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PROSPECTUS SUPPLEMENT NO. 59
988,202 SHARES OF COMMON STOCK
AGENUS INC.

This prospectus supplement amends the prospectus dated March 18, 2009 (as supplemented on April 15, 2009, April 17, 2009, April 22, 2009,
April 27, 2009, May 4, 2009, May 11, 2009, May 27, 2009, June 4, 2009, June 8, 2009, June 9, 2009, June 11, 2009, June 15, 2009, July 7,
2009, July 15, 2009, August 3, 2009, August 5, 2009, September 11, 2009, September 18, 2009, November 12, 2009, January 5, 2010, March 1,
2010, March 25, 2010, April 26, 2010, May 11, 2010, May 18, 2010, July 23, 2010, August 9, 2010, August 25, 2010, November 3,

2010, November 10, 2010, December 30, 2010, January 7, 2011, January 14, 2011, January 28, 2011, March 1, 2011, March 8, 2011, March 18,
2011, April 18, 2011, May 5, 2011, May 9, 2011, June 8, 2011, June 17, 2011, August 8, 2011, August 16, 2011, September 7,

2011, September 27, 2011, September 30, 2011, October 11, 2011, October 20, 2011, November 7, 2011, November 17, 2011, December 12,
2011, December 21, 2011, March 5, 2012, March 6, 2012, March 13, 2012, and March 21, 2012) that relates to the issuance of up to 988,202
shares of our common stock, par value $0.01 per share ( common stock ), issuable upon the conversion of 5,250 shares of Series B2 Convertible
Preferred Stock, par value $0.01 per share ( Series B2 Convertible Preferred Stock ). If the shares of Series B2 Convertible Preferred Stock are
converted through payment of cash consideration, if at all, we will receive the cash from such conversion.

This prospectus supplement is being filed to include the information set forth in the Quarterly Report on Form 10-Q filed on May 9, 2012, which
is set forth below. This prospectus supplement should be read in conjunction with the prospectus dated March 18, 2009, Prospectus Supplement
No. 1 dated April 15, 2009, Prospectus Supplement No. 2 dated April 17, 2009, Prospectus Supplement No. 3 dated April 22, 2009, Prospectus
Supplement No. 4 dated April 27, 2009, Prospectus Supplement No. 5 dated May 4, 2009, Prospectus Supplement No. 6 dated May 11, 2009,
Prospectus Supplement No. 7 dated May 27, 2009, Prospectus Supplement No. 8 dated June 4, 2009, Prospectus Supplement No. 9 dated June 8,
2009, Prospectus Supplement No. 10 dated June 9, 2009, Prospectus Supplement No. 11 dated June 11, 2009, Prospectus Supplement No. 12
dated June 15, 2009, Prospectus Supplement No. 13 dated July 7, 2009, Prospectus Supplement No. 14 dated July 15, 2009, Prospectus
Supplement No. 15 dated August 3, 2009, Prospectus Supplement No. 16 dated August 5, 2009, Prospectus Supplement No. 17 dated
September 11, 2009, Prospectus Supplement No. 18 dated September 18, 2009, Prospectus Supplement No. 19 dated November 12, 2009,
Prospectus Supplement No. 20 dated January 5, 2010, Prospectus Supplement No. 21 dated March 1, 2010, Prospectus Supplement No. 23 dated
March 25, 2010, Prospectus Supplement No. 24 dated April 26, 2010, Prospectus Supplement No. 25 dated May 11, 2010, Prospectus
Supplement No. 26 dated May 18, 2010, Prospectus Supplement No. 27 dated July 23, 2010, Prospectus Supplement No. 28 dated August 9,
2010, Prospectus Supplement No. 29 dated August 25, 2010, Prospectus Supplement No. 30 dated November 3, 2010, Prospectus Supplement
No. 31 dated November 10, 2010, Prospectus Supplement No. 32 dated December 30, 2010, Prospectus Supplement No. 33 dated January 7,
2011, Prospectus Supplement No, 34 dated January 14, 2011, Prospectus Supplement No. 35 dated January 28, 2011, Prospectus Supplement
No. 36 dated March 1, 2011, Prospectus Supplement No. 37 dated March 8, 2011, Prospectus Supplement No. 38 dated March 18, 2011,
Prospectus Supplement No. 39 dated April 18, 2011, Prospectus Supplement No. 40 dated May 5, 2011, Prospectus Supplement No. 41 dated
May 9, 2011, Prospectus Supplement No. 42 dated June 8, 2011, Prospectus Supplement No. 43 dated June 17, 2011, Prospectus Supplement
No. 44 dated August 8, 2011, Prospectus Supplement No. 45 dated August 16, 2011, Prospectus Supplement No. 46 dated September 7, 2011,
Prospectus Supplement No. 47 dated September 27, 2011, Prospectus Supplement No. 48 dated September 30, 2011, Prospectus Supplement
No. 49 dated October 11, 2011, Prospectus Supplement No. 50 dated October 20, 2011, Prospectus Supplement No. 51 dated November 7, 2011,
Prospectus Supplement No. 52 dated November 17, 2011, Prospectus Supplement No. 53 dated December 12, 2011, Prospectus Supplement
No. 54 dated December 21, 2011, Prospectus Supplement No. 55 dated March 5, 2012, Prospectus Supplement No. 56 dated March 6, 2012,
Prospectus Supplement No. 57 dated March 13, 2012, and Prospectus Supplement No. 58 dated March 21, 2012, which are to be delivered with
this prospectus supplement.

Our common stock is quoted on The NASDAQ Capital Market ( NASDAQ ) under the ticker symbol AGEN. On May 7, 2012, the last reported
closing price per share of our common stock was $6.19 per share.
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Investing in our securities involves a high degree of risk. Before investing in any of our securities, you should read the discussion of
material risks in investing in our common stock. See Risk Factors on page 1 of the prospectus.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of these securities or
passed upon the adequacy or accuracy of this prospectus. Any representation to the contrary is a criminal offense.

THE DATE OF THIS PROSPECTUS SUPPLEMENT NO. 59 IS MAY 9, 2012
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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, DC 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, 2012

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

For the transition period from to

Commission File No. 000-29089

Agenus Inc.

(Exact Name of Registrant as Specified in its Charter)
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Delaware 06-1562417
(State of Incorporation) (LR.S. Employer
Identification No.)

3 Forbes Road, Lexington, MA 02421
(Address of Principal Executive Offices, including Zip Code)
(781) 674-4400

(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 definitions of large accelerated filer, accelerated filer and smaller reporting company in Rule 12b-2 of the Exchange Act.:

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 in Rule 12b-2 of the Exchange Act). Yes ©~ No x

Number of shares outstanding of the issuer s Common Stock as of May 4, 2012: 22,785,050 shares.
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PARTI FINANCIAL INFORMATION
Item 1 Financial Statements
AGENUS INC. AND SUBSIDIARIES
CONDENSED CONSOLIDATED BALANCE SHEETS

(Unaudited)

ASSETS
Cash and cash equivalents
Accounts receivable
Inventories
Prepaid expenses
Other current assets

Total current assets

Plant and equipment, net of accumulated amortization and depreciation of $26,627,241 and
$26,081,778 at March 31, 2012 and December 31, 2011, respectively

Goodwill

Other long-term assets

Total assets

LIABILITIES AND STOCKHOLDERS DEFICIT

Current portion, long-term debt
Current portion, deferred revenue
Accounts payable

Accrued liabilities

Other current liabilities

Total current liabilities
Convertible notes

Other long-term debt

Deferred revenue

Other long-term liabilities
Commitments and contingencies

Stockholders deficit:

Preferred stock, par value $0.01 per share; 25,000,000 shares authorized:

Series A convertible preferred stock; 31,620 shares designated, issued, and outstanding at March 31,
2012 and December 31, 2011; liquidation value of $31,817,625 at March 31, 2012

Series B2 convertible preferred stock; 3,105 shares designated, issued, and outstanding at March 31,
2012 and December 31, 2011

Common stock, par value $0.01 per share; 250,000,000 shares authorized; 22,787,875 and
21,535,037 shares issued at March 31, 2012 and December 31, 2011, respectively

Additional paid-in capital

Treasury stock, at cost; 43,490 shares of common stock at March 31, 2012 and December 31, 2011
Accumulated deficit

Table of Contents

March 31,
2012

$ 24,585,385
58,723

18,573
804,482
485,181

25,952,344

3,586,284
2,572,203
1,094,500

$ 33,205,331

$ 203,033
1,534,270
340,451
2,634,202
795,861

5,507,817
33,026,394
75,377
4,196,680
1,031,041

316
31

227,879

584,811,450
(324,792)
(600,926,986)

December 31,

$

$

$

2011
10,747,951

20,072
536,270
699,786

12,004,079

4,136,699
2,572,203
1,094,549

19,807,530

197,684
1,542,395
807,928
1,730,290
475,342

4,753,639
32,637,757
88,247
2,078,651
1,080,201

316
31

215,350

581,392,602

(324,792)

(607,694,596)
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Noncontrolling interest 5,580,124
Total stockholders deficit (10,631,978)
Total liabilities and stockholders deficit $ 33,205,331

See accompanying notes to unaudited condensed consolidated financial statements.
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AGENUS INC. AND SUBSIDIARIES

CONDENSED CONSOLIDATED STATEMENTS OF OPERATIONS

(Unaudited)
Quarters Ended
March 31,
2012 2011
Revenue $ 13,374,926 $ 671,881
Operating expenses:
Cost of service revenue 23,678
Research and development 2,676,792 2,815,376
General and administrative 2,873,876 2,878,939
Operating income (loss) 7,800,580 (5,022,434)
Other income (expense):
Non-operating income 107,592 6,867
Interest expense, net (1,140,562) (948,197)
Net income (loss) 6,767,610 (5,963,764)
Dividends on series A convertible preferred stock (197,625) (197,625)
Net income (loss) attributable to common stockholders $ 6,569,985 $ (6,161,389)
Per common share data:
Basic net income (loss) attributable to common stockholders $ 0.29 $ (0.33)
Diluted net income (loss) attributable to common stockholders 0.29 (0.33)
Weighted average number of common shares outstanding:
Basic 22,335,608 18,811,490
Diluted 22,337,945 18,811,490

See accompanying notes to unaudited condensed consolidated financial statements.
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AGENUS INC. AND SUBSIDIARIES

CONDENSED CONSOLIDATED STATEMENTS OF CASH FLOWS

Cash flows from operating activities:
Net income (loss)

Adjustments to reconcile net income (loss) to net cash provided by (used in) operating activities:

Depreciation and amortization
Share-based compensation

Non-cash interest expense

Loss on sale of property and equipment
Changes in operating assets and liabilities:
Accounts receivable

Inventories

Prepaid expenses

Accounts payable

Deferred revenue

Accrued liabilities and other current liabilities
Other operating assets and liabilities

Net cash provided by (used in) operating activities

Cash flows from investing activities:
Proceeds from sale of property and equipment
Purchases of available-for-sale securities
Purchases of plant and equipment

Net cash used in investing activities

Cash flows from financing activities:

Net proceeds from sales of equity

Proceeds from employee stock purchases

Financing of property and equipment

Payment of series A convertible preferred stock dividends

Net cash provided by financing activities

Net increase (decrease) in cash and cash equivalents
Cash and cash equivalents, beginning of period

Cash and cash equivalents, end of period

Non-cash investing and financing activities:
Convertible Note adjustment to equity for conversion option

Reclassification of derivative liability into equity

Table of Contents

(Unaudited)

Quarters Ended
March 31,
2012 2011

$ 6,767,610 $ (5,963,764)
549,761 567,103
907,852 642,280
388,637 252,096
6,003

(58,723) 35,000

1,499
(268,212) (160,126)
(467.,477) (248,096)
2,109,904 (385,096)
1,174,610 779,950
166,148 (170,086)
11,271,609 (4,644,736)
10,000
(4,998,799)
(43,458)
(5,032,257)
2,758,772 680,621
12,199 42,592
(7,521)

(197,625) (197,625)
2,565,825 525,588
13,837,434 (9,151,405)
10,747,951 19,781,976
$ 24,585,385 $ 10,630,571

$ 5,580,124
$ 755,000
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AGENUS INC. AND SUBSIDIARIES
NOTES TO UNAUDITED CONDENSED CONSOLIDATED FINANCIAL STATEMENTS
March 31, 2012
Note A Business, Liquidity and Basis of Presentation

Agenus Inc. (including its subsidiaries, also referred to as Agenus, the Company, we, us, and our ) is a biotechnology company developing ai
commercializing technologies to treat cancers and infectious diseases, primarily based on immunological approaches. Our technology portfolio
consists of our Saponin Platform (based on our saponin adjuvant based technologies) and our Heat Shock Protein ( HSP ) Platform (based on our
HSP based technologies). Within our Saponin Platform is QS-21 Stimulon® adjuvant, or QS-21, which is used by our licensees in numerous
vaccines under development in trials, some as advanced as Phase 3, for a variety of diseases, including cancer, shingles, malaria, Alzheimer s
disease, human immunodeficiency virus, and tuberculosis. From our HSP Platform we are developing our Prophage Series vaccines. We have
tested product candidates from our Prophage Series in Phase 3 clinical trials for the treatment of renal cell carcinoma ( RCC ), the most common
type of kidney cancer, and for metastatic melanoma, as well as in Phase 1 and Phase 2 clinical trials in a range of indications. Prophage Series
vaccine R-100 is registered for use in Russia for the treatment of RCC in patients at intermediate risk of recurrence as Oncophage® vaccine
(vitespen). Product candidates from our Prophage G-Series are currently in Phase 2 clinical trials in glioma, a type of brain cancer. Within our
HSP Platform we are also developing recombinant HSP based technologies (the Recombinant Series). HerpV, a therapeutic vaccine candidate
from the Recombinant Series has been tested in a Phase 1 clinical trial for the treatment of genital herpes. Our business activities have included
product research and development, intellectual property prosecution, manufacturing, regulatory and clinical affairs, corporate finance and
development activities, market development, and support of our collaborations. Our product candidates require clinical trials and approvals from
regulatory agencies, as well as acceptance in the marketplace. Part of our strategy is to develop and commercialize some of our product

candidates by continuing our existing arrangements with academic and corporate collaborators and licensees and by entering into new
collaborations.

We have incurred significant losses since our inception. As of March 31, 2012, we had an accumulated deficit of $600.9 million. Since our
inception, we have financed our operations primarily through the sale of equity and convertible notes, and interest income earned on cash, cash
equivalents, and short-term investment balances. We believe that, based on our current plans and activities, our working capital resources as of
March 31, 2012, and the estimated proceeds from our license, supply, and collaborative agreements, will be sufficient to satisfy our liquidity
requirements into the second half of 2013. We continue to monitor the likelihood of success of our key initiatives and are prepared to
discontinue funding of such activities if they do not prove to be feasible.

Research and development program costs include compensation and other direct costs plus an allocation of indirect costs, based on certain
assumptions, and our review of the status of each program. Our product candidates are in various stages of development and significant
additional expenditures will be required if we start new trials, encounter delays in our programs, apply for regulatory approvals, continue
development of our technologies, expand our operations, and/or bring our product candidates to market. The eventual total cost of each clinical
trial is dependent on a number of factors such as trial design, length of the trial, number of clinical sites, and number of patients. The process of
obtaining and maintaining regulatory approvals for new therapeutic products is lengthy, expensive, and uncertain. Because the development of
our Prophage Series vaccines is subject to further evaluation and uncertainty, and because HerpV is in early-stage clinical development we are
unable to reliably estimate the cost of completing research and development programs, the timing of bringing such programs to various markets,
and, therefore, are unable to determine when, if ever, material cash inflows from operating activities are likely to commence. We will continue
to adjust other spending as needed in order to preserve liquidity.

As of March 31, 2012, we had debt outstanding of $37.9 million in principal, including $37.5 million in principal of our 8% senior secured
convertible notes due August 2014 (the 2006 Notes ) and $100,000 in principal of our 5.25% convertible senior notes due February 2025 (the
2005 Notes ). The 2005 Notes are currently redeemable by us and will become redeemable at the option of the holders on February 1, 2015. We
expect to attempt to raise additional funds in advance of depleting our current funds. We may attempt to raise additional funds by:
(1) out-licensing technologies or products to one or more third parties, (2) renegotiating third party agreements, (3) selling assets, (4) securing
additional debt financing and/or (5) selling equity securities. Satisfying long-term liquidity needs may require the successful commercialization
and/or one or more partnering arrangements for (1) our Oncophage product, and/or our Prophage Series vaccines, (2) vaccines containing QS-21
under development by our licensees and/or (3) potentially other product candidates, each of which will require additional capital. If we incur
operating losses for longer than we expect and/or we are unable to raise additional capital, we may become insolvent and be unable to continue
our operations.
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The accompanying unaudited interim condensed consolidated financial statements have been prepared in accordance with U.S. generally

accepted accounting principles ( GAAP ) for interim financial information and with the instructions to Article 10 of Regulation S-X. Accordingly,
they do not include all of the information and footnotes required by U.S. GAAP for complete annual consolidated financial statements. In the
opinion of management, the condensed consolidated financial statements include all normal and recurring adjustments considered necessary for

a fair presentation of our financial position and operating results. All significant intercompany transactions and accounts have been eliminated in
consolidation. Operating results for the quarter ended March 31, 2012 are not necessarily indicative of the results that may be expected for the

year ending December 31, 2012. For further information, refer to our consolidated financial statements and footnotes thereto included in our
Annual Report on Form 10-K for the year ended December 31, 2011 filed with the Securities and Exchange Commission.

Effective October 3, 2011, our certificate of incorporation was amended to effect a reverse stock split of our common stock on the basis of one
post-split share for every six pre-split shares to, in part, regain compliance with Nasdaq Marketplace Rule 550(a)(2) . All references in this
Quarterly Report on Form 10-Q to shares and earnings per share have been retroactively restated to reflect the reverse stock split, as applicable.

The preparation of consolidated financial statements in conformity with U.S. GAAP 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. Management bases its estimates on historical experience and on
various assumptions that are believed to be reasonable under the circumstances. Actual results could differ materially from those estimates.

Note B Net Income (Loss) Per Share

The following table sets forth the computation of basic and diluted Net income (loss) per share (in thousands, except for per share data):

Quarter Ended March 31,
2012 2011

Amounts used for basic and diluted per share calculations:
Net income (loss) attributable to common stockholders $ 6,570 $ (6,161)
Weighted average number of shares outstanding  basic 22,336 18,811
Effect of dilutive share-based compensation awards 2
Weighted average number of shares outstanding  diluted 22,338 18,811
Net income (loss) per common share:
Basic $ 029 $ (0.33)
Diluted $ 029 $ (0.33)

Basic income and loss per common share is calculated by dividing the net income (loss) attributable to common stockholders by the weighted
average number of common shares outstanding (including common shares issuable under our Directors Deferred Compensation Plan, DDCP ).
Diluted income per common share is calculated by dividing net income attributable to common stockholders by the weighted average number of
common shares outstanding (including common shares issuable under our DDCP) plus the dilutive effect of outstanding instruments such as
warrants, stock options, nonvested shares, convertible preferred stock, and convertible notes. Because we reported a net loss attributable to
common stockholders for the quarter ended March 31, 2011, diluted loss per common share is the same as basic loss per common share, as the
effect of utilizing the fully diluted share count would have reduced the net loss per common share. The following securities have been excluded
from the computation of diluted weighted average shares outstanding as they would be anti-dilutive:
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March 31, March 31,
2012 2011
Warrants 3,309,378 3,309,378
Stock options 1,797,114 1,456,690
Nonvested shares 82,319 170,342
Convertible preferred stock 333,333 333,333

Convertible notes
Note C  Share-Based Compensation

We use the Black-Scholes option pricing model to value options for employees and non-employees as well as options granted to members of our
Board of Directors. All stock option grants have a 10-year term and generally vest ratably over a three or four-year period. The non-cash charge
to operations for non-employee options with vesting or other performance criteria is affected each reporting period, until the non-employee
options are exercised or expire, by changes in the fair value of our common stock. A summary of option activity for the quarter ended March 31,
2012 is presented below:

Weighted
Average
Weighted Remaining
Average Contractual Aggregate
Exercise Term Intrinsic
Options Price (in years) Value
Outstanding at December 31, 2011 1,814,161 $ 838
Granted 350 3.76
Forfeited (2,605) 4.59
Expired (5,442) 23.20
Exercised (2,007) 3.63
Outstanding at March 31, 2012 1,804,457 $ 834 7.4 $2,027,046
Vested or expected to vest at March 31, 2012 1,762,283 $ 843 7.3 $ 1,934,131
Exercisable at March 31, 2012 1,224,138 $ 9.96 6.7 $ 956,402

The weighted average grant-date fair values of options granted during the quarter ended March 31, 2012, and 2011, were $2.72, and $4.98,
respectively.

During the first quarter of 2012, all options were granted with exercise prices equal to the fair market value of the underlying shares of common
stock on the grant date. As of March 31, 2012, approximately $1.8 million of total unrecognized compensation cost related to stock options
granted to employees and directors is expected to be recognized over a weighted average period of 1.9 years.

As of March 31, 2012, unrecognized expense for options granted to outside advisors for which performance (vesting) has not yet been
completed but the exercise price of the option is known is approximately $4,000. Such amount is subject to change each reporting period based
upon changes in the fair value of our common stock, expected volatility, and the risk-free interest rate, until the outside advisor completes his or
her performance under the option agreement.

Certain employees and consultants have been granted nonvested stock. The fair value of nonvested stock is calculated based on the closing sale
price of the Company s common stock on the date of grant.
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A summary of nonvested stock activity for the quarter ended March 31, 2102 is presented below:

Weighted

Average
Nonvested Grant Date
Shares Fair Value
Outstanding at December 31, 2011 135,791 $ 5.85
Granted 182,365 2.17
Vested (234,594) 3.04
Forfeited (409) 5.72
Outstanding at March 31, 2012 83,153 $ 5.71

As of March 31, 2012, there was approximately $430,000 of unrecognized share-based compensation expense related to these nonvested shares.
This cost is expected to be recognized over a weighted average period of 1.3 years. The total intrinsic value of shares vested during the quarter
ended March 31, 2012 was approximately $629,000.

We issue new shares upon option exercises, purchases under the 2009 Employee Stock Purchase Plan (the 2009 ESPP ), vesting of nonvested
stock, under the DDCP, and in lieu of 34% of the base salary of our Chief Executive Officer ( CEO ). During the quarter ended March 31, 2012,
approximately 7,200 shares were issued under the 2009 ESPP, and approximately 235,000 shares were issued as a result of the vesting of
nonvested stock. In addition, during the quarter ended March 31, 2012, approximately 33,000 shares were issued under the DDCP,

approximately 15,000 shares were issued to our CEO in lieu of cash salary, and approximately 2,000 shares were issued upon exercise of
options.

The impact on our results of operations from the granting of stock options and nonvested shares and issuing shares for services was as follows
(in thousands):

Quarter Ended
March 31,
2012 2011
Research and development $ 206 $ 455
General and administrative 702 187
Total share-based compensation expense $908 $ 642

Note D License Agreements

As previously disclosed in our Form 10-K for the year ended December 31, 2011, during the quarter ended March 31 2012, we entered into a
First Right to Negotiate and Amendment agreement with GlaxoSmithKline ( GSK ) whereby we granted GSK the first right to negotiate for the
purchase of Agenus or certain of our assets and to further amend certain existing agreements to clarify certain provisions and grant GSK an
additional license and rights thereunder. The first right to negotiate will expire after five years. Under the terms of the agreement, GSK paid us a
nonrefundable payment of $9.0 million, of which $2.5 million is creditable against future manufacturing technology transfer royalty payments.
The agreement provides GSK with an additional license to an undisclosed indication and also provides for additional royalty payments for this
indication upon commercialization of a vaccine product. Also as previously disclosed, during the first quarter of 2012, we received $6.25 million
through an amended license of non-core technologies with an existing licensee. This amendment converted the license grant from non-exclusive
to exclusive and enabled the licensee to buy-out the current royalty stream structure. As we have no future service obligation under these
agreements, we recognized $12.8 million in revenue related to these amendments during the quarter ended March 31, 2012 and included $2.5
million in deferred revenue in our condensed consolidated financial statements.
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Note E Equity

During the quarter ended March 31, 2012, we terminated our existing At Market Issuance Sales Agreement with MLV & Co. LLC and Wm
Smith & Co., as sales agents (the Old ATM Program ), and entered into a new At Market Issuance Sales Agreement with MLV & Co. LLC, as
sales agent, under which we may sell from time to time up to 5,000,000 shares of our common stock.

During the quarter ended March 31, 2012, and prior to its termination, we issued an aggregate of approximately 952,000 shares of our common
stock in at the market offerings under the Old ATM Program and received net proceeds of approximately $2.8 million after deducting offering
costs of approximately $87,000. These offerings were made under effective shelf registration statements and proceeds from the offerings will be
used for general corporate purposes.

Note F  Recent Accounting Pronouncements

In June 2011, the Financial Accounting Standards Board ( FASB ) issued Accounting Standard Update No. 2011-05, Comprehensive Income

( ASU 2011-05 ) which increases the prominence of other comprehensive income in financial statements. Under this standard, the components of
net income and other comprehensive income must be presented in either one or two consecutive financial statements. The standard eliminates

the option to present other comprehensive income in the statement of changes in equity. ASU 2011-05 is effective for fiscal years beginning

after December 15, 2011 and interim and annual periods thereafter. The standard should be applied retrospectively and early adoption is

permitted. In December 2011, the FASB decided to defer the effective date of those changes in ASU 2011-05 that relate only to the presentation

of reclassification adjustments in the statement of income by issuing ASU 2011-12, Comprehensive Income. Adoption of this standard did not
have a material effect on our financial statements.

In September 2011, the FASB amended the guidance on the annual testing of goodwill for impairment. This amended guidance permits
companies to assess qualitative factors to determine whether to perform the two-step goodwill impairment test. This amendment is effective for
fiscal years beginning after December 15, 2011 with early adoption permitted. We do not anticipate any material impact of this guidance on our
consolidated financial statements.

Note G Fair Value Measurements

The estimated fair values of all of our financial instruments, excluding long-term debt, approximate their carrying amounts in the consolidated
balance sheets. The fair value of our long-term debt was derived by evaluating the nature and terms of each note and considering the prevailing
economic and market conditions at the balance sheet date.

As of March 31, 2012 and December 31, 2011, $37.5 million in principal of the 2006 Notes were outstanding. The fair value of the debt portion
of the 2006 Notes exclusive of the conversion option at March 31, 2012, and December 31, 2011, was $30.8 million, based on a present value
methodology. The fair value of the embedded conversion option at March 31, 2012, was $3.2 million.

Note H Subsequent Events

We have evaluated subsequent events and did not identify any events that required disclosure or recognition.
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Item 2. Management s Discussion and Analysis of Financial Condition and Results of Operations
Overview

Our current research and/or development activities are focused on developing technologies and product candidates to treat cancers and infectious
diseases. Our core technology portfolio consists of our Saponin Platform (based on our saponin adjuvant based technologies) and our Heat

Shock Protein ( HSP ) Platform (based on our HSP based technologies). Some of our key candidates from these technology platforms are QS-21
Stimulon® adjuvant ( QS-21 ), the Prophage Series vaccines and HerpV.

QS-21 is an adjuvant, or a substance added to a vaccine or other immunotherapy that is intended to enhance immune response. The key licensees
of QS-21 are GlaxoSmithKline ( GSK ) and JANSSEN Alzheimer Immunotherapy ( JANSSEN Al ). There are approximately 15 vaccines
containing QS-21 in clinical development by our licensees, including a total of four in Phase 3 testing for malaria, melanoma, non-small cell
lung cancer and shingles. The first products containing QS-21 are anticipated to be launched in the 2014 timeframe, and we are generally
entitled to royalties for at least 10 years post-launch, with some exceptions.

The Prophage Series vaccines are a patient specific application of our HSP Platform. The Prophage Series vaccine R-100 is referred to as
Oncophage® vaccine (vitespen) and is approved in Russia for the treatment of renal cell carcinoma ( RCC ; kidney cancer) in patients at
intermediate risk of recurrence. In December 2011, we granted NewVac LLC (a subsidiary of ChemRar Ventures LLC) an exclusive license to
manufacture, market and sell Oncophage as well as pursue a development program in the Russian Federation and certain other CIS countries. In
addition, Phase 2 trials are underway in the United States testing the Prophage Series vaccine candidates G-100 and G-200 in newly diagnosed
and recurrent glioma, respectively.

Also derived from our HSP Platform technologies, HerpV is a recombinant, synthetic, non-patient specific therapeutic vaccine candidate for the
treatment of genital herpes. It has completed Phase 1 testing, where it was shown to elicit both CD4 and CD8 positive T cell responses a first of
its kind finding in genital herpes treatment. Because the product contains multiple antigens derived from the herpes simplex 2 virus (HSV-2), it
may be applicable to a broader patient population and may have potential in managing outbreaks and disease transmission. We consider this to
be a platform technology, since we could potentially create therapeutic vaccines for various infectious diseases with the integration of heat shock
proteins with antigenic peptides. We plan to initiate a Phase 2 trial during the second half of 2012.

In addition to our internal development efforts, we continue to pursue partnering opportunities. We are seeking partners for select products in
our portfolio, which include the Prophage G-Series vaccines, G-100 and G-200, QS-21, and HerpV. We are also exploring in-licensing
opportunities. Our business activities have included product research and development, intellectual property prosecution, manufacturing,
regulatory and clinical affairs, corporate finance and development, market development, business development, and support of our
collaborations. Research and development expenses for the quarter ended March 31, 2012 and for the years ended December 31, 2011, 2010,
and 2009, were $2.7 million, $11.0 million, $12.9 million, and $16.9 million, respectively. We have incurred significant losses since our
inception. As of March 31, 2012, we had an accumulated deficit of $600.9 million.

We have financed our operations primarily through the sale of equity and convertible notes. We believe that, based on our current plans and
activities, our working capital resources at March 31, 2012, along with the estimated proceeds from our license, supply, and collaborative
agreements, will be sufficient to satisfy our liquidity requirements into the second half of 2013 based on our annual rate of net cash burn
(defined as cash used in operating activities less one-time upfront payments, plus capital expenditures and dividend payments) of $13-16 million
during 2012. We expect to attempt to raise additional funds in advance of depleting our funds. We may attempt to raise additional funds by:

(1) out-licensing technologies or products to one or more third parties, (2) renegotiating third party agreements, (3) selling assets, (4) securing
additional debt financing and/or (5) selling equity securities. Satisfying long-term liquidity needs may require the successful commercialization
and/or one or more partnering arrangements for (1) our Oncophage product, and/or our other Prophage Series vaccines, (2) vaccines containing
QS-21 under development by our licensees, and/or (3) potentially other product candidates, each of which will require additional capital.

Forward-Looking Statements

This Quarterly Report on Form 10-Q and other written and oral statements the Company makes from time to time contain certain
forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and
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Section 21E of the Securities Exchange Act of 1934 (the Exchange Act ). You can identify these forward-looking statements by the fact they use

words such as could, expect, anticipate, estimate, target, may, project, guidance, intend, plan, believe, will, potential,
other words and terms of similar meaning and expression in connection with any discussion of future operating or financial performance. You

can also identify forward-looking statements by the fact that they do not relate strictly to historical or current facts. Such forward-looking

statements are based on current expectations and involve inherent risks and uncertainties, including factors that could delay, divert or change any

of them, and could cause actual outcomes to differ materially from current expectations. These statements are likely to relate to, among other

things, our business strategy, our research and development, our product development efforts, our ability to commercialize our product

candidates, the activities of our licensees, our prospects for initiating partnerships or collaborations, the timing of the introduction of products,

the effect of new accounting pronouncements, uncertainty regarding our future operating results and our profitability, anticipated sources of

funds as well as our plans, objectives, expectations, and intentions.

Although the Company believes it has been prudent in its plans and assumptions, no assurance can be given that any goal or plan set forth in
forward-looking statements can be achieved and readers are cautioned not to place undue reliance on such statements, which speak only as of the
date made. The Company undertakes no obligation to release publicly any revisions to forward-looking statements as a result of new
information, future events, or otherwise.

We have included more detailed descriptions of these risks and uncertainties and other risks and uncertainties applicable to our business that the
Company believes could cause actual results to differ materially from any forward-looking statements in Part II-Item 1A Risk Factors of this
Quarterly Report on Form 10-Q. We encourage you to read those descriptions carefully. We caution investors not to place significant reliance on
forward-looking statements contained in this document; such statements need to be evaluated in light of all the information contained in this
document. Furthermore, the statements speak only as of the date of this document, and we undertake no obligation to update or revise these
statements.

Oncophage® and Stimulon® are registered trademarks of Agenus Inc. and its subsidiaries. All rights reserved.
Historical Results of Operations
Quarter Ended March 31, 2012 Compared to the Quarter Ended March 31, 2011

Revenue: We generated revenue of $13.4 million and $672,000 during the quarters ended March 31, 2012 and 2011, respectively. Revenue
includes license fees and royalties earned. For the quarter ended March 31, 2012, we recognized revenue of $6.5 million through an expanded
license agreement with GSK, which provided GSK with an additional license to an undisclosed indication, and $6.25 million through a license
of non-core technologies with an existing licensee that resulted in a buy-out of the current royalty stream related to the license. During the
quarters ended March 31, 2012 and 2011, we recorded revenue of $390,000 and $385,000, respectively, from the amortization of deferred
revenue. Our revenue for the quarter ended March 31, 2012 primarily resulted from one-time payments received under amended license
agreements, and, therefore is not indicative of future results.

Research and Development: Research and development expenses include the costs associated with our internal research and development
activities, including compensation and benefits, occupancy costs, clinical manufacturing costs, administrative costs, and services provided by
clinical research organizations. Research and development expenses decreased 5% to $2.7 million for the quarter ended March 31, 2012 from
$2.8 million for the quarter ended March 31, 2011. The decrease includes declines related to our general cost-containment efforts and to the
status of our products under development.

General and Administrative: General and administrative expenses consist primarily of personnel costs, facility expenses, and professional fees.
General and administrative expenses held steady at $2.9 million for the quarter ended March 31, 2012 from the same period ended March 31,
2011.

Interest Expense, net: Interest expense, net increased to $1.1 million for the quarter ended March 31, 2012 from $948,000 for the quarter ended
March 31, 2011 due to the increased principal amount of our 2006 Notes. The principal of our 2006 Notes increased due to the payment of
interest with additional notes.
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Research and Development Programs

Prior to 2002, we did not track costs on a per project basis, and therefore have estimated the allocation of our total research and development
costs to our largest research and development programs for that time period. During the quarter ended March 31, 2012, these research and
development programs consisted largely of our Prophage Series vaccines as indicated in the following table (in thousands).

Quarter
Ended
Product March 31, Year Ended December 31,
Prior to
Research and Development Program 2012 2011 2010 2009 2009 Total
Heat Shock Proteins for Cancer Prophage
Series

Vaccines $ 1,889 $10,182 $10,960 $15,309 $255,582 293,922

Heat Shock Proteins for Infectious Diseases HerpV 763 734 644 262 17,448 19,851
Vaccine adjuvant * QS-21 25 94 1,185 1,071 10,148 12,523
Other Research and Development Programs 13 89 261 33,177 33,540
Total Research and Development Expenses $ 2,677 $11,023 $12,878 $16,903 $316,355 $359,836

* Prior to 2000, costs were incurred by Aquila Biopharmaceuticals, Inc., a company we acquired in November 2000.

Research and development program costs include compensation and other direct costs plus an allocation of indirect costs, based on certain
assumptions and our review of the status of each program. Our Prophage Series vaccines are in various stages of development as described
below. Significant additional expenditures will be required if we start new trials, encounter delays in our programs, apply for regulatory
approvals, continue development of our technologies, expand our operations, and/or bring our product candidates to market. The eventual total
cost of each clinical trial is dependent on a number of factors such as trial design, length of the trial, number of clinical sites, and number of
patients. The process of obtaining and maintaining regulatory approvals for new therapeutic products is lengthy, expensive, and uncertain.
Because the further development of our Prophage Series vaccines is subject to evaluation and uncertainty, and because HerpV is an early-stage
clinical development candidate, we are unable to reliably estimate the cost of completing our research and development programs, the timing of
bringing such programs to various markets, and, therefore, when, if ever, material cash inflows are likely to commence. Programs involving
QS-21 depend on our collaborative partners or licensees successfully completing clinical trials, successfully manufacturing QS-21 to meet
demand, obtaining regulatory approvals and successfully commercializing product candidates containing QS-21.

Product Development Portfolio
0S-21

QS-21 Stimulon® adjuvant, from our Saponin Platform, is an adjuvant, or a substance added to a vaccine or other immunotherapy that is
intended to enhance immune response. The key licensees of QS-21 are GSK and JANSSEN Al There are approximately 15 vaccines containing
QS-21 in clinical development by our licensees, including a total of four in Phase 3 testing for malaria, melanoma, non-small cell lung cancer
and shingles. The first products containing QS-21 are anticipated to be launched in the 2014 timeframe, and we are generally entitled to royalties
for at least 10 years post-launch, with some exceptions. However, there is no guarantee that we will be able to collect royalties in the future. The
pipeline of product candidates containing QS-21 is extraordinarily diverse, encompassing prophylactic as well as therapeutic vaccines for
infectious diseases, multiple cancer types, and Alzheimer s disease. We do not incur clinical development costs for these products.

Prophage Series Vaccines

We started enrolling patients in our first clinical trial studying a Prophage Series vaccine at Memorial Sloan-Kettering Cancer Center in New
York, New York in November 1997. To date, nearly 900 cancer patients have been treated with our vaccine in clinical trials. Because Prophage
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Series vaccines are novel therapeutic vaccines that are patient-specific, meaning derived from the patient s own tumor, they are experiencing a
long development process and high development costs, either of which could delay or prevent our commercialization efforts.

We believe that the collective results from our clinical trials to date with product candidates from the Prophage Series indicate a favorable safety
profile and signals of efficacy in multiple cancer types. We also believe that available results

12

Table of Contents 22



Edgar Filing: AGENUS INC - Form 424B3

Table of Conten

from clinical trials suggest that treatment with the Prophage Series vaccines can generate immunological and anti-tumor responses. The
Prophage Series vaccine R-100 is referred to as Oncophage® vaccine (vitespen) and is approved in Russia for the treatment of renal cell
carcinoma ( RCC ; kidney cancer) in patients at intermediate risk of recurrence. In addition, Phase 2 trials are underway in the United States
testing the Prophage Series vaccine candidates G-100 and G-200 in newly diagnosed and recurrent glioma, respectively.

HerpV

In October 2005, we initiated a multicenter Phase 1 clinical trial of HerpV in genital herpes. In this four-arm, phase 1 study, 35 HSV-2
seropositive patients received HerpV with QS-21, HerpV alone, QS-21 alone, or placebo. The vaccine was well tolerated, with injection site pain
as the most common reported adverse event. This study is the first to demonstrate that HSPs complexed to viral antigens induce an
antigen-specific T cell response in humans. The results from this study were published in the peer-reviewed journal Vaccine in September 2011.
We plan to advance HerpV into a Phase 2 study in 2012 that will measure the effect of vaccination on viral shedding in individuals infected with
HSV-2. Experts in HSV-2 clinical research believe that a reduction in viral shedding could translate into clinical benefit.

Liquidity and Capital Resources

We have incurred annual operating losses since inception, and we had an accumulated deficit of $600.9 million as of March 31, 2012. We expect
to incur significant losses over the next several years as we continue clinical trials, apply for regulatory approvals, prepare for
commercialization, and continue development of our technologies. We have financed our operations primarily through the sale of equity and
convertible notes, and interest income earned on cash, cash equivalents, and short-term investment balances. From our inception through
March 31, 2012, we have raised aggregate net proceeds of $517.2 million through the sale of common and preferred stock, the exercise of stock
options and warrants, proceeds from our employee stock purchase plan, and the issuance of convertible notes. During the quarter ended

March 31, 2012 we received $9.0 million from GSK for an expanded license agreement and $6.25 million through a license of non-core
technologies with an existing licensee. The expanded license agreement provides GSK with an additional license to an undisclosed indication
and also provides for additional royalty payments for this indication upon commercialization of a vaccine product. The license of non-core
technologies converted a license grant from non-exclusive to exclusive and enabled the licensee to buy-out the current royalty stream structure.
We also terminated our old At the Market issuance Sales Agreement and entered into a new At the Market Issuance Sales Agreement with
MLV & Co. LLC (the Sales Agent ) under which we may sell an aggregate of up to 5,000,000 shares of our common stock from time to time
through the Sales Agent. As of March 31, 2012, we had debt outstanding of $37.9 million in principal, including $37.5 million in principal of
our 2006 Notes maturing August 31, 2014 and $100,000 in principal of our 2005 Notes maturing February 20, 2025. The 2005 Notes are
currently redeemable by us and will become redeemable at the option of the holders on February 1, 2015 and 2020.

Our cash and cash equivalents at March 31, 2012 were $24.6 million, an increase of $13.8 million from December 31, 2011. This increase
primarily resulted from one-time payments received under amended license agreements, and, therefore is not indicative of our future financial
condition. However, we believe that, based on our current plans and activities, our cash balance, along with the estimated additional proceeds
from our license, supply, and collaborative agreements, will be sufficient to satisfy our liquidity requirements into the second half of 2013 based
on our estimated net cash burn (defined as cash used in operating activities less one-time up-front payments, plus capital expenditures and
dividend payments) of $13-16 million during 2012. We continue to monitor the likelihood of success of our key initiatives and are prepared to
discontinue funding of such activities if they do not prove to be feasible, restrict capital expenditures and/or reduce the scale of our operations.

We expect to attempt to raise additional funds in advance of depleting our current funds. In order to fund our operations through 2013 and
beyond, we will need to contain costs and raise additional funds. We may attempt to raise additional funds by: (1) out-licensing technologies or
products to one or more third parties, (2) renegotiating third party agreements, (3) selling assets, (4) securing additional debt financing and/or
(5) selling additional equity securities. Our ability to successfully enter into any such arrangements is uncertain, and if funds are not available, or
not available on terms acceptable to us, we may be required to revise our planned clinical trials, other development activities, capital
expenditures, and/or the scale of our operations. As noted above, we expect to attempt to raise additional funds in advance of depleting our
current funds; however, we may not be able to raise funds or raise amounts sufficient to meet the long-term needs of the business. Satisfying
long-term liquidity needs may require the successful commercialization of Oncophage and/or one or more partnering arrangements for our other
Prophage Series vaccines, successful commercialization of vaccines containing QS-21 under development by our licensees, and potentially
successful commercialization of other product candidates, each of which will require additional capital, as discussed above. We hope to earn
royalties from our QS-21 product in the 2014 timeframe. Please see the risks highlighted under Part II-Item 1A. Risk Factors of this Quarterly
Report on Form 10-Q.
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Our future cash requirements include, but are not limited to, supporting clinical trial and regulatory efforts and continuing our other research and
development programs. Since inception, we have entered into various agreements with institutions and clinical research organizations to conduct
and monitor our clinical studies. Under these agreements, subject to the enrollment of patients and performance by the applicable institution of
certain services, we have estimated our payments to be $47.7 million over the term of the studies. Through March 31, 2012, we have expensed
$47.2 million as research and development expenses and $47.1 million has been paid related to these clinical studies. The timing of expense
recognition and future payments related to these agreements is subject to the enrollment of patients and performance by the applicable institution
of certain services.

We have also entered into sponsored research agreements related to our product candidates that required payments of $6.5 million, all of which
has been paid as of March 31, 2012. We plan to enter into additional sponsored research agreements, and we anticipate significant additional
expenditures will be required to advance our clinical trials, apply for regulatory approvals, continue development of our technologies, and bring
our product candidates to market. Part of our strategy is to develop and commercialize some of our product candidates by continuing our
existing collaborative arrangements with academic and collaborative partners and licensees and by entering into new collaborations. As a result
of our collaborative agreements, we will not completely control the efforts to attempt to bring those product candidates to market. We have
various agreements, for example, with collaborative partners and/or licensees, which allow the use of our QS-21 adjuvant in numerous vaccines.
These agreements grant exclusive worldwide rights in some fields of use and co-exclusive or non-exclusive rights in others. These agreements
generally provide us with rights to manufacture and supply QS-21 to the collaborative partner or licensee and also call for royalties to be paid to
us on future sales of licensed vaccines that include QS-21, which may or may not be achieved. Significant investment in manufacturing capacity
could be required if we were to retain our manufacturing and supply rights.

Net cash provided by operating activities for the quarter ended March 31, 2012 was $11.3 million while cash used in operating activities for the
quarter ended March 31, 2011 was $4.6 million. This increase for the quarter ended March 31, 2012 primarily resulted from one-time payments
received under amended license agreements, and, therefore is not indicative of future results. During the quarter ended March 31, 2012, we
recognized revenue of $12.8 million related to expanded license agreements. We continue to support and develop our QS-21 partnering
collaborations, with the goal of earning royalties from this product in the 2014 timeframe. Our future ability to generate cash from operations
will depend on achieving regulatory approval of our product candidates, and market acceptance of Oncophage and our product candidates,
achieving benchmarks as defined in existing collaborative agreements, and our ability to enter into new collaborations. Please see the risks
highlighted under Part II-Item 1A. Risk Factors of this Quarterly Report on Form 10-Q.

Recent Accounting Pronouncements

In June 2011, the Financial Accounting Standards Board ( FASB ) issued Accounting Standard Update No. 2011-05, Comprehensive Income

( ASU 2011-05 ) which increases the prominence of other comprehensive income in financial statements. Under this standard, the components of
net income and other comprehensive income must be presented in either one or two consecutive financial statements. The standard eliminates

the option to present other comprehensive income in the statement of changes in equity. ASU 2011-05 is effective for fiscal years beginning

after December 15, 2011 and interim and annual periods thereafter. The standard should be applied retrospectively and early adoption is

permitted. In December 2011, the FASB decided to defer the effective date of those changes in ASU 2011-05 that relate only to the presentation

of reclassification adjustments in the statement of income by issuing ASU 2011-12, Comprehensive Income. Adoption of this standard did not
have a material effect on our financial statements.

In September 2011, the FASB amended the guidance on the annual testing of goodwill for impairment. This amended guidance permits
companies to assess qualitative factors to determine whether to perform the two-step goodwill impairment test. This amendment is effective for
fiscal years beginning after December 15, 2011 with early adoption permitted. We do not anticipate any material impact of this guidance on our
consolidated financial statements.

Item 3. Quantitative and Qualitative Disclosures About Market Risk

In the normal course of business, we are exposed to fluctuations in interest rates as we seek debt financing and invest excess cash. We are also
exposed to foreign currency exchange rate fluctuation risk related to our transactions denominated in foreign currencies. We do not currently
employ specific strategies, such as the use of derivative instruments or hedging, to manage these exposures. Our currency exposures vary, but
are primarily concentrated in the Euro. There has been no material change with respect to our interest rate and foreign currency exposures or our
approach toward those exposures, as described in our Annual Report on Form 10-K for the year ended December 31, 2011. However, we are
exploring possible commercialization of Oncophage outside of the U.S., which could result in increased foreign currency exposure.
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We had cash and cash equivalents at March 31, 2012 of $24.6 million, which are exposed to the impact of interest rate changes, and our interest
income fluctuates as interest rates change. Due to the short-term nature of our investments in money market funds, the carrying value
approximates the fair value of these investments at March 31, 2012, however, we are subject to investment risk.

We invest our cash, and cash equivalents, and short-term investments in accordance with our investment policy. The primary objectives of our
investment policy are to preserve principal, maintain liquidity to meet operating needs, and maximize yields. We review our investment policy
annually and amend it as deemed necessary. Currently, our investment policy prohibits investing in any structured investment vehicles and
asset-backed commercial paper. Although our investments are subject to credit risk, our investment policy specifies credit quality standards for
our investments and limits the amount of credit exposure from any single issue, issuer, or type of investment. Our investments are also subject to
interest rate risk and will decrease in value if market interest rates increase. However, due to the conservative nature of our investments and
relatively short duration, interest rate risk is mitigated. We do not invest in derivative financial instruments. Accordingly, we do not believe that
there is currently any material market risk exposure with respect to derivatives or other financial instruments that would require disclosure under
this item.

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

Under the supervision and with the participation of our management, including our Chief Executive Officer and Chief Financial Officer, we
conducted an evaluation of the effectiveness of our disclosure controls and procedures, as such term is defined under Rule 13a-15(e) and

Rule 15d-15(e) promulgated under the Exchange Act. Based on this evaluation, our Chief Executive Officer and our Chief Financial Officer
concluded that, as of the end of the period covered by this Quarterly Report on Form 10-Q, our disclosure controls and procedures were effective
and were designed to ensure that information we are required to disclose in the reports that we file or submit under the Exchange Act is
accumulated and communicated to management, including our Chief Executive Officer and Chief Financial Officer, as appropriate, to allow
timely decisions regarding required disclosure, and is recorded, processed, summarized and reported within the time periods specified in the
Securities and Exchange Commission s rules and forms. It should be noted that any system of controls is designed to provide reasonable, but not
absolute, assurances that the system will achieve its stated goals under all reasonably foreseeable circumstances. Our Chief Executive Officer
and Chief Financial Officer have each concluded that our disclosure controls and procedures as of the end of the period covered by this report
are effective at a level that provides such reasonable assurances.

Changes in Internal Control Over Financial Reporting

During the quarter ended March 31, 2012, there was no change in our internal control over financial reporting (as defined in Rules 13a-15(f) and
15d-15(f) under the Exchange Act) that has materially affected, or is reasonably likely to materially affect, our internal control over financial
reporting.
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PARTII OTHER INFORMATION
Item 1. Legal Proceedings

We are not currently a party to any material pending legal proceedings, other than ordinary routine litigation incidental to our business. We may
currently be a party, or may become a party, to legal proceedings, claims and investigations that arise in the ordinary course of business such as,
but not limited to, patent, employment, commercial and environmental matters. While we currently believe that the ultimate outcome of any of
these proceedings will not have a material adverse effect on our financial position, results of operations, or liquidity, litigation is subject to
inherent uncertainty. Furthermore, litigation consumes both cash and management attention.

Item 1A. Risk Factors
Our future operating results could differ materially from the results described in this Quarterly Report on Form 10-Q due to the risks and
uncertainties described below. We cannot assure investors that our assumptions and expectations will prove to have been correct. Important
factors could cause our actual results to differ materially from those indicated or implied by forward-looking statements. Please see the

Management s Discussion and Analysis of Financial Condition and Results of Operations Forward-Looking Statements section of this Quarterly
Report on Form 10-Q. Factors that could cause or contribute to such differences include those factors discussed below.

Risks Related to our Business

If we incur operating losses for longer than we expect, or we are not able to raise additional capital, we may be unable to continue our
operations, or we may become insolvent.

Our net losses for the years ended December 31, 2011, 2010, and 2009, were $23.3 million, $21.9 million, and $30.3 million, respectively.
During the quarter ended March 31, 2012, we generated net income of $6.8 million due primarily to amendments of certain license agreements
during the quarter. We expect to incur significant losses for the remainder of fiscal 2012 and over the next several years as we continue research
and clinical development of our technologies, apply for regulatory approvals, and pursue partnering opportunities, commercialization, and
related activities. Furthermore, our ability to generate cash from operations is dependent on the success of our licensees and collaborative
partners, as well as the likelihood and timing of new strategic licensing and partnering relationships and/or successful development and
commercialization of vaccines containing QS-21, our Prophage Series vaccines and our other product candidates. If we incur operating losses
for longer than we expect and/or we are unable to raise additional capital, we may become insolvent and be unable to continue our operations.
From our inception through March 31, 2012, we have incurred net losses totaling $600.9 million.

On March 31, 2012, we had $24.6 million in cash and cash equivalents. We believe that, based on our current plans and activities, our working
capital resources at March 31, 2012, along with the estimated proceeds from our license, supply, and collaborative agreements, will be sufficient
to satisfy our liquidity requirements into the second half of 2013 based on our estimated rate of net cash burn (defined as cash used in operating
activities less one-time upfront payments, plus capital expenditures and dividend payments) of $13-16 million during 2012. We expect to
attempt to raise additional funds in advance of depleting our funds although additional funding may not be available on favorable terms, or at all.
For the quarter ended March 31, 2012, our average monthly cash provided by operating activities was $3.8 million. This average monthly cash
provided by operating activities primarily resulted from one-time payments received under amended license agreements, and, therefore our net
cash provided by operations for the quarter ended March 31, 2012 is not indicative of future results. We do not anticipate significant capital
expenditures during the remainder 2012.

We have financed our operations primarily through the sale of equity and convertible notes. In order to finance future operations, we will be
required to raise additional funds in the capital markets, through arrangements with collaborative partners, or from other sources. Additional
financing may not be available on favorable terms, or at all. If we are unable to raise additional funds when we need them we may not be able to
continue some or all of our operations. We also may be forced to license or sell technologies to others under agreements that allocate to third
parties substantial portions of the potential value of these technologies. We may also be unable to continue our operations, or we may become
insolvent.

The weakness of the United States economy and the global economy may have a material adverse effect on our liquidity and financial condition,
particularly if our ability to raise additional funds is impaired. The ability of potential patients and/or health care payers to pay for our products
could also be adversely impacted, thereby limiting our potential revenue. In addition, any negative impacts from any further deterioration in the
credit markets and related financial crisis on our collaborative partners could limit potential revenue from our product candidates.
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We have significant debt, and we may not be able to make interest or principal payments when due.

As of March 31, 2012, we had debt outstanding of $37.9 million in principal, including $37.5 million in principal of our 8% senior secured
convertible notes due August 2014 (the 2006 Notes ) and $100,000 in principal of our 5.25% convertible senior notes due February 2025 (the

2005 Notes ). The 2005 Notes are currently subject to redemption at our option or at the options of the holders on each of February 1, 2015 and
February 1, 2020.

Our ability to satisfy our obligations will depend upon our future performance, which is subject to many factors, including the factors identified
in this Risk Factors section and other factors beyond our control. If we are not able to generate sufficient cash flow from operations in the future
to service our indebtedness, we may be required, among other things, to:

seek additional financing in the debt or equity markets;

refinance or restructure all or a portion of our indebtedness;

sell, out-license, or otherwise dispose of assets; and/or

reduce or delay planned expenditures on research and development and/or commercialization activities.
Such measures might not be sufficient to enable us to make principal and interest payments. In addition, any such financing, refinancing, or sale
of assets might not be available on economically favorable terms, if at all.

Other than for the current quarter ended March 31, 2012, we have had negative cash flows from operations. The net cash provided by operations
of $11.3 million for the quarter ended March 31, 2012 primarily resulted from one-time payments received under amended license agreements,
and, therefore our net cash provided by operations for the quarter ended March 31, 2012 is not indicative of future results. For the years ended
December 31, 2011, 2010, and 2009, net cash used in operating activities was $16.2 million, $14.8 million, and $24.2 million, respectively.

Our 2006 Notes contain restrictive covenants and are convertible into equity interests in one of our subsidiaries that holds important rights to
certain of our 0S-21 Stimulon® adjuvant and HerpV technology.

Our 2006 Notes are secured by the equity of our wholly-owned subsidiary that holds the QS-21 and HerpV technologies. At the option of the
holders, our 2006 Notes can be converted in whole or in part into an equity interest in this subsidiary, subject to our ability to preempt the
conversion by redeeming the 2006 Notes to be so converted at a price equal to the conversion amount of such notes plus an amount that, when
taken together with any cash interest payments previously made with respect to such 2006 Notes, would generate a 30% annual internal rate of
return to the holders. If converted into an equity interest of this subsidiary, the ownership interest in the subsidiary will be determined by
multiplying (x) the quotient of the conversion amount divided by $25.0 million, by (y) 30%. In addition, our 2006 Notes grant holders a right of
first refusal in any future equity issuance in this subsidiary so that holders of our 2006 Notes may purchase up to 50% of any newly issued equity
in this subsidiary. In addition, our 2006 Notes contain a number of restrictions and covenants, including, but not limited to, restrictions and
covenants that limit our ability, and the ability of our subsidiary mentioned above, to:

incur certain additional indebtedness;

make certain investments;

enter into certain affiliated party transactions;
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create certain liens;

consolidate, merge, sell or otherwise dispose of our assets; and/or

change our line of business.
If the holders elect not to convert into the subsidiary, then at the maturity of the 2006 Notes, we may elect to repay the then outstanding balance
in cash or in common stock, subject to certain limitations. If we elect to repay the notes in common stock, we are limited to the number of shares
we can issue, whereby the note holders cannot beneficially own in excess of 9.99% of our outstanding common stock at any given time. See -
We have significant debt, and we may not be able to make interest or principal payments when due. At March 31, 2012, the outstanding
principal balance of the 2006 Notes was $37.5 million.
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Our licensee may not be able to successfully commercialize Oncophage in Russia and/or we may not receive any revenue from Oncophage
sales or related efforts in Russia or certain other CIS countries.

In April 2008, the Russian Ministry of Public Health issued a registration certificate for the use of Prophage Series vaccine R-100 (Oncophage)
for the treatment of kidney cancer patients at intermediate-risk for disease recurrence. The Russian registration was our first product approval
from a regulatory authority.

Since approval, minimal sales have occurred in Russia. In December 2011, we secured a partner for Oncophage when we granted NewVac LLC
(a subsidiary of ChemRar Ventures LLC, NewVac ) an exclusive license to manufacture, market, and sell Oncophage as well as pursue a
development program in the Russian Federation and certain other CIS countries. There is no guarantee that NewVac s efforts will be successful,
or that we will receive any financial or other benefits from this arrangement. In addition, NewVac has the right to terminate its agreement with
us at any time without cause. See ~ Manufacturing problems may cause delays, unanticipated costs, or loss of revenue streams.

While NewVac is establishing manufacturing capabilities in Russia, we are obligated to continue Oncophage manufacturing supply in our
Lexington, MA, facility. As long as we manufacture Oncophage in the United States for importation into Russia, complexities unique to the
logistics of this product may delay shipments and limit our ability to move commercial product in an efficient manner without incident.

In addition, to date we have not been able to secure government reimbursement and there is no guarantee that NewVac will be able to do so.
There appears to be a limited private-pay market in Russia, and many patients will not be capable of paying for Oncophage without third party
reimbursement. The reimbursement system in Russia is uncertain and has experienced serious funding and administrative problems in its
national and regional reimbursement programs. See  If we, or our licensees, fail to obtain adequate levels of reimbursement for our product
candidates there may be no commercially viable market for these products, or the commercial potential of these products may be significantly
limited.

If we, or our licensees, fail to obtain adequate levels of reimbursement for our product candidates there may be no commercially viable
market for these products, or the commercial potential of these products may be significantly limited.

Public and private insurance programs may determine that they will not cover our or our licensees product candidates. Government-sponsored
health care systems typically pay a substantial share of health care costs, and they may regulate reimbursement levels of products to control
costs. If we or our licensees are unsuccessful in obtaining substantial reimbursement for our product candidates from national or regional funds,
we will have to rely on private-pay, which may delay or prevent our launch efforts, because the ability and willingness of patients to pay for our
products is unclear.

We, or our licensees, may not be able to obtain health insurance coverage of our product candidates, and if coverage is obtained, it may be
substantially delayed, or there may be significant restrictions on the circumstances in which the products would be reimbursed. We are unable to
predict what impact any future regulation or third-party payer initiatives relating to reimbursement will have on our sales.

We may not be able to make vaccines from the Prophage Series available in countries other than Russia or in indications other than
adjuvant renal cell carcinoma.

Oncophage is currently only approved for marketing in Russia for the adjuvant treatment of kidney cancer patients at intermediate-risk for
disease recurrence and is the only product from our Prophage Series vaccines that is approved for marketing anywhere. The probability and
timing of submissions and/or approval of Prophage Series vaccines in any other jurisdiction or indication is uncertain. Phase 2 trials testing the
Prophage Series vaccine candidates G-100 and G-200 are currently underway in both newly diagnosed and recurrent glioma, respectively. There
can be no assurance that these trials will support BLA filings.

In 2008, we submitted a marketing authorization application ( MAA ), to the European Medicines Agency ( EMA ), requesting conditional
authorization of Oncophage in earlier-stage, localized kidney cancer. After its review, the Committee for Medicinal Products for Human Use

( CHMP ) of the EMA adopted a negative opinion on our MAA. Subsequently we withdrew our application and we are no longer actively
pursuing opportunities in this territory.

The FDA has indicated that our Phase 3 clinical trials of Oncophage and Prophage Series vaccine M-200 cannot, by themselves, support BLA
filings in the studies indications (renal cell carcinoma and metastatic melanoma). Furthermore, our existing data may not support registration or
approval in other territories outside of Russia as this Phase 3 trial did not reach statistical significance in its primary endpoint of recurrence-free
survival in the total patient population.
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Due to our lack of resources, our ability to perform additional studies may be limited. In addition, studies may take years to complete and may
fail to support regulatory filings for many reasons. Our Prophage Series vaccines are a novel class of patient-specific (derived from the patient s
own tumor) oncology therapies, and the FDA and foreign regulatory agencies, including the EMA, which is responsible for product approvals in
Europe, and Health Canada, which is responsible for product approvals in Canada, have limited experience in reviewing these types of therapies.
Therefore, product candidates derived from the Prophage Series vaccines may experience high development costs and a long regulatory review
process, either of which could delay or prevent commercialization efforts.

Risks associated with doing business internationally could negatively affect our business.

Oncophage is currently only approved for sale in Russia. Russia is an evolving market and regulatory, legal, and commercial structures are less
predictable than in more mature markets. This unpredictability, as well as potential geopolitical instability in the Russian region, could
negatively impact the regulatory and/or commercial environment there, which in turn could have an adverse effect on our business.

In addition, various other risks associated with foreign operations may impact our success. Possible risks include fluctuations in the value of
foreign and domestic currencies, disruptions in the import, export, and transportation of patient tumors and our product, the product and service
needs of foreign customers, difficulties in building and managing foreign relationships, the performance of our licensees or collaborators, and
unexpected regulatory, economic, or political changes in foreign markets.

Our competitors in the biotechnology and pharmaceutical industries may have superior products, manufacturing capability, selling and
marketing expertise and/or financial and other resources.

Our product candidates and the product candidates in development by our collaborative partners may fail because of competition from major
pharmaceutical companies and specialized biotechnology companies that market products, or that are engaged in the development of product
candidates, directed at cancer, infectious diseases and degenerative disorders.

Genentech markets Avastin and Eisai markets Gliadel, both for treatment of recurrent glioma. In addition, TVAX Biomedical is developing an
immunotherapy candidate (TVI-Brain-1) for recurrent glioma. Schering Corporation, a subsidiary of Merck, markets Temodar for treatment of
patients with newly diagnosed glioma. Other companies are developing vaccine candidates for the treatment of patients with newly diagnosed
glioma, such as Innocell Corp (Immuncell-LC), ImmunoCellular Therapeutics (ICT-107), Northwest Biotherapeutics (DC-Vax) and Celldex
(CDX-110). Celldex is also currently developing a vaccine candidate for recurrent glioma. Other companies may begin such development as
well.

There is no guarantee that our products or product candidates will be able to compete with potential future products being developed by our
competitors. For example, Oncophage may compete with therapies currently in development for non-metastatic renal cell carcinoma, such as
Wilex AG s Rencarex (WX-G250), sorafenib, sunitinib, temsirolimus, bevacizumab and pazopanib. As vaccines from our Prophage Series are
potentially developed in other indications, they could face additional competition in those indications. In addition, and prior to regulatory
approval, our Prophage Series vaccines and all of our other product candidates, may compete for access to patients with other products in
clinical development, with products approved for use in the indications we are studying, or with off-label use of products in the indications we
are studying. We anticipate that we will face increased competition in the future as new companies enter markets we seek to address and
scientific developments surrounding immunotherapy and other traditional cancer therapies continue to accelerate.

Valtrex (GSK) and Famvir (Novartis) are small molecule drugs marketed for treatment of genital herpes. Other companies are engaged in
research for vaccines for treatment of genital herpes. AiCuris Gmbh is engaged in clinical research of a small molecule drug for treatment of
genital herpes and has completed a Phase 2 trial.

Our patent to purified QS-21 expired in most territories in 2008. Additional protection for our QS-21 proprietary adjuvant in combination with
other agents is provided by our other patents. Our license and manufacturing agreements for QS-21 typically provide royalties for at least 10
years after commercial launch independent of patent expiry. However, there is no guarantee that we will be able to collect royalties in the future.

We are aware of compounds that claim to be identical to QS-21 that are being used in clinical trials. Several other vaccine adjuvants are in
development and could compete with QS-21 for inclusion in vaccines in development. These adjuvants include, but are not limited to,
oligonucleotides, under development by Pfizer, Idera, Juvaris, and Dynavax, MF59 under development by Novartis, IC31, under development
by Intercell, and MPL, under development by GSK. In the past, the Company has provided QS-21 to other entities under materials transfer
arrangements. In at least one instance, it is
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possible that this material was used unlawfully to develop synthetic formulations and/or derivatives of QS-21. Companies such as Adjuvance
Technologies, Inc. and CSL Limited, as well as academic institutions, are developing saponin adjuvants, including derivatives and synthetic
formulations. It is possible that these, or other, compounds could be substituted for the Company s QS-21.

Many of our competitors, including large pharmaceutical companies, have greater financial and human resources and more experience than we
do. Our competitors may:

commercialize their product candidates sooner than we commercialize our own;

develop safer or more effective therapeutic drugs or preventive vaccines and other therapeutic products;

implement more effective approaches to sales and marketing and capture some of our potential market share;

establish superior intellectual property positions;

discover technologies that may result in medical insights or breakthroughs, which render our drugs or vaccines obsolete, possibly
before they generate any revenue; or

adversely affect our ability to recruit patients for our clinical trials.
Our commercial and international operations experience and resources are limited and may need to be developed or acquired. If we fail to
do so, our revenues may be limited or nonexistent. In addition, we may be required to incur significant costs and devote significant efforts to
augment our existing capabilities.

As we have limited experience with commercial and international operations, it may be difficult to accurately estimate our costs. We currently
do not have employees, manufacturing, or business operations facilities outside of the United States and we will rely significantly on
consultants, partners, and other third parties to conduct our sales, marketing, and distribution operations. If these third parties are unable to fulfill
their obligations this could have a material adverse effect on our commercialization efforts. If in the future we elect to perform sales, marketing,
and distribution functions ourselves, we will face a number of additional risks, including the need to recruit experienced marketing and sales
personnel, or incur significant expenditures. In addition, we may need to compete with other companies that have more experienced and
better-funded operations. Where we have licensed our products to third-party collaborators or licensees, we will be dependent on their
commercial operations, sales and marketing expertise and resources, and any revenues we receive from those products will depend primarily on
the sales and marketing efforts of others.

Manufacturing problems may cause delays, unanticipated costs, or loss of revenue streams.

If the future commercial demand for our Prophage Series vaccine Oncophage or clinical demand for other candidates is substantially greater than
we anticipate, our capacity may not be able to meet product demand. In addition, higher manufacturing loads may result in higher manufacturing
failure rates as the operation becomes more complex. We currently manufacture our Prophage Series vaccines in our Lexington, Massachusetts
facility. While we believe we will be able to cover demand in the near term, there is no guarantee that we will be able to meet all future or
unanticipated increases in demand, and a failure to do so could adversely affect our business. Such demand may also limit our ability to
manufacture product in support of clinical trials, and this could cause a delay or failure in our Prophage Series vaccine development programs.
Manufacturing of Prophage Series vaccines is complex, and various factors could cause delays or an inability to supply vaccine. Deviations in
the processes controlling manufacture could result in production failures. Furthermore, we have limited manufacturing resources and there is no
assurance that we will be able to obtain the necessary resources, timely or at all, to meet any increased demand.

Regulatory bodies may require us to make our manufacturing facility a single product facility. In such an instance, we would no longer have the
ability to manufacture products other than Prophage Series vaccines in our current facility.
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Except in the case of GSK and JANSSEN AlI, we have retained worldwide manufacturing rights for QS-21. We have the right to subcontract
manufacturing for QS-21 for our other existing and future QS-21 manufacturing and supply needs, and we have a supply agreement with a
contract manufacturer for the production of QS-21 through September 2012. If we are not able to renew this agreement we may not be able to
supply QS-21 to meet future supply obligations on favorable terms or at all. For example, although GSK is a source of QS-21 supply for us, their
obligation to supply is for a limited duration, and various factors could impact our decision to exercise this right. In addition, we or our currently
contracted suppliers may not have the ability to manufacture commercial grade QS-21.

We currently rely upon and expect to continue to rely upon third parties, potentially including our collaborators or licensees, to produce
materials required to support our product candidates, preclinical studies, clinical trials, and commercial efforts. A number of factors could cause
production interruptions at our manufacturing facility or at our

20

Table of Contents 35



Edgar Filing: AGENUS INC - Form 424B3

Table of Conten

contract manufacturers or suppliers, including equipment malfunctions, labor or employment retention problems, natural disasters, power
outages, terrorist activities, or disruptions in the operations of our suppliers. Alternatively, there is the possibility we may have excess
manufacturing capacity if product candidates do not progress as planned.

There are a limited number of contract manufacturers or suppliers that are capable of manufacturing our product candidates or the materials used
in their manufacture. If we are unable to do so ourselves or to arrange for third-party manufacturing or supply of these product candidates or
materials, or to do so on commercially reasonable terms, we may not be able to complete development of these product candidates or
commercialize them ourselves or through our collaborative partners or licensees. Reliance on third-party manufacturers entails risks to which we
would not be subject if we manufactured products ourselves, including reliance on the third party for regulatory compliance, the possibility of
breach of the manufacturing agreement by the third party because of factors beyond our control, and the possibility of termination or
non-renewal of the agreement by the third party, based on its own business priorities, at a time that is costly or inconvenient for us.

Manufacturing is also subject to extensive government regulation. Regulatory authorities must approve the facilities in which human health care
products are produced. In addition, facilities are subject to ongoing inspections, and minor changes in manufacturing processes may require
additional regulatory approvals, either of which could cause us to incur significant additional costs and lose revenue.

We may not receive anticipated QS-21 revenues from our licensees.

We currently rely upon and expect to continue to rely upon third party licensees, particularly GSK and JANSSEN Al to develop, test, market
and manufacture vaccines that utilize our QS-21 adjuvant. We expect that we will rely on similar relationships if we develop new adjuvants in
our Saponin Platform.

In return for rights to use QS-21, our licensees have generally agreed to pay us license fees, supply payments, milestone payments and royalties
on product sales for a minimum of 10 years after commercial launch, with some exceptions. As each licensee controls its own product
development process, we cannot predict our licensees requirements for QS-21 in the future or to what extent, if any, they will develop vaccines
that use QS-21 as an adjuvant. Our licensees may initiate or cease programs containing QS-21 at any time. In the event that our licensees
develop vaccines using QS-21, there is no guarantee that these products will obtain regulatory approval or, if so approved, will generate
significant royalties, if any, or that we will be able to collect royalties, in the future.

In addition, where we had previously supplied GSK and JANSSEN Al with all their requirements of QS-21, we have amended our agreements
so that they are permitted to manufacture their own QS-21. We are unable to predict what amount of QS-21, if any, will be purchased from us by
other licensees or collaborators in the future. Any such inability to receive anticipated QS-21 revenues would have a material adverse effect on
our business, financial condition and results of operations.

Our patent on QS-21 composition of matter has already expired in virtually all territories and we rely on unpatented technology and
know-how to protect our rights to QS-21.

Our patent on QS-21 composition of matter has already expired in virtually all territories, and our patent rights are limited to protecting certain
combinations of QS-21 with other adjuvants or formulations of QS-21 with other agents. Although our licenses also rely on unpatented
technology, know-how, and confidential information, these intellectual property rights may not be enforceable in certain jurisdictions and,
therefore, we may not be able to collect anticipated revenue from our licensees. Any such inability would have a material adverse effect on our
business, financial condition and results of operations.

The drug development and approval process is uncertain, time-consuming, and expensive.

Clinical development, including preclinical testing and the process of obtaining and maintaining regulatory approvals for new therapeutic
products, is lengthy, expensive, and uncertain. It also can vary substantially based on the type, complexity, and novelty of the product. We must
provide regulatory authorities with manufacturing, product characterization, and preclinical and clinical data demonstrating that our product
candidates are safe and effective before they can be approved for commercial sale. It may take us many years to complete our testing, and failure
can occur at any stage of testing. Interim results of preclinical studies or clinical trials do not necessarily predict their final results, and
acceptable results in early studies might not be seen in later studies. Any preclinical or clinical test may fail to produce results satisfactory to
regulatory authorities for many reasons, including but not limited to insufficient product characterization, poor study structure conduct or
statistical analysis planning, failure to enroll a sufficient number of patients or failure to prospectively identify the most appropriate patient
eligibility criteria, and collectability of data.
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Preclinical and clinical data can be interpreted in different ways, which could delay, limit, or prevent regulatory approval. Negative or
inconclusive results from a preclinical study or clinical trial, adverse medical events during a clinical trial, or safety issues resulting from
products of the same class of drug could require a preclinical study or clinical trial to be repeated or cause a program to be terminated, even if
other studies or trials relating to the program are successful. We or the FDA, other regulatory agencies, or an institutional review board may
suspend or terminate human clinical trials at any time on various grounds. As of March 31, 2012, we have spent approximately 18 years and
$294 million on our research and development program in heat shock proteins for cancer.

The timing and success of a clinical trial is dependent on enrolling sufficient patients in a timely manner, avoiding serious or significant adverse
patient reactions, and demonstrating efficacy of the product candidate in order to support a favorable risk versus benefit profile, among other
considerations. The timing and success of our clinical trials, in particular, are also dependent on clinical sites and regulatory authorities
accepting each trial s protocol, statistical analysis plan, product characterization tests, and clinical data. In addition, regulatory authorities may
request additional information or data that is not readily available. Delays in our ability to respond to such requests would delay, and failure to
adequately address concerns would prevent, our commercialization efforts.

Delays or difficulties in obtaining regulatory approvals or clearances for our product candidates may:

adversely affect the marketing of any products we or our licensees or collaborators develop;

impose significant additional costs on us or our licensees or collaborators;

diminish any competitive advantages that we or our licensees or collaborators may attain;

limit our ability to receive royalties and generate revenue and profits; and

adversely affect our business prospects and ability to obtain financing.
Delays or failures in our receiving regulatory approval for our product candidates in a timely manner may result in us having to incur additional
development expense and subject us to having to secure additional financing. As a result, we may not be able to commercialize them in the
timeframe anticipated, and our business will suffer.

Even if we receive marketing approval for our product candidates, such product approvals could be subject to restrictions or withdrawals.
Regulatory requirements are subject to change.

Regulatory authorities generally approve products for particular indications. If an approval is for a limited indication, this limitation reduces the
size of the potential market for that product. Product approvals, once granted, are subject to continual review and periodic inspections by
regulatory authorities. Our operations and practices are subject to regulation and scrutiny by the United States government, as well as
governments of any other countries in which we do business or conduct activities. Later discovery of previously unknown problems or safety
issues, and/or failure to comply with domestic or foreign laws, knowingly or unknowingly, can result in various adverse consequences,
including, among other things, possible delay in approval or refusal to approve a product, warning letters, fines, injunctions, civil penalties,
recalls or seizures of products, total or partial suspension of production, refusal of the government to renew marketing applications, complete
withdrawal of a marketing application, and/or criminal prosecution, withdrawal of an approved product from the market, and/or exclusion from
government health care programs. Such regulatory enforcement could have a direct and negative impact on the product for which approval is
granted, but also could have a negative impact on the approval of any pending applications for marketing approval of new drugs or supplements
to approved applications.

Because we are a company operating in a highly regulated industry, regulatory authorities could take enforcement action against us in
connection with our, or our licensees or collaborators, business and marketing activities for various reasons. For example, the United States
Foreign Corrupt Practices Act prohibits U.S. companies and their representatives from offering, promising, authorizing, or making payments to
foreign officials for the purpose of obtaining or retaining business abroad.

Table of Contents 38



Table of Contents

Edgar Filing: AGENUS INC - Form 424B3

22

39



Edgar Filing: AGENUS INC - Form 424B3

Table of Conten

From time to time, new legislation is passed into law that could significantly change the statutory provisions governing the approval,
manufacturing, and marketing of products regulated by the FDA and other foreign health authorities. Additionally, regulations and guidance are
often revised or reinterpreted by health agencies in ways that may significantly affect our business and our products. It is impossible to predict
whether further legislative changes will be enacted, or whether regulations, guidance, or interpretations will change, and what the impact of such
changes, if any, may be.

New data from our research and development activities, and/or resource considerations could modify our strategy and result in the need to
adjust our projections of timelines and costs of programs.

Because we are focused on novel technologies, our research and development activities, including our nonclinical studies and clinical trials,
involve the ongoing discovery of new facts and the generation of new data, based on which we determine next steps for a relevant program.
These developments can occur with varying frequency and constitute the basis on which our business is conducted. We need to make
determinations on an ongoing basis as to which of these facts or data will influence timelines and costs of programs. We may not always be able
to make such judgments accurately, which may increase the costs we incur attempting to commercialize our product candidates. We monitor the
likelihood of success of our initiatives and we may need to discontinue funding of such activities if they do not prove to be commercially
feasible, due to our limited resources.

We may need to successfully address a number of technological challenges in order to complete development of our product candidates.
Moreover, these product candidates may not be effective in treating any disease or may prove to have undesirable or unintended side effects,
toxicities, or other characteristics that may preclude our obtaining regulatory approvals or prevent or limit commercial use.

Failure to enter into significant licensing, distribution and/or collaboration agreements may hinder our efforts to develop and commercialize
our product candidates and will increase our need to rely on other financing mechanisms, such as sales of debt or equity securities, to fund
our operations.

We have been engaged in efforts to enter into licensing, distribution and/or collaborative agreements with one or more pharmaceutical or
biotechnology companies to assist us with development and/or commercialization of our product candidates. If we are successful in entering into
such agreements, we may not be able to negotiate agreements with economic terms similar to those negotiated by other companies. We may not,
for example, obtain significant upfront payments, substantial royalty rates or milestones. If we fail to enter into any such agreements, our efforts
to develop and/or commercialize our products or product candidates may be undermined. In addition, if we do not raise funds through any such
agreements, we will need to rely on other financing mechanisms, such as sales of debt or equity securities, to fund our operations. Such
financing mechanisms, if available, may not be sufficient or timely enough to advance our programs forward in a meaningful way in the
short-term.

While we have been pursuing these business development efforts for several years, we have not entered into a substantial agreement relating to
the potential development or commercialization of Oncophage or any of the other Prophage Series vaccines other than the recent agreement with
NewVac giving them an exclusive license to manufacture, market and sell Oncophage as well as pursue a development program in the Russian
Federation and certain other CIS countries. Due to the announcements in March 2006 that part I of our Phase 3 trial in renal cell carcinoma did
not achieve its primary endpoint in the intent to treat population, and in November 2009, that the CHMP adopted a negative opinion on our
MAA, and because companies may be skeptical regarding the potential success of a patient-specific product candidate, many other companies
have been and may continue to be unwilling to commit to an agreement prior to receipt of additional clinical data, if at all.

In addition, we would consider license and/or co-development opportunities to advance HerpV. This product is at an early stage and
collaborative partners or licensees may defer discussions until results from early clinical trials become available, or they may not engage in such
discussions at all.

Because we rely on collaborators and licensees for the development and commercialization of most of our product candidate programs, these
programs may not prove successful, and/or we may not receive significant payments from such parties.

Part of our strategy is to develop and commercialize a majority of our product candidates by continuing or entering into arrangements with
academic, government, or corporate collaborators and licensees. Our success depends on our ability to negotiate such agreements and on the
success of the other parties in performing research, preclinical and clinical testing, completing regulatory applications, and commercializing
product candidates. For example, the development of candidates from the Prophage G Series is currently dependent in large part on the efforts of
our institutional collaborators, such as the
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Brain Tumor Research Center at the UCSF, which is conducting Phase 2 clinical trials of Prophage Series vaccines G-100 and G-200 for the
treatment of glioma. In addition, substantially all product candidates containing QS-21, other than HerpV, depend on the success of our
collaborative partners or licensees, and the Company s relationships with these third parties. Such product candidates depend on our collaborators
and licensees successfully enrolling patients and completing clinical trials, being committed to dedicating the resources to advance these product
candidates, obtaining regulatory approvals, and successfully commercializing product candidates. In addition, when our licensees or third party
collaborators sponsor clinical trials using our product candidates, we cannot control the timing or quality of such trials or related activities.

Development activities may fail to produce marketable products due to unsuccessful results or abandonment of these programs, failure to enter
into future collaborations or license agreements, or the inability to manufacture product supply requirements for our collaborators and licensees.
Several of our agreements also require us to transfer important rights and regulatory compliance responsibilities to our collaborators and
licensees. As a result of these collaborative agreements, we will not control the nature, timing, or cost of bringing these product candidates to
market. Our collaborators and licensees could choose not to devote resources to these arrangements or, under certain circumstances, may
terminate these arrangements early. They may cease pursuing product candidates or elect to collaborate with different companies. In addition,
these collaborators and licensees, outside of their arrangements with us, may develop technologies or products that are competitive with those
that we are developing. From time to time, we may also become involved in disputes with our collaborators or licensees. Such disputes could
result in the incurrence of significant expense, or the termination of collaborations. We may be unable to fulfill all of our obligations to our
collaborators, which may result in the termination of collaborations. As a result of these factors, our strategic collaborations may not yield
revenue. Furthermore, we may be unable to enter into new collaborations or enter into new collaborations on favorable terms. Failure to generate
significant revenue from collaborations would increase our need to fund our operations through sales of debt or equity securities and would
negatively affect our business prospects.

If we or our licensee are unable to purify heat shock proteins we may have difficulty successfully initiating or completing clinical trial or
supporting commercial sales of Oncophage in Russia. Even if we or our licensees do successfully complete ongoing or future clinical trials
or are successful manufacturing Oncophage commercially we may have difficulty generating a sizable market or commercial sales.

Depending on the type and stage of cancer and the patient population, the ability to successfully develop and commercialize the Prophage Series
vaccines for a particular cancer depends in part on our, and following successful technology transfer to our licensee, their ability to purify heat
shock proteins from that type of cancer. If we or our licensee experience difficulties in purifying heat shock proteins for a sufficiently large
number of patients in our clinical trials, we may face delays in enrolling sufficient patients and subsequently utilize more internal resources to
satisfy enrolment requirements. Manufacturing failures may also lower the probability of a successful analysis of the data from clinical trials
and, ultimately, the ability to obtain regulatory approvals. We have successfully manufactured product across many different cancer types,
however, the success rate per indication has varied. We have evolved our manufacturing processes t