Losses

Gross
Unrealized
Losses

Gross
Unrealized
Losses

Gross
Unrealized
Losses

The following table summarizes the Company s available-for-sale securities by the contractual maturity date as of March 31, 2011 (in

thousands)(unaudited):

Amortized Estimated

Cost Fair Value
Due within one year $ 99,072 $ 99,101
$ 99,072 $ 99,101

®
®

14
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There were no net realized gains or losses on available-for-sale securities for the periods ended March 31, 2011 and 2010.

During the three months ended March 31, 2011, the Company had no sales of available-for-sale securities. In the ordinary course of business, the
Company may sell securities at a loss for a number of reasons, including, but not limited to: (i) changes in the investment environment; (ii)
expectation that the fair value could deteriorate further; (iii) desire to reduce exposure to an issuer or an industry; (iv) changes in credit quality;
or (v) changes in expected cash flow.

At March 31, 2011, the Company did not have any cash equivalent or available-for-sale securities that were in an unrealized loss position.

15
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At December 31, 2010, the Company had the following cash equivalent and available-for-sale securities that were in an unrealized loss position
(in thousands):

Less Than 12 Months

Gross Estimated
Unrealized Fair
December 31, 2010 Losses Value
U.S. Treasury securities $ ®) $ 42,822
Total $ ®) $ 42,822

The gross unrealized losses reported above for December 31, 2010 were primarily caused by general fluctuations in market interest rates from
the respective purchase date of these securities through the end of those periods.

As the Company presently does not intend to sell its debt securities and believes it will not likely be required to sell the securities that are in an
unrealized loss position before recovery of their amortized cost, the Company does not consider these securities to be other-than-temporarily
impaired.

As of March 31, 2011 and December 31, 2010, the temporary unrealized gains on cash, cash equivalents and available-for-sale securities, net of
tax, of $29,000 and $4,000, respectively, were included in accumulated other comprehensive income in the accompanying condensed
consolidated balance sheets.

SFAS No. 115, Accounting for Certain Investments in Debt and Equity Securities, FSP SFAS 115-2 and SFAS 124-4, Recognition and
Presentation of Other-than-Temporary Impairments ( FSP 115-2/SFAS 124-2 ) and SAB Topic 5SM, Accounting for Non-current Marketable
Equity Securities, as codified in FASB ASC topic 320-10, Investments Debt and Equity Securities, or ASC 320-10, provides guidance on
determining when an investment is other-than-temporarily impaired. Investments are reviewed quarterly for indicators of other-than-temporary
impairment. Effective for all periods ending after June 15, 2009, it provides additional guidance designed to create greater clarity and
consistency in accounting for and presenting impairment losses on securities. At March 31, 2011 and December 31, 2010, all available-for-sale
securities were invested in U.S. Treasuries.

Fair Value Measurements

Effective January 1, 2008, the Company adopted SFAS No. 157, Fair Value Measurements, as codified in FASB ASC 820, Fair Value
Measurements and Disclosures, or ASC 820, which defines fair value, establishes a framework for measuring fair value in generally accepted
accounting principles and expands disclosures about fair value measurements. Broadly, the framework clarifies that fair value is an exit price,
representing the amount that would be received to sell an asset or paid to transfer a liability in an orderly transaction between market
participants. As such, fair value is a market-based measurement that should be determined based on assumptions that market participants would
use in pricing an asset or liability.

16
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As a basis for considering such assumptions, this statement establishes a three-tier value hierarchy, which prioritizes the inputs used in
measuring fair value as follows: (Level 1) observable inputs such as quoted prices in active markets; (Level 2) inputs other than the quoted
prices in active markets that are observable either directly or indirectly; and (Level 3) unobservable inputs in which there is little or no market
data, which require the Company to develop its own assumptions. This hierarchy requires the Company to use observable market data, when
available, and to minimize the use of unobservable inputs when determining fair value. On a recurring basis, the Company measures its
marketable securities at fair value.

17
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The following fair value hierarchy tables present information about the Company s assets (cash and cash equivalents, available-for-sale
securities) measured at fair value on a recurring basis as of March 31, 2011 (in thousands)(unaudited):

Basis of Fair Value Measurements

Balance at
March 31, 2011 Level 1 Level 2 Level 3
Cash and cash equivalents:
Cash and money market funds $ 27,827 $ 27,827 $ $
U.S. Treasury securities 3,507 3,507
Total cash and cash equivalents $ 31,334 $ 31,334 $ $
Basis of Fair Value Measurements
Balance at
March 31, 2011 Level 1 Level 2 Level 3
Available-for-sale securities:
U.S. Treasury securities $ 99,101 $ 99,101 $ $
Total available-for-sale securities $ 99,101 $ 99,101 $ $
Reported as:
Cash and cash equivalents $ 31,334
Available-for-sale securities 99,101
Total $ 130,435

The following fair value hierarchy tables present information about the Company s assets (cash and cash equivalents, available-for-sale
securities) measured at fair value on a recurring basis as of December 31, 2010 (in thousands):

Basis of Fair Value Measurements

Balance at

December 31, 2010 Level 1 Level 2 Level 3
Cash and cash equivalents:
Cash and money market funds $ 37,216 $ 37,216 $ $
Total cash and cash equivalents $ 37,216 $ 37,216 $ $

Basis of Fair Value Measurements
Balance at

December 31, 2010 Level 1 Level 2 Level 3
Available-for-sale securities:
U.S. Treasury securities $ 101,970 $ 101,970 $ $
Total available-for-sale securities $ 101,970 $ 101,970 $ $
Reported as:
Cash and cash equivalents $ 37,216
Available-for-sale securities 101,970
Total $ 139,186

Fair values are based on quoted market prices, where available. These fair values are obtained primarily from third party pricing services, which
generally use Level 1 or Level 2 inputs for the determination of fair value in accordance with ASC 820. Third party pricing services normally
derive the security prices through recently reported trades for identical or similar securities making adjustments through the reporting date based
upon available market observable information. For securities not actively traded, the third party pricing services may use quoted market prices of
comparable instruments or discounted cash flow analyses, incorporating inputs that are currently observable in the markets for similar securities.

18
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Inputs that are often used in the valuation methodologies include, but are not limited to, benchmark yields, broker quotes, credit spreads, default
rates and prepayment speeds. The Company performs a review of the prices received from third parties to determine whether the prices are
reasonable estimates of fair value.

The Company generally obtains one price for each investment security. The Company performs a review to assess if the evaluated prices
represent a reasonable estimate of their fair value. This process involves quantitative and qualitative analysis by the Company. Examples of
procedures performed include, but are not limited to, initial and ongoing review of pricing service

10
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methodologies, review of the prices received from the pricing service, and comparison of prices for certain securities with different appropriate
price sources for reasonableness. As a result of this analysis, if the Company determines there is a more appropriate fair value based upon
available market data, which happens infrequently, the price of a security is adjusted accordingly. The pricing service provides information to
indicate which securities were priced using market observable inputs so that the Company can properly categorize its financial assets in the fair
value hierarchy.

As of March 31, 2011, the Company does not have any liabilities that are measured at fair value on a recurring basis.

Certain assets and liabilities are measured at fair value on a nonrecurring basis; that is, the instruments are not measured at fair value on an
ongoing basis but are subject to fair value adjustments only in certain circumstances (for example, when there is evidence of impairment). There
were no assets or liabilities measured at fair value on a nonrecurring basis during the three months ended March 31, 2011.

5. INVENTORIES

Inventory balances consist of (in thousands):

March 31, 2011
(unaudited) December 31, 2010
Raw materials $ 3225 $ 3,225

The raw materials balance at March 31, 2011 consists of the active pharmaceutical ingredients for QNEXA.

The Company has made and anticipates in future periods that it will scale-up and make commercial quantities of certain of its product candidates
prior to the date it anticipates that such products will receive final FDA approval in the U.S. or European Medicines Agency, or EMA, approval
in the European Union, or EU (i.e., pre-launch inventories). Pre-launch inventories are included on the condensed consolidated balance sheets
once the product under review has attained a stage in the development process of having been subject to a Phase 3 clinical trial or its equivalent,
or if a regulatory filing has been made for licensure for marketing the product and the product has a well characterized manufacturing process.

6. PREPAID EXPENSES AND OTHER ASSETS

Prepaid expenses and other assets as of March 31, 2011 and December 31, 2010, respectively, consist of (in thousands):

December 31, 2010

20
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March 31, 2011

(unaudited)
Refundable federal income taxes $ 141 $ 141
Interest receivable 742 553
Prepaid insurance 550 594
Other prepaid expenses and assets 253 360
Prepaid expenses and other assets $ 1,686 $ 1,648

7. NOTES PAYABLE

Deerfield Financing

On April 3, 2008, the Company entered into several agreements with Deerfield Management Company, L.P., or Deerfield, a healthcare
investment fund, and its affiliates, Deerfield Private Design Fund L.P. and Deerfield Private Design International, L.P. (collectively, the
Deerfield Affiliates). Certain of the agreements were amended and restated on March 16, 2009, which included the addition of Deerfield PDI
Financing L.P. as a Deerfield Affiliate. Under the agreements, Deerfield and its affiliates agreed to provide $30 million in funding to the
Company. The $30 million in funding consisted of $20 million from a Funding and Royalty Agreement, or FARA, entered into with a newly
incorporated subsidiary of Deerfield, or the Deerfield Sub, and $10 million from the sale of the Company s common stock under a securities
purchase agreement. Under the FARA, the Deerfield Sub made $3.3 million payments to the Company in April, September and December 2008
and February, June and September 2009, constituting all of the required payments under the FARA. The Company paid royalties on the net sales
of MUSE and if approved, on future sales of avanafil, an investigational drug candidate, to the Deerfield Sub. The term of the FARA was 10
years. The FARA included covenants requiring the Company to use commercially reasonable efforts to preserve its intellectual property,
manufacture, promote and sell MUSE, and develop avanafil.

11

21



Edgar Filing: VIVUS INC - Form 10-Q

Table of Contents

The agreements also provided the Company with an option to purchase, and the Deerfield Affiliates with an option to compel the Company to
purchase, or put right, the Deerfield Sub holding the royalty rights. If the Company exercised its right to purchase the Deerfield Sub, the net
price would be $23 million if exercised before April 3, 2011, or $26 million if exercised after April 3, 2011 but before April 3, 2012 (the
purchase prices are subject to other adjustments as defined in the agreement). After April 3, 2011, the Deerfield Affiliates could have exercised
the right to compel the Company to purchase the Deerfield Sub at a price of $17 million. This price could have increased up to $26 million, and
the timing of the sale of the shares could have been accelerated under certain conditions including a change-in-control, sale of MUSE or
avanafil, sale of major assets and the sale of securities in a transaction or a series of related transactions by the Company that exceed 20% of the
Company s outstanding common stock at the date the Option and Put Agreement was signed if at the time of the sale the Company s market
capitalization is below $300 million (each, a Major Transaction). Under these conditions, the cost of the shares of the Deerfield Sub would have
been $23 million on or before April 3, 2011 and $26 million from April 3, 2011 through April 3, 2018. The sale of the shares of the Deerfield
Sub could also have been accelerated if the Company s cash, cash equivalents and available for sale securities fell below $15 million or the
Company s market capitalization fell below $50 million. The purchase prices under the put right were subject to other adjustments as defined in
the agreements. If either party exercised its option, any further royalty payments would be effectively terminated. In exchange for the option
right, the Company paid $2 million to the Deerfield Affiliates. The Company s intellectual property and all of the accounts receivable, inventory
and machinery and equipment arising out of or relating to MUSE and avanafil were collateral for this transaction.

In preparation for the closing of the MUSE Transaction and in accordance with the terms of the OPA, the Company exercised the option right
and on October 21, 2010, it paid $27.1 million in satisfaction of all of its financial obligations under the FARA and OPA. The gross amount paid
consisted of the Base Option Price of $25 million less the $2 million Option Premium Adjustment, or $23 million, plus the Cash Adjustment of
$2.8 million and the Royalty Adjustment of $1.3 million. The Royalty Adjustment was calculated based upon royalties on MUSE sales not yet
paid to the Deerfield Sub at the time of Option Closing. The Cash Adjustment was the total amount of cash remaining in the Deerfield Sub at
time of Option Closing. As a result, all of the outstanding shares of the Deerfield Sub were acquired by the Company, the royalty rights to
MUSE and avanafil were terminated and the notes payable of the Deerfield Sub were cancelled. In addition, the $2.8 million of cash held by the
Deerfield Sub is now owned by the Company. All the security interests in the collateral related to MUSE and avanafil held by the Deerfield Sub
and the Deerfield Affiliates as part of the FARA and OPA were terminated. The payoff of the Deerfield loan resulted in a loss on the early
extinguishment of debt of $6 million which was recognized in the fourth quarter of 2010.

The Company evaluated the Deerfield financing in accordance with FASB Financial Interpretation No., or FIN, 46(R), Consolidation of
Variable Interest Entities, or FIN 46R, as codified in FASB ASC topic 810, Consolidation, or ASC 810, and determined that the Deerfield Sub
may constitute a Variable Interest Entity, or VIE; however, the Company also determined that it was not the primary beneficiary of this VIE and
therefore concluded that the Company was not required to consolidate the Deerfield Sub. In December 2010, the Deerfield Sub was dissolved.

In accordance with Emerging Issues Task Force (EITF) Issue 88-18, Sale of Future Revenues, as codified in FASB ASC 605, the FARA
transaction was in substance a financing arrangement, or loan, that was repaid by the Company. The minimum repayment amount was $17
million, the amount of the unconditional put option held by the Deerfield Affiliates, plus royalties paid during the term of the agreement on sales
of MUSE and, if approved, avanafil. Accordingly, the Company recorded the advances from the Deerfield Affiliates, net of the $2 million option
right payment and related fees and expenses, as a loan. The Company received all of the required advances under the financing arrangement. Per
the agreement, the loan amount would be lower than the contractual amounts owed if the Company exercised its call option of $23 million to
$26 million, or if the Deerfield Affiliates required the Company to purchase the shares as a result of a Major Transaction . Using the interest
method under APB Opinion No. 21, Interest on Receivables and Payables, as codified in FASB ASC topic 835, Interest, subtopic 30,
Imputation of Interest or ASC 835-30, interest expense on the loan was calculated and recognized over three years, which was the estimated
term of the loan based on the earliest date that the Deerfield Affiliates could require the Company to repay the amounts advanced. The Deerfield
Affiliates received quarterly payments based on net sales of MUSE. The initial imputed effective annual interest rate on the financing was
approximately 32% as calculated based upon quarterly advances under the FARA, up to a loan balance of $17 million, offset by the estimated
quarterly royalty payments to the Deerfield Affiliates. The imputed interest rate was revised to 31% at December 31, 2009 and 33% at December
31, 2008 based on the actual royalty payments made and the timing of payments and advances in 2009 and 2008, respectively. The imputed
effective interest rate was utilized for purposes of calculating the interest expense only and did not reflect the amount of royalty paid to the
Deerfield Affiliates on a quarterly basis. Quarterly royalty payments were based on a percentage of net MUSE sales at a rate substantially lower
than the imputed effective interest rate used to calculate interest expense.
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8. AGREEMENTS

In 2001, VIVUS entered into a Development, Licensing and Supply Agreement with Tanabe for the development of avanafil, an oral PDES
inhibitor investigational drug candidate for the treatment of erectile dysfunction. In October 2007, Tanabe and Mitsubishi Pharma Corporation
completed their merger and announced their name change to Mitsubishi Tanabe Pharma Corporation, or MTPC. Under the terms of the 2001
Development, Licensing and Supply Agreement with Tanabe, the Company paid a $2 million license fee obligation to Tanabe in the year ended
December 31, 2006. No payments were made under this agreement with MTPC in the year ended December 31, 2008; however, the Company
paid MTPC $4 million in January 2009 following the enrollment in December 2008 of the first patient in the first Phase 3 clinical study. The
Company expects to make other substantial payments to MTPC in accordance with its agreements with MTPC as the Company continues to
develop and, if approved for sale, commercialize avanafil for the oral treatment of male sexual dysfunction. Such potential future milestone
payments total $15 million in the aggregate and include payments upon: the first submission of an NDA, expected in the second quarter of 2011;
obtainment of the first regulatory approval in the U.S. and any major European country; and achievement of $250 million or more in calendar
year sales.

The term of the MTPC agreement is based on a country-by-country and on a product-by-product basis. The term shall continue until the later of
(1) 10 years after the date of the first sale for a particular product, or (ii) the expiration of the last-to-expire patents within the MTPC patents
covering such product in such country. In the event that the Company s product is deemed to be (i) insufficiently effective or insufficiently safe
relative to other PDES inhibitor compounds based on published information, or (ii) not economically feasible to develop due to unforeseen
regulatory hurdles or costs as measured by standards common in the pharmaceutical industry for this type of product, the Company has the right
to terminate the agreement with MTPC with respect to such product.

On October 16, 2001, the Company entered into an assignment agreement, or the Assignment Agreement, with Thomas Najarian, M.D. for a
combination of pharmaceutical agents for the treatment of obesity and other disorders, or the Combination Therapy, that has since been the focus
of our investigational drug candidate development program for QNEXA for the treatment of obesity, obstructive sleep apnea and diabetes. The
Combination Therapy and all related patent applications, or the Patents, were transferred to the Company with worldwide rights to develop and
commercialize the Combination Therapy and exploit the Patents. Pursuant to the Assignment Agreement, the Company has paid a total of
$220,000 to Dr. Najarian through March 31, 2011 and has issued him options to purchase 40,000 shares of our common stock. The Company is
obligated under the terms of the Assignment Agreement to make a milestone payment of $1 million and issue an option to purchase 20,000
shares of VIVUS common stock to Dr. Najarian upon marketing approval by the FDA of a product for the treatment of obesity that is based
upon the Combination Therapy and Patents. The Assignment Agreement will require the Company to pay royalties on worldwide net sales of a
product for the treatment of obesity that is based upon the Combination Therapy and Patents until the last-to-expire of the assigned Patents. To
the extent that the Company decides not to commercially exploit the Patents, the Assignment Agreement will terminate and the Combination
Therapy and Patents will be assigned back to Dr. Najarian. In 2006, Dr. Najarian joined the Company as a part-time employee and currently
serves as a Principal Scientist.

9. COMPREHENSIVE INCOME (LOSS)

Comprehensive income (loss) consisted of the following (in thousands)(unaudited):

Three months ended Three months ended
March 31, 2011 March 31, 2010
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Net loss $ (9,853) $ (18,818)
Unrealized gain on securities, net of taxes 25 11
Total comprehensive loss $ (9,828) $ (18,807)

10. COMMITMENTS AND CONTINGENCIES

Lease Commitments

In November 2006, the Company entered into a 30-month lease for its corporate headquarters located in Mountain View, California. The lease
commenced on February 1, 2007. The base monthly rent was set at $1.85 per square foot or $26,000 per month. The lease expired on July 31,
2009. On December 16, 2008, the Company entered into a first amendment to this lease. Under the terms of the amended lease, it continues to
lease the office space for its corporate headquarters for a two-year period commencing on August 1, 2009 and expiring on July 31, 2011. The
base monthly rent was set at $1.64 per square foot or $23,000 per month. The amended lease allowed the Company one option to extend the
term of the lease for one year from the expiration of the lease. On November 12, 2009, the Company entered into a second amendment to this
lease. The second amendment commenced on January 1, 2010, expires on July 31, 2011 and expands the leased space. The base rent for the
expansion space was set at $2.25 per square foot or $8,500 per month. The option to extend the term of the amended lease for one year from the
expiration of the lease applies to this

13
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expansion space as well. In December 2010, the Company entered into a third amendment to this lease. The third amendment extended the lease
term for the original premises and the expansion space for a period of twelve months commencing August 1, 2011 and terminating July 31,
2012. Under the third amendment, the base rent for the original space will be set at $1.69 per square foot or $24,000 per month and the base rent
for the expansion space will be set at $2.31 per square foot or $8,700 per month. The amended lease allows the Company one additional option
to extend the term of the lease for one year from the expiration of the lease. The option to extend the term of the amended lease for one year
from the expiration of the lease applies to this expansion space as well.

Future minimum lease payments under operating leases are as follows (in thousands)(unaudited):

2011 $ 516
2012 406
Total $ 922
Other Agreements

The Company has entered into various agreements with clinical consultants and clinical research organizations to perform clinical studies on its
behalf and at March 31, 2011, its remaining commitments under these agreements totaled $4.9 million. The Company has remaining
commitments under various general and administrative services agreements totaling $4.2 million at March 31, 2011, including $1.5 million
related to Leland F. Wilson s Employment Agreement (see paragraph below). The Company has also entered into various agreements with
research consultants and other contractors to perform regulatory services, drug research and testing and, at March 31, 2011, its remaining
commitments under these agreements totaled $3.3 million.

On December 19, 2007, the Compensation Committee of the Board of Directors of the Company approved an employment agreement, or the
Employment Agreement, with Leland F. Wilson, the Company s Chief Executive Officer. The Employment Agreement includes salary, incentive
compensation, retirement benefits and length of employment, among other items, as agreed to with Mr. Wilson. The Employment Agreement

had an initial term of two years commencing on the effective date, June 1, 2007, or the Effective Date. On January 23, 2009, the Compensation
Committee approved an amendment to the Employment Agreement, or the Amendment, which amends the Employment Agreement. Pursuant to
the Amendment, the initial term of the Employment Agreement was increased from two to three years commencing on June 1, 2007 and other
relevant dates were also extended to reflect the three-year initial term. On January 21, 2011, the Compensation Committee approved the second
amendment to Mr. Wilson s Employment Agreement. Pursuant to the second amendment, the initial term of the Employment Agreement is
increased to four years commencing on June 1, 2007.

Indemnifications

In the normal course of business, the Company provides indemnifications of varying scope to certain customers, third party service providers
and business partners against claims of intellectual property infringement made by third parties arising from the use of its products and to its
clinical research organizations and investigator sites against liabilities incurred in connection with any third-party claim arising from the work
performed on behalf of the Company, among others. Historically, costs related to these indemnification provisions have not been significant and
the Company is unable to estimate the maximum potential impact of these indemnification provisions on its future results of operations.
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On May 15, 2007, the Company closed its transaction with K-V Pharmaceutical Company, or K-V, for the sale of its investigational drug
candidate, Evamist. At the time of the sale, Evamist was an investigational drug candidate and was not yet approved by the Food and Drug
Administration, or FDA, for marketing. Pursuant to the terms of the Asset Purchase Agreement for the sale of the Evamist product to K-V, the
Company made certain representations and warranties concerning its rights and assets related to Evamist and the Company s authority to enter
into and consummate the transaction. The Company also made certain covenants that survive the closing date of the transaction, including a
covenant not to operate a business that competes, in the U.S., and its territories and protectorates, with the Evamist product.

Pursuant to the terms of the Asset Purchase Agreement, (see Note 2: Discontinued Operations ), the Company entered into with Meda AB, or
Meda, to sell certain of the assets related to the MUSE business to Meda, or the MUSE Transaction, the Company agreed to indemnify Meda in
connection with the representations and warranties that it made concerning its rights, liabilities and assets related to the MUSE business and its
authority to enter into and consummate the MUSE Transaction. The Company also made certain covenants in the Asset Purchase Agreement
which survive the closing of the MUSE Transaction, including a three year covenant not to develop, manufacture, promote or commercialize a
trans-urethral erectile dysfunction drug.

14
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To the extent permitted under Delaware law, the Company has agreements whereby it indemnifies its officers and directors for certain events or
occurrences while the officer or director is, or was, serving at the Company s request in such capacity. The indemnification period covers all
pertinent events and occurrences during the officer s or director s lifetime. The maximum potential amount of future payments the Company
could be required to make under these indemnification agreements is unlimited; however, the Company maintains director and officer insurance
coverage that reduces its exposure and enables the Company to recover a portion of any future amounts paid. The Company believes the
estimated fair value of these indemnification agreements in excess of applicable insurance coverage is minimal.

11. INCOME TAXES

The Company makes certain estimates and judgments in determining income tax expense for financial statement purposes. These estimates and
judgments occur in the calculation of certain tax assets and liabilities, which arise from differences in the timing of recognition of revenue and
expense for tax and financial statement purposes.

As part of the process of preparing its condensed consolidated financial statements, the Company is required to estimate its income taxes in each
of the jurisdictions in which it operates. This process involves the Company estimating its current tax exposure under the most recent tax laws
and assessing temporary differences resulting from differing treatment of items for tax and accounting purposes. These differences result in
deferred tax assets and liabilities, which are included in the Company s condensed consolidated balance sheets.

The Company assesses the likelihood that it will be able to recover its deferred tax assets. The Company considers all available evidence, both
positive and negative, including historical levels of income, expectations and risks associated with estimates of future taxable income and
ongoing prudent and feasible tax planning strategies in assessing the need for a valuation allowance. If it is not more likely than not that the
Company will recover its deferred tax assets, the Company will increase its provision for taxes by recording a valuation allowance against the
deferred tax assets that the Company estimates will not ultimately be recoverable. As a result of the Company s analysis of all available evidence,
both positive and negative, as of March 31, 2011, it was considered more likely than not that the Company s deferred tax assets would not be
realized. However, should there be a change in the Company s ability to recover its deferred tax assets, the Company would recognize a benefit
to its tax provision in the period in which the Company determines that it is more likely than not that it can recover its deferred tax assets.

The total gross unrecognized tax benefits as of March 31, 2011 are $1.2 million and relate to state tax exposures, of which $7,000 would affect
the effective tax rate if recognized. The total unrecognized tax benefits as of March 31, 2011 include approximately $1.2 million of
unrecognized tax benefits that have been netted against the related deferred tax assets.

The Company recognizes interest and penalties accrued on any unrecognized tax benefits as a component of its provision for income taxes. As
of March 31, 2011, the Company has accrued $1,000 of interest and penalties related to unrecognized tax benefits.

The Company s income tax return for the year ended December 31, 2007 is currently under examination by the California Franchise Tax Board.
The Company s income tax return for the years ended December 31, 2007 and 2008 are currently under examination by the Internal Revenue
Service. Because the Company used net operating loss carryforwards and other tax attributes to offset its taxable income on its 2007 income tax
returns for U.S. Federal and California, such attributes can be adjusted by these taxing authorities until the statute closes on the year in which
such attributes were utilized. Tax years 1991 to 2009 remain subject to examination by the appropriate governmental agencies due to tax loss
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carryovers from those years.

The Company is in various stages of the examination process in connection with all of its tax audits and it is difficult to determine when these
examinations will be settled. It is reasonably possible that over the next twelve-month period the Company may experience an increase or
decrease in its unrecognized tax benefits. It is not possible to determine either the magnitude or range of any increase or decrease at this time.

12. NET INCOME (LOSS) PER SHARE

The Company computes basic net income (loss) per share applicable to common shareholders based on the weighted average number of
common shares outstanding during the period. Diluted net income (loss) per share is based on the weighted average number of common and
common equivalent shares, which represent shares that may be issued in the future upon the exercise of outstanding stock options. Common
share equivalents are excluded from the computation in periods in which they have an anti-dilutive effect. Stock options for which the price
exceeds the average market price over the period have an anti-dilutive effect on net income per share and, accordingly, are excluded from the
calculation. When there is a net loss, other potentially dilutive common equivalent shares are not included in the calculation of net loss per share
since their inclusion would be anti-dilutive.
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As the Company recognized a net loss for the three months ended March 31, 2011 and 2010, all potential common equivalent shares were
excluded as they were anti-dilutive. For the three months ended March 31, 2011 and 2010, 5,232,351 and 4,183,730 options outstanding,
respectively, were not included in the computation of diluted net loss per share for the Company because the effect would be anti-dilutive.

13. EQUITY TRANSACTIONS

On February 16, 2010, the Company filed a Form S-8 (File Number 333-164921) with the SEC registering 1,000,000 shares of common stock,
par value $0.001 per share, under the 2001 Stock Option Plan, as amended.

On July 14, 2010, the Company filed a Form S-8 (File Number 333-168106) with the SEC registering 16,615,199 shares of common stock, par
value $0.001 per share, to be issued pursuant to the 2010 Equity Incentive Plan, and registering 400,000 shares of common stock, par value
$0.001 per share, to be issued pursuant to the Stand-Alone Stock Option Agreement with Michael P. Miller.

14. LEGAL MATTERS

In the normal course of business, the Company receives claims and makes inquiries regarding patent infringement and other related legal
matters. The Company believes that it has meritorious claims and defenses and intends to pursue any such matters vigorously.

Securities Related Class Action Lawsuits

A federal securities class action lawsuit captioned Kovtun v. Vivus, Inc., et al. is pending in the U.S. District Court, Northern District of
California, which asserts claims for violations of Section 10(b) and 20(a) of the federal securities laws, purportedly relating to statements
allegedly made by the Company in connection with its New Drug Application, or NDA, for QNEXA as a treatment for obesity. The essential
factual allegation is that the Company and its officers misled the investing public regarding the prospects for QNEXA s NDA approval, and the
drug s efficacy and safety. On February 2, 2011, the court granted a stipulation and order appointing a lead plaintiff and a lead counsel for the
class. On February 3, 2011, the court granted a stipulation and order requiring the lead plaintiff to file any amendment to the operative complaint
no later than 60 days from February 2, 2011, with the defendants answer or motion to dismiss to be filed no later than 60 days after plaintiffs file
the amended complaint. Plaintiffs amended complaint was filed on April 4, 2011 and defendants response is due on or before June 3, 2011.
Plaintiffs opposition to defendants motion to dismiss the amended complaint must be filed on or before August 2, 2011, and defendants must file
their reply to the opposition on or before September 16, 2011. Discovery is stayed in the Kovtun matter pending resolution of the defendants
motion to dismiss.

Also pending in the U.S. District Court, Northern District of California and formally related to the Kovtun matter is a shareholder derivative
action captioned Turberg v. Logan, et al., which restates the allegations in Kovtun by claiming that certain of the Company s officers and
directors caused or allowed the Company to violate the federal securities laws by issuing material misrepresentations to the investing public. On
February 7, 2011, the court granted a stipulation and order requiring plaintiffs to file and serve any amendment to the complaint no later than 60
days from the filing of the consolidated amended complaint in the Kovtun matter, with the defendants answer or motion to dismiss to be filed no
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later than 60 days after the court enters an order ruling on defendants motion to dismiss in the Kovtun matter. In the event the defendants file a
motion to dismiss in the Turberg matter, the plaintiffs will have 60 days to oppose the motion and the defendants will have 45 days to reply to
the plaintiffs opposition. The court order stayed all discovery in the Turberg matter pending resolution of the defendants motion to dismiss.

Additionally, three separate shareholder derivative suits were filed in California Superior Court, Santa Clara County. The allegations in these
shareholder derivative suits are nearly identical to those in the Turberg federal shareholder derivative action. On February 3, 2011, the court
granted a stipulation and order consolidating the three suits into the action captioned Wilkinson v. Wilson, et al. and appointing a lead plaintiff
and a lead counsel for the shareholder derivative actions. The court order requires the plaintiffs to file and serve a consolidated complaint no

later than 60 days from the court s order and the parties to meet and confer on a briefing schedule for the defendants motion to dismiss the
consolidated complaint no later than 30 days from the service of the consolidated complaint. Plaintiffs consolidated complaint was filed on April
4, 2011 and the parties intend to meet and confer on a briefing schedule in early May 2011.

The Company believes that the allegations in the various federal and state actions have no merit and that the Company has meritorious defenses
to the claims stated in such actions. The Company intends to vigorously defend itself in the various actions. Although there may be no merit to
such allegations or claims, the Company will be required to allocate monetary and personnel resources to defend itself and the officers and
directors named as defendants to various lawsuits. The Company believes the disposition of the current lawsuits and claims is not likely to have
a material effect on its financial condition or liquidity.
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In the ordinary course of business the Company may become involved in lawsuits and subject to various claims from current and former
employees including wrongful termination, sexual discrimination and employment matters. The Company was a party to a lawsuit involving a
former employee, which was dismissed on procedural grounds with plaintiff being granted leave to refile certain of his state law claims. The
Company has also been named as a potential defendant in a complaint filed by a former employee. The Company has investigated each of the
claims and believes the allegations have no merit and that the Company has meritorious defenses to such charges. Due to the current economic
downturn, employees may be more likely to file employment-related claims following termination of their employment. Employment-related
claims also may be more likely following a poor performance review. Although there may be no merit to such claims or legal matters, the
Company may be required to allocate additional monetary and personnel resources to defend against these type of allegations. The Company
believes the disposition of the current lawsuit and claims is not likely to have a material effect on its financial condition or liquidity.

The Company is not aware of any other asserted or unasserted claims against it where an unfavorable resolution would have an adverse material
impact on the operations or financial position of the Company.

15. STOCK OPTION PLANS

On March 29, 2010, the Company s Board of Directors terminated the Company s 2001 Stock Option Plan, or the 2001 Plan. In addition, the
Board of Directors adopted and approved a new 2010 Equity Incentive Plan, or the 2010 Plan, with 32,000 shares remaining reserved and
unissued under the 2001 Plan. In addition, the Board of Directors adopted and approved a new 2010 Equity Incentive Plan, or the 2010 Plan,
subject to the approval of the Company s stockholders. The 2001 Plan, however, will continue to govern awards previously granted under it. On
June 25, 2010, the Company s stockholders approved the 2010 Plan at the Company s 2010 Annual Meeting of Stockholders. The 2010 Plan
provides for the grant of stock options, stock appreciation rights, restricted stock, restricted stock units, performance shares and performance
units to employees, directors and consultants, to be granted from time to time as determined by the Board of Directors, the Compensation
Committee of the Board of Directors, or its designees. The 2010 Plan s share reserve which the stockholders approved is 8,400,000 shares, plus
any shares reserved but not issued pursuant to awards under the 2001 Plan as of the date of stockholder approval, plus any shares subject to
outstanding awards under the 2001 Plan that expire or otherwise terminate without having been exercised in full, or are forfeited to or
repurchased by the Company, up to a maximum of 8,111,273 shares (which is the number of shares subject to outstanding options under the
2001 Plan as of March 11, 2010). Awards exercisable for 274,750 shares have been granted pursuant to the 2010 Plan.

On April 30, 2010, the Company s Board of Directors granted an option to purchase 400,000 shares of the Company s common stock, or the
Inducement Grant, to Michael P. Miller, the Company s new Senior Vice President and Chief Commercial Officer. The Inducement Grant was
granted outside of the Company s 2010 Plan and without stockholder approval pursuant to NASDAQ Listing Rule 5635(c)(4) and is subject to
the terms and conditions of the Stand-Alone Stock Option Agreement between the Company and Michael P. Miller.

As of March 31, 2011, there were 8,841,319 shares subject to all options outstanding under all stock plans and 7,269,311 shares reserved for
issuance under the 2010 Plan. Additionally, the average weighted exercise price of all outstanding options under all stock plans was $6.18 per
share and the average weighted remaining term was 6.97 years.

ITEM 2. MANAGEMENT S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF OPERATIONS
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This Management s Discussion and Analysis of Financial Conditions and Results of Operations and other parts of this Form 10-Q contain

forward looking statements that involve risks and uncertainties. These statements typically may be identified by the use of forward looking
words or phrases such as may, will, believe, expect, intend, anticipate, predict, should, planned, continue, likely, opportu

potential, the negative use of these words or other similar words. All forward looking statements included in this document are based on our
current expectations, and we assume no obligation to update any such forward looking statements. The Private Securities Litigation Reform Act
of 1995 provides a safe harbor for such forward looking statements. In order to comply with the terms of the safe harbor, we note that a variety
of factors could cause actual results and experiences to differ materially from the anticipated results or other expectations expressed in such
forward looking statements. The risks and uncertainties that may affect the operations, performance, development, and results of our business
include but are not limited to: (1) the timing and substance of our response to the FDA s requests from the End-of-Review meeting; (2) our
response to, and continued dialogue with, the FDA relating to matters raised in the FDA s CRL; (3) the timing and results of the retrospective
observational study of fetal outcomes in infants born to mothers exposed to topiramate during pregnancy; (4) the reliability of the electronic
medical claims healthcare databases used in the FORTRESS study; (5) the FDA s interpretation of and agreement with the information VIVUS
submitted relating to teratogenicity and cardiovascular safety; (6) the FDA s interpretation of the data from our SEQUEL study (OB-305) and
Sleep Apnea study (OB-204); (7) that we may be required to conduct additional
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prospective studies or retrospective observational studies or to provide further analysis of clinical trial data; (8) the review and questions from
the European Medicines Agency, or EMA, and the Committee for Medicinal Products for Human Use, or CHMP, of the Marketing
Authorization Application, or MAA, for QNEXA; (9) the results of external studies to assess the teratogenic risk of topiramate; (10) results of
the REMS advisory meeting; (11) whether or not the FDA holds a second advisory committee meeting for QNEXA and, if so, the outcome of
that meeting; (12) impact on future sales based on specific indication and contraindications contained in the label and extent of the REMS
program; (13) our history of losses and variable quarterly results; (14) substantial competition; (15) risks related to the failure to protect our
intellectual property and litigation in which we may become involved; (16) uncertainties of government or third party payer reimbursement; (17)
our reliance on sole source suppliers; (18) our limited sales and marketing efforts and our reliance on third parties; (19) failure to continue to
develop innovative investigational drug candidates and drugs; (20) risks related to the failure to obtain United States Food and Drug
Administration, or FDA, or foreign authority clearances or approvals and noncompliance with FDA regulations; (21) our ability to demonstrate
through clinical testing the safety and effectiveness of our investigational drug candidates; (22) our dependence on the performance of our
collaborative partners; (23) the timing of initiation and completion of clinical trials and submissions to the FDA; (24) the volatility and liquidity
of the financial markets; (25) our liquidity and capital resources; (26) our expected future revenues, operations and expenditures; and (27) other
factors that are described from time to time in our periodic filings with the Securities and Exchange Commission, or the SEC, including those set
forth in this filing as Item 1A. Risk Factors.

All percentage amounts and ratios were calculated using the underlying data in thousands. Operating results for the quarter ended March 31,
2011, are not necessarily indicative of the results that may be expected for the full fiscal year or any future period.

BUSINESS OVERVIEW

VIVUS, Inc. is a biopharmaceutical company, incorporated in 1991 as a California corporation and reincorporated in 1996 as a Delaware
corporation, dedicated to the development and commercialization of therapeutic drugs for large underserved markets, including obesity and
related morbidities, such as sleep apnea and diabetes and men s sexual health. With respect to obesity, it is estimated that the potential worldwide
pharmaceutical market for obesity could approach $5 billion annually. Annual sales of approved drugs for diabetes currently exceed $10 billion.
There are currently no approved pharmaceutical therapies for sleep apnea; however, the sales of devices and related consumables used to treat
sleep apnea exceed $2 billion annually. Annual sales of approved drugs for erectile dysfunction currently exceed $4 billion.

Currently, we have one investigational drug candidate, QNEXA, which is under review by regulators for approval as a treatment for weight loss
in the U.S. and the European Union. On October 28, 2010, we received a Complete Response Letter, or CRL, regarding the New Drug
Application, or NDA, for QNEXA® as a treatment for obesity. The CRL stated that in its current form, the NDA for QNEXA was not
approvable. The CRL included the following areas: clinical, labeling, Risk Evaluation and Mitigation Strategy, or REMS, safety update, and
drug scheduling. In the clinical section of the CRL, the Federal Drug Administration, or FDA, requested a comprehensive assessment of
topiramate s and QNEXA s teratogenic potential including a detailed plan and strategy to evaluate and mitigate the potential teratogenic risks in
women of childbearing potential taking the drug for the treatment of obesity. In addition, the FDA asked us to provide evidence that the
elevation in heart rate (mean 1.6 beats per minute on the top dose) associated with QNEXA does not increase the risk for major adverse
cardiovascular events. The FDA requested that we formally submit the results from the completed SEQUEL study (OB-305), a 52-week
extension study for a subset of 675 patients who completed the previously reported 56-week CONQUER study. The FDA reserved the right to
comment further on proposed labeling. On REMS, the FDA requested that a discussion of an already submitted REMS plan be continued after
we have submitted the written response. The agency also requested a safety update of any new adverse events be submitted to the NDA. Finally,
the FDA stated that if approved, QNEXA would be a Schedule IV drug due to the phentermine component. On January 19, 2011, we held an
End-of-Review meeting with the FDA to discuss the items contained in the CRL and the information we plan to include in the resubmission of
the NDA for QNEXA. In anticipation of the meeting, we provided a briefing document that included comprehensive assessment of the
teratogenic potential of topiramate including analyses integrating existing non-clinical and clinical data. In addition, we provided several new
analyses including cardiovascular data from our SEQUEL (OB-305) and Sleep Apnea (OB-204) studies to demonstrate that QNEXA does not
increase the risk for major cardiovascular events. We also provided a synopsis of the final study report for the SEQUEL study. No new clinical
studies were requested in the CRL. At the meeting, presentations were made on the comprehensive assessment of the teratogenic potential of
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topiramate and QNEXA, and evidence was presented that the increase in heart rate of 1.6 beats per minute does not increase the risk for major
adverse cardiovascular events. The discussion also included elements of our proposed REMS program for QNEXA. The FDA chose to focus the
meeting on the discussion of teratogenic potential for topiramate, specifically the incidence of oral clefts observed in the North American AED
Pregnancy Registry and in the UK Epilepsy and Pregnancy Registry. As part of this meeting, the FDA requested that we assess the feasibility of
performing a retrospective observational study utilizing existing electronic medical claims healthcare databases to review fetal outcomes,
including the incidence of congenital malformations and oral cleft, in the offspring of women who received prophylaxis treatment with 100 mg
of topiramate for migraine during pregnancy, or the Feasibility Assessment. We held a follow up meeting with the FDA on April 14, 2011 to
discuss
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the Feasibility Assessment. We have reached agreement, subject to the finalization of the written protocol, with the FDA on the retrospective
observational study objectives and design, primary endpoints, and eligibility criteria. The co-primary endpoints will be the relative risk of major
congenital malformations and oral cleft in infants born to mothers exposed to topiramate during pregnancy as compared to a control group that
was not exposed to topiramate. The retrospective observational study will be called FORTRESS, for Fetal Outcome Retrospective TopiRamate
ExpoSure Study. The final indication and timing of the resubmission will be dependent upon the results of the retrospective observational study.
Our goal is to resubmit the QNEXA NDA in the fourth quarter of 2011. We have confirmed with the FDA that any resubmission will be
considered a Class 2 resubmission with a 6-month review goal. The FDA has also indicated that a resubmission would likely be discussed at a
second advisory committee meeting. Although no other requests for additional information or studies were made by the FDA at these meetings
or in the CRL, there can be no assurance that the FDA will not request or require us to provide additional information or undertake additional
prospective studies or retrospective observational studies in connection with the QNEXA NDA. In the QNEXA studies, which included 15
offspring from women exposed to QNEXA or topiramate, there were no reports of any congenital malformations.

In addition, we have an investigational drug candidate, avanafil, to treat erectile dysfunction, or ED. We have completed the Phase 3 clinical
studies for avanafil and we expect to file an NDA in the second quarter of 2011. In clinical studies, avanafil has demonstrated a fast onset of
action, with full efficacy reported in some patients within 15 minutes after administration. The unique profile of avanafil suggests that the
compound may be more selective than other oral phosphodiesterase type 5, or PDES, inhibitors, potentially resulting in lower incidence of the
side effects most commonly associated with PDES inhibitor therapies.

Our Future

Our goal is to build a successful biopharmaceutical company through the development and commercialization of innovative proprietary drugs.
We intend to achieve this by:

. seeking regulatory approval for QNEXA for the treatment of obesity in the U.S. and the European Union;
. seeking regulatory approval for avanafil for the treatment of ED in the U.S. and the European Union;
. establishing internal capabilities or strategic relationships with marketing partners to maximize sales potential for our drugs that

require significant commercial support; and

. capitalizing on our clinical and regulatory expertise and experience to advance the development of investigational drug candidates in
our pipeline.

It is our objective to become a leader in the development and commercialization of drugs for large underserved markets. We believe we have
strong intellectual property supporting several opportunities in obesity and related disorders, such as sleep apnea and diabetes, and men s sexual
health. Our future growth depends on our ability to further develop and obtain regulatory approval of our investigational drug candidates for
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indications that we have studied, or plan to study, as well as in-licensing and product line extensions.

We have funded operations primarily through private and public offerings of our common stock, through the sale of the rights to Evamist and
through sales of our former product, MUSE (alprostadil). We expect to generate future net losses due to increases in operating expenses as our
various investigational drug candidates are advanced through the various stages of clinical development and for pre-commercialization activities.
In connection with the sale of Evamist, to date we have received an aggregate of $150 million. On November 5, 2010, we sold MUSE to Meda
A.B., for which we received an upfront payment of $22 million upon the closing and are eligible to receive an additional $1.5 million based on
future sales of MUSE, provided that certain sales milestones are reached. As of March 31, 2011, we have incurred a cumulative deficit of $310.0
million and expect to incur operating losses in future years.

Our Investigational Drug Candidates

Our investigational drug pipeline includes two late-stage clinical investigational drug candidates. One of these investigational drug candidates,
QNEXA, has completed Phase 3 clinical trials for obesity and Phase 2 clinical trials for diabetes and obstructive sleep apnea. We submitted an
NDA to the FDA for QNEXA in December 2009. On October 28, 2010, we received a CRL from the FDA regarding the QNEXA NDA stating
that the NDA could not be approved in its present form. In subsequent meetings with the FDA, we have come to an agreement, subject to
finalization of the written protocol, on a retrospective observational study of major congenital malformations and oral clefts, FORTRESS. The
timing and final indication of the QNEXA NDA resubmission is
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dependent on the results of FORTRESS. In the EU, the MAA for QNEXA is currently under review through the centralized procedure. Avanafil
has completed three pivotal Phase 3 trials for erectile dysfunction. Our investigational drug candidates are summarized as follows:

Drug Indication Status Commerecial rights
Phase 3 studies completed; NDA

QNEXA (phentermine and submitted; CRL received; MAA

topiramate CR) Obesity under review in EU Worldwide

QNEXA (phentermine and Obstructive Sleep

topiramate CR) Apnea Phase 2 study completed Worldwide

QNEXA (phentermine and

topiramate CR) Diabetes Phase 2 study completed Worldwide
Phase 3 completed; NDA and Worldwide license from Mitsubishi
MAA preparation and submission ~ Tanabe Pharma Corporation

Avanafil (PDES inhibitor) Erectile dysfunction in progress (excluding certain Asian markets)

ONEXA for Obesity

Obesity is a chronic disease condition that affects millions of people and often requires long-term or invasive treatment to promote and sustain
weight loss. In the National Health and Nutrition Examination Survey, or NHANES, conducted for 2007-2008, 68% of adults in the U.S. (72.3%
of men and 64.1% of women) were classified as overweight, defined as a body mass index, or BMI >25, and 33.8% were obese (BMI >30). The
percentage of American men and women classified as overweight and obese has more than doubled since 1962. Researchers fear that the
percentage of American adults that are obese could climb as high as 43% in the next 10 years. Obesity is the second leading cause of preventable
death in the U.S. According to a study performed by the Centers for Disease Control and Prevention, or CDC, as reported in the Journal of the
American Medical Association, an estimated 112,000 excess deaths a year in the U.S. are attributable to obesity. Additionally, Americans spend
more than $30 billion annually on weight-loss products and services.

QNEXA is our proprietary oral investigational drug candidate for the treatment of obesity, incorporating low doses of active ingredients from
two previously approved drugs, phentermine and topiramate. We believe that by combining these compounds, QNEXA targets excessive
appetite and high threshold for satiety, or the feeling of being full, the two main mechanisms that impact eating behavior. QNEXA is a
once-a-day capsule containing a proprietary formulation of controlled release phentermine and topiramate. Our first U.S. patent on QNEXA
(U.S. 7,056,890 B2) and our EU patent on QNEXA (EU EP 1187603) both expire in 2020.

On January 19, 2011, we held an End-of-Review meeting with the FDA to discuss our planned response to the CRL received on October 28,
2010, regarding the New Drug Application for QNEXA as a treatment for obesity. The CRL stated that in its current form, the NDA for
QNEXA was not approvable. The CRL included the following areas: clinical, labeling, REMS, safety update, and drug scheduling. In the
clinical section of the CRL, the FDA requested a comprehensive assessment of topiramate s and QNEXA s teratogenic potential including a
detailed plan and strategy to evaluate and mitigate the potential teratogenic risks in women of childbearing potential taking the drug for the
treatment of obesity. In addition, the FDA asked us to provide evidence that the elevation in heart rate (mean 1.6 beats per minute on the top
dose) associated with QNEXA does not increase the risk for major adverse cardiovascular events. The FDA requested that we formally submit
the results from the completed SEQUEL study (OB-305), a 52-week extension study for a subset of 675 patients who completed the previously
reported 56-week CONQUER study. The FDA reserved the right to comment further on proposed labeling. On REMS, the FDA requested that a
discussion of an already-submitted REMS plan be continued after we have submitted the written response. The agency also requested a safety
update of any new adverse events be submitted to the NDA. Finally, the FDA stated that if approved, QNEXA would be a Schedule IV drug due
to the phentermine component. In anticipation of the meeting held with the FDA on January 19, 2011, we provided a briefing document that
included comprehensive assessment of the teratogenic potential of topiramate including analyses integrating existing non-clinical and clinical
data. In addition, we provided several new analyses including cardiovascular data from our SEQUEL (OB-305) and Sleep Apnea (OB-204)

38



Edgar Filing: VIVUS INC - Form 10-Q

studies to demonstrate that QNEXA does not increase the risk for major cardiovascular events. We also provided a synopsis of the final study
report for the SEQUEL study. No new clinical studies were requested in the CRL. At the meeting, presentations were made on the
comprehensive assessment of the teratogenic potential of topiramate and QNEXA, and evidence was presented that the increase in heart rate of
1.6 beats per minute does not increase the risk for major adverse cardiovascular events. The discussion also included elements of our proposed
REMS program for QNEXA. The FDA chose to focus the meeting on the discussion of teratogenic potential for topiramate. As part of this
meeting, the FDA requested that we complete the Feasibility Assessment. The Feasibility Assessment is complete and in April 2011 we again
met with the FDA and agreed to conduct the retrospective observational study, FORTRESS, prior to the resubmission of the QNEXA NDA.
Although no other requests for additional information or studies were made by the FDA at these meetings or in the CRL, there can be no
assurance that the FDA will not request or require us to provide additional information or undertake additional studies in connection with the
QNEXA NDA. In the QNEXA studies, which included 15 births from women exposed to QNEXA or topiramate, there were no reports of any
congenital malformations or low birth weight.
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On March 4, 2011, the FDA issued a drug safety communication informing the public of new data that show that there is an increased risk for
the development of cleft lip and/or cleft palate (oral clefts) in infants born to women treated with topiramate (Topamax and generic products)
during pregnancy. The communication stated that the benefits and the risks of topiramate should be carefully weighed when prescribing this
drug to women of childbearing age, particularly for conditions not usually associated with permanent injury or death. The communication also
indicated that alternative medications that have a lower risk of oral clefts and other adverse birth outcomes should be considered for these
patients. If the decision is made to use topiramate in women of childbearing age, effective birth control should be used. Oral clefts occur in the
first trimester of pregnancy before many women know they are pregnant. Topiramate was previously classified as a Pregnancy Category C
drug, which means that data from animal studies suggested potential fetal risks, but no adequate data from human clinical trials or studies were
available at the time of approval. However, because of preliminary human data that show an increased risk for oral clefts, topiramate was placed
in Pregnancy Category D. Pregnancy Category D means there is positive evidence of human fetal risk based on human data but the potential
benefits from use of the drug in pregnant women may be acceptable in certain situations despite its risks. The safety communication and
changes in the Pregnancy Category were due in part to data from the North American Antiepileptic Drug, or NAAED, Pregnancy Registry
which indicated an increased risk of oral clefts in infants born to mothers exposed to topiramate monotherapy during the first trimester of
pregnancy. The prevalence of oral clefts was 1.4% (3/289) compared to a prevalence of 0.38% - 0.55% in infants born to mothers exposed to
other antiepileptic drugs, or AEDs, and a purported prevalence of 0.07% in infants born to mothers without epilepsy or treatment with other
AEDs. The relative risk of oral clefts in topiramate-exposed pregnancies in the NAAED Pregnancy Registry was 21.3 as compared to the risk in
a background population of untreated women (95% Confidence Interval:7.9  57.1). The UK Epilepsy and Pregnancy Register reported a
similarly increased prevalence of oral clefts (3.2%) among infants born to mothers exposed to topiramate monotherapy during pregnancy, a
16-fold increase in risk compared to the risk in their background population (0.2%).

On December 17, 2010, we filed an MAA with the EMA for QNEXA Controlled-Release Capsules in the European Union, or EU. The MAA
was officially validated for the central procedure on January 19, 2011. The proposed indication in the EU is for the treatment of obesity,
including weight loss and maintenance of weight loss, and should be used in conjunction with a mildly hypocaloric diet. If approved in the EU,
QNEXA could be recommended for obese adult patients (BMI > 30 kg/m?2), or overweight patients (BMI > 27 kg/m?2) with weight-related
co-morbidities such as hypertension, type 2 diabetes, dyslipidemia, or central adiposity (abdominal obesity). In Europe, approximately 150
million adults are considered overweight or obese, and the prevalence is rising. According to EMA guidelines for medicinal products used in
weight control, a demonstration of weight loss of at least 10% of baseline weight, which is at least statistically greater than that associated with
placebo, is considered to be a valid primary efficacy criterion. We believe QNEXA has met this efficacy criterion set by the EMA for obesity
therapies. The mean weight loss for the mid and top dose of QNEXA at the end of two years was 10.4% and 11.4%, respectively, which we
believe met the efficacy benchmark described by the EMA guidelines for obesity therapies. The MAA filing is comprised of data from over
4,500 overweight or obese patients with a broad range of weight-related co-morbidities. Two-year, double-blind data from SEQUEL (OB-305)
were also included in the filing to demonstrate durability of treatment response and long-term safety. The EMA s review of QNEXA will follow
their centralized marketing authorization procedure. If approved, QNEXA could receive marketing authorization in all EU member countries.

EQUIP (OB-302) AND CONQUER (0B-303) One-Year Phase 3 Studies

The QNEXA development program included two large Phase 3 randomized, double-blind, placebo-controlled, 3-arm, prospective studies across
93 centers comparing QNEXA to placebo over a 56-week treatment period. All Phase 3 studies utilized our once-a-day formulation of QNEXA,
which at top dose contains 15 mg phentermine and 92 mg of a proprietary controlled release formulation of topiramate. The Phase 3 studies were
designed to prospectively demonstrate the safety and efficacy of QNEXA in obese and overweight patients with different baseline
characteristics. The co-primary endpoints for these studies evaluated the differences between treatments in mean percent weight loss from
baseline to the end of the treatment period and the differences between treatments in the percentage of patients achieving weight loss of 5% or
more. Patients were asked to follow a hypocaloric diet representing a 500-calorie/day deficit and were advised to implement a simple lifestyle
modification program.
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The first year-long Phase 3 study, known as EQUIP, enrolled 1,267 morbidly obese patients (1,050 females and 217 males) with a BMI that
equaled or exceeded 35 kg/m2 with or without controlled co-morbidities. The average baseline BMI of the study population was 42.1 kg/m2 and
baseline weight was 256 pounds. Patients had a 4-week dose titration period followed by 52 weeks of treatment, with patients randomized to
receive once-a-day treatment with low-dose QNEXA, full-dose QNEXA or placebo. Weight loss results from the study are summarized as
follows:

ITT-LOCF Completers
QNEXA QNEXA QNEXA QNEXA
Placebo low-dose top dose Placebo low-dose top dose
EQUIP (OB-302) 56 weeks (n=498) (n=234) (n=498) (n=241) (n=138) (n=301)
Mean weight loss (%) 1.6% 5.1%* 11% 2.5% T%* 14.7%*
Greater than or equal to
5% weight loss rate 17% 45%%* 67%* 26% 59%%* 84%*

ITT-LOCEF: Intent-to-treat with last observation carried forward

* p<0.0001 vs. placebo

The EQUIP study met the co-primary endpoints by demonstrating that patients treated with top dose and low-dose QNEXA had an average
weight loss of 11% and 5.1%, respectively, as compared to weight loss of 1.6% in the placebo group (ITT-LOCF p<0.0001). Average weight
loss was 37 pounds and 18 pounds with top dose QNEXA and low-dose QNEXA, respectively, as compared to 6 pounds in the placebo group.
The proportion of patients losing 5% or more of their initial body weight was 67% for top dose, 45% for low-dose and 17% for placebo
(ITT-LOCF p<0.0001).

The most common drug-related adverse events reported in the EQUIP study for the top dose, low-dose and placebo group were tingling of the
extremities, dry mouth, altered taste, headache and constipation. A significantly greater proportion of patients completed the study on QNEXA
as compared to placebo patients. Overall average completion rates were 59%, 57% and 47% for patients taking top dose QNEXA, low-dose
QNEXA and placebo, respectively.

The second year-long Phase 3 trial, known as CONQUER, enrolled 2,487 overweight and obese adult patients (1,737 females and 750 males)
with BMI s from 27 kg/m2 to 45 kg/m2 and at least two co-morbid conditions, such as hypertension, dyslipidemia and type 2 diabetes. The
average baseline BMI of the study population was 36.6 kg/m2 and baseline weight was 227 pounds. Patients had a 4-week dose titration period
followed by 52 weeks of treatment, with patients randomized to receive once-a-day treatment with top dose QNEXA, mid dose QNEXA or
placebo. Weight loss results from the study are summarized as follows:

ITT-LOCF Completers
QNEXA QNEXA QNEXA QNEXA
CONQUER (OB 303) 56 Placebo mid dose top dose Placebo mid dose top dose
weeks (n=979) (n=488) (n=981) (n=564) (n=344) (n=634)
Mean weight loss (%) 1.8% 8.4%* 10.4%* 2.4%* 10.5%* 13.2%*
21% 62%* T0%* 26% 75%%* 85%*
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Greater than or equal to
5% weight loss rate

* p<0.0001 vs. placebo

The CONQUER study also met the co-primary endpoints by demonstrating that patients treated with top dose and mid dose QNEXA had an