Edgar Filing: CLEVELAND BIOLABS INC - Form 10-Q

CLEVELAND BIOLABS INC
Form 10-Q
November 15, 2010

UNITED STATES SECURITIES AND EXCHANGE COMMISSION

WASHINGTON, D.C. 20549

FORM 10-Q
(Mark One)
p QUARTERLY REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE
SECURITIES EXCHANGE ACT OF 1934
For the quarterly period ended September 30, 2010
OR
“TRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE
SECURITIES EXCHANGE ACT OF 1934
For the transition period from to
Commission file number 001-32954
CLEVELAND BIOLABS, INC.
(Exact name of registrant as specified in its charter)
DELAWARE 20-0077155
(State or other jurisdiction of incorporation or (I.R.S. Employer Identification No.)
organization)
73 High Street, Buffalo, New York 14203
(Address of principal executive offices) (Zip Code)

(Registrant’s telephone number, including area code) (716) 849-6810

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

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

Indicate by check mark whether the registrant has submitted electronically and posted on its corporate Website, if any,
every Interactive Data File required to be submitted and posted pursuant to Rule 405 of Regulation S-T during the

preceding 12 months (or for such shorter period that the registrant was required to submit and post such files). Yes -
No



Edgar Filing: CLEVELAND BIOLABS INC - Form 10-Q

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

Large accelerated filer ~ Accelerated filer ~

Non-accelerated filer ~ Smaller reporting company p

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

As of November 10, 2010, there were 27,451,840 shares outstanding of registrant's common stock, par value $0.005
per share.




Edgar Filing: CLEVELAND BIOLABS INC - Form 10-Q

CLEVELAND BIOLABS INC. AND SUBSIDIARY

10-Q
11/15/2010

TABLE OF CONTENTS

PART I - FINANCIAL INFORMATION

ITEM 1:

ITEM 2:

ITEM 3:

ITEM 4T:

PART II - OTHER INFORMATION

ITEM 1:

ITEM 2:

ITEM 3:

ITEM 4:

ITEM 5:

ITEM 6:

Consolidated Financial Statements

Consolidated Balance Sheets as of September 30, 2010 and
December 31, 2009

Consolidated Statements of Operations For Three and Nine Months
Ended September 30, 2010 and 2009

Consolidated Statements of Cash Flows For None Months Ended
September 30, 2010 and 2009

Consolidated Statement of Stockholders' Equity from January 1,
2009 to December 31, 2009 and to September 30, 2010

Consolidated Statement of Comprehensive Income for the Three and
Nine Months Ended September 30, 2010 and 2009

Consolidated Notes to Financial Statements

Management's Discussion and Analysis of Financial Condition and
Results of Operations

Quantitative and Qualitative Disclosures About Market Risk

Controls and Procedures

Legal Proceedings

Unregistered Sales of Equity Securities and Use of Proceeds
Defaults Upon Senior Securities

Removed and Reserved

Other Information

Exhibits

PAGE

12

27

47

47

48

48

48

48

48

48



Edgar Filing: CLEVELAND BIOLABS INC - Form 10-Q

Signatures 49

In this report, except as otherwise stated or the context otherwise requires, the terms “Cleveland BioLabs” and “CBLI”
refer to Cleveland BioLabs, Inc., but not its consolidated subsidiary and ‘the Company,” “we,” “us” and “our” refer to
Cleveland BioLabs, Inc. together with its consolidated subsidiary. Our common stock, par value $0.005 per share is

referred to as “common stock.”
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CLEVELAND BIOLABS, INC. AND SUBSIDIARY
CONSOLIDATED BALANCE SHEETS

September 30, 2010 (unaudited) and December 31, 2009

ASSETS

CURRENT ASSETS
Cash and equivalents
Accounts receivable:
Interest receivable
Other current assets
Total current assets

EQUIPMENT
Computer equipment
Lab equipment
Furniture

Less accumulated depreciation
OTHER ASSETS

Intellectual property
Deposits

TOTAL ASSETS

September 30
2010
(unaudited)

$ 6,411,805
2,955,238
33,062
473,574
9,873,679

368,013
1,488,827
387,905
2,244,745
1,285,834
958,911

1,045,495
32,129
1,077,624

$ 11,910,214

December 31
2009

$ 963,100
3,391,347

381,030
4,735,477

323,961
1,159,478
376,882
1,860,321
995,408
864,913

929,976
23,482
953,458

$ 6,553,848
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CLEVELAND BIOLABS, INC. AND SUBSIDIARY
CONSOLIDATED BALANCE SHEETS

September 30, 2010 (unaudited) and December 31, 2009

LIABILITIES AND STOCKHOLDERS' EQUITY

CURRENT LIABILITIES
Accounts payable
Deferred revenue
Accrued expenses
Accrued warrant liability

Total current liabilities

LONG TERM LIABILITIES
Deferred revenue
Total long term liabilities

STOCKHOLDERS' EQUITY
Preferred stock, $.005 par value
Authorized - 10,000,000 shares at September 30, 2010
and December 31, 2009
Series D convertible preferred stock,
Issued and outstanding 0 and 466.85
shares at September 30, 2010 and December 31, 2009, respectively
Common stock, $.005 par value
Authorized - 80,000,000 shares at September 30, 2010 and
December 31, 2009, respectively
Issued and outstanding 27,101,386 and 20,203,508
shares at September 30, 2010 and December 31, 2009, respectively
Additional paid-in capital
Accumulated other comprehensive loss
Accumulated deficit
Total Cleveland BioLabs, Inc. stockholders' equity
Noncontrolling Interest in stockholders' equity
Total stockholders' equity

TOTAL LIABILITIES AND STOCKHOLDERS' EQUITY

September
30
2010
(unaudited)

$ 325,492
16,852
400,318
18,837,766
19,580,428

2,300,194
2,300,194

135,507

69,274,716
(19,827)
(82,694,896)
(13,304,500)

3,334,092
(9,970,408)

December 31

$

2009

1,208,632
2,329,616
1,405,715
8,410,379
13,354,342

101,018
62,786,418

(69,687,932)
(6,800,494)

(6,800,494)

$ 11,910,214 $ 6,553,848
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CLEVELAND BIOLABS, INC. AND SUBSIDIARY

CONSOLIDATED STATEMENT OF OPERATIONS

Three and Nine Months Ending September 30, 2010 and 2009 (unaudited)

REVENUES
Grant and contract

OPERATING EXPENSES
Research and development
Selling, general and administrative
Total operating expenses

LOSS FROM OPERATIONS

OTHER INCOME
Interest income
Sublease revenue
Total other income

OTHER EXPENSE

Warrant issuance costs

Interest expense

Foreign exchange loss

Change in value of warrant liability
Total other expense

NET LOSS

Three Months Ended Nine Months Ended
September 30 September 30 September 30 September 30
2010 2009 2010 2009

(unaudited) (unaudited) (unaudited) (unaudited)
$ 3,189,488 $ 3,223,094 $ 11,570,599 $ 9,717,803
3,189,488 3,223,094 11,570,599 9,717,803

3,083,665 3,327,609 10,951,560 10,602,591
1,073,528 986,569 5,664,229 3,945,595
4,157,193 4,314,178 16,615,789 14,548,186

(967,705) (1,091,084) (5,045,190) (4,830,383)

49,448 2,046 62,860 19,303
42,305 11,337 142,735 20,348
91,753 13,383 205,595 39,651
- - 231,980 266,970
- - - 1,960

1,339 - 1,339

6,408,248 4,111,578 8,105,544 9,565,276
6,409,587 4,111,578 8,338,863 9,834,206

$ (7,285,539) $ (5,189,279) $(13,178,458) $ (14,624,938)

LESS: (INCOME)/LOSS ATTRIBUTABLE TO

NONCONTROLLING INTERESTS

82,246 -

NET LOSS ATTRIBUTABLE TO CLEVELAND

BIOLABS, INC.

171,494

$ (7,203,293) $ (5,189,279) $(13,006,964) $ (14,624,938)

DIVIDENDS ON CONVERTIBLE PREFERRED

STOCK

- (123,900)

NET LOSS AVAILABLE TO COMMON

STOCKHOLDERS

(7,203,293) (5,313,179)  (13,006,964)

$ 0.27) $ 033) $

0.51) $

(615,352)

(15,240,290)
(1.00)
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NET LOSS AVAILABLE TO COMMON
SHAREHOLDERS PER SHARE OF COMMON
STOCK - BASIC AND DILUTED

WEIGHTED AVERAGE NUMBER OF SHARES
USED IN CALCULATING NET LOSS PER SHARE,
BASIC AND DILUTED 26,984,059 15,878,331 25,756,300 15,184,785
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CLEVELAND BIOLABS, INC. AND SUBSIDIARY
CONSOLIDATED STATEMENTS OF STOCKHOLDERS' EQUITY

Period From January 1, 2009 to December 31, 2009 and to
September 30, 2010 (unaudited)

Balance at January 1, 2009

Issuance of options

Issuance of restricted shares

Recapture of expense for nonvested options forfeited
Restricted stock awards

Exercise of options

Conversion of Series B Preferred Shares to Common
Dividends on Series B Preferred Shares

Issuance of shares - Series D financing

Allocation of financing proceeds to fair value of Series D warrants
Fees associated with Series D Preferred offering
Conversion of Series D Preferred Shares to Common
Exercise of warrants

Net Loss

Balance at December 31, 2009

Issuance of options
Issuance of shares
Recapture of expense for nonvested options forfeited
Restricted stock awards
Exercise of options
Issuance of shares - 2010 common stock equity offering
Allocation of financing proceeds to fair value of warrants
Fees associated with 2010 common stock equity offering
Conversion of Series D Preferred Shares to Common
Exercise of warrants
Noncontrolling interest capital contribution to Incuron, LLC
Net Loss
Other comprehensive income

Foreign currency translation adjustment

Balance at September 30, 2010

6

Stockholders' Equity
Common Stock
Shares Amount

13,775,805 $ 68,879

291,532 1,458

194,675 973
4,693,530 23,468
572,353 2,862
675,613 3,378

20,203,508 $ 101,018

415,919 2,080

143,648 718
1,538,462 7,692
4,576,979 22,885

222,870 1,114

27,101,386 $ 135,507
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CLEVELAND BIOLABS, INC. AND SUBSIDIARY

CONSOLIDATED STATEMENTS OF STOCKHOLDERS' EQUITY

Period From January 1, 2009 to December 31, 2009 and to
September 30, 2010 (unaudited)

Balance at January 1, 2009

Issuance of options

Issuance of restricted shares

Recapture of expense for nonvested options forfeited
Restricted stock awards

Exercise of options

Conversion of Series B Preferred Shares to Common
Dividends on Series B Preferred Shares

Issuance of shares - Series D financing

Allocation of financing proceeds to fair value of Series D
warrants

Fees associated with Series D Preferred offering
Conversion of Series D Preferred Shares to Common
Exercise of warrants

Net Loss

Balance at December 31, 2009

Issuance of options

Issuance of shares

Recapture of expense for nonvested options forfeited
Restricted stock awards

Exercise of options

Issuance of shares - 2010 common stock equity offering
Allocation of financing proceeds to fair value of warrants
Fees associated with 2010 common stock equity offering
Conversion of Series D Preferred Shares to Common
Exercise of warrants

Noncontrolling interest capital contribution to Incuron, LLC

Net Loss
Other comprehensive income
Foreign currency translation adjustment

Balance at September 30, 2010

7

Series B

3,160,974

(3,160,974)

Stockholders' Equity
Preferred Stock
Series D

Amount
$ 15,805
(15,805)
$ -
$ -

Amount

10
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CLEVELAND BIOLABS, INC. AND SUBSIDIARY

CONSOLIDATED STATEMENTS OF STOCKHOLDERS' EQUITY

Period From January 1, 2009 to December 31, 2009 and to

September 30, 2010 (unaudited)

Balance at January 1, 2009

Issuance of options

Issuance of restricted shares
Recapture of expense for nonvested
options forfeited

Restricted stock awards

Exercise of options

Conversion of Series B Preferred
Shares to Common

Dividends on Series B Preferred
Shares

Issuance of shares - Series D
financing

Allocation of financing proceeds to
fair value of Series D warrants
Fees associated with Series D
Preferred offering

Conversion of Series D Preferred
Shares to Common

Exercise of warrants

Net Loss

Balance at December 31, 2009

Issuance of options

Issuance of shares

Recapture of expense for nonvested
options forfeited

Restricted stock awards

Exercise of options

Issuance of shares - 2010 common
stock equity offering

Allocation of financing proceeds to
fair value of warrants

Fees associated with 2010 common
stock equity offering

Conversion of Series D Preferred
Shares to Common

Stockholders' Equity
Additional Other

Paid-in  Comprehensive Accumulated Noncontrolling

Capital Income/(Loss) Deficit
$56,699,750 $ - $(56,246,172) $

1,784,240 - -
991,612 - -

(50,197) - -
33,333 - -
361,884 - -
(7,663) - -
(615,351)
5,428,304 - -
(3,016,834) -
(720,175) - -
(2,861) - -
1,285,026 - -
- - (12,826,409)
$62,786,418 $ - $(69,687,932) $

2,340,457 - -
1,440,135 - -

(39,483) - -
9,963 - -
263,361 - -
4,992,310 - -
(2,629,847) - -
(578,118) - -

(22,883) - -

Total
$ 538,261

1,784,240
993,070

(50,197)

33,333
362,857

(615,351)
5,428,307
(3,016,834)
(720,175)
1,288,404
(12,826,409)
$ (6,800,494)

2,340,457
1,442,215

(39,483)
9,963
264,079
5,000,002

(2,629,847)

(578,118)

11
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Exercise of warrants

Noncontrolling interest capital

contribution to Incuron, LLC

Net Loss

Other comprehensive income
Foreign currency translation

adjustment

Balance at September 30, 2010

712,403 - - - 713,517
- - - 3,509,402 3,509,402
- - (13,006,964) (171,494) (13,178,458)

- (19,827) - (3,816) (23,643)

$69,274,716 $ (19,827) $(82,694,896) $ 3,334,092 $ (9,970,408)

12
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CLEVELAND BIOLABS, INC. AND SUBSIDIARY

CONSOLIDATED STATEMENTS OF COMPREHENSIVE INCOME

Three and Nine Months Ended September 30, 2010 and 2009 (unaudited)

Net loss including noncontrolling interests

Other comprehensive income (loss) (net of income
taxes)

Foreign currency translation adjustment

Comprehensive income including noncontrolling
interests

Comprehensive (income)/loss attributable to
noncontrolling interests

Comprehensive Income (Loss) attributable to
Cleveland BioLabs, Inc.

Three Months Ended Nine Months Ended
September 30 September 30 September 30 September 30
2010 2009 2010 2009

(unaudited)  (unaudited) (unaudited) (unaudited)

$(7,285,539) $ (5,189,279) $(13,178,458) $ (14,624,938)

95,947 - (23,643) -

(7,189,592) (5,189,279) (13,202,101)  (14,624,938)

66,759 - 175,310 -

$(7,122,833) $ (5,189,279) $(13,026,791) $ (14,624,938)

13
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CLEVELAND BIOLABS, INC. AND SUBSIDIARY
CONSOLIDATED STATEMENTS OF CASH FLOWS

For the Nine Months Ended September 30, 2010 and 2009 (unaudited)

September 30  September 30
2010 2009
(unaudited) (unaudited)
CASH FLOWS FROM OPERATING ACTIVITIES

Net loss $(13,178,458) $ (14,624,938)
Adjustments to reconcile net loss to net cash used in operating activities:
Depreciation 290,426 268,074
Amortization 10,801 -
Noncash salaries and consulting expense 3,753,152 2,113,965
Warrant issuance costs 231,980 266,970
Change in value of warrant liability 8,105,544 9,565,276
Loss on abandoned patents - 23,984
Changes in operating assets and liabilities:
Accounts receivable - trade 436,109 (1,679,406)
Interest receivable (33,225) 9,488
Other current assets (93,147) 90,423
Deposits (8,689) -
Accounts payable (882,961) 176,326
Deferred revenue (12,570) 967,983
Accrued expenses (1,005,220) (270,717)
Total adjustments 10,792,200 11,532,366
Net cash used in operating activities (2,386,259) (3,092,572)
CASH FLOWS FROM INVESTING ACTIVITIES
Sale of short-term investments - 1,000,000
Purchase of equipment (384,424) (48,393)
Costs of patents pending (127,074) (151,555)
Net cash (used in) provided by investing activities (511,499) 800,052
CASH FLOWS FROM FINANCING ACTIVITIES
Issuance of preferred stock - 5,428,307
Financing costs on preferred stock - (720,175)
Issuance of common stock 5,000,002 -
Noncontrolling interest capital contribution to Incuron, LLC 3,509,402 -
Financing costs on common stock offering (350,632) -
Warrant issuance costs (140,697) (266,970)
Dividends - (936,644)
Exercise of options 264,079 285,747
Exercise of warrants 86,743 299,998
Net cash provided by financing activities 8,368,897 4,090,263

14
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Effect of exchange rate change on cash and equivalents
INCREASE IN CASH AND EQUIVALENTS
CASH AND EQUIVALENTS AT BEGINNING OF PERIOD

CASH AND EQUIVALENTS AT END OF PERIOD

10

(22,435)
5,448,705

963,100

1,797,743

299,849

$ 6,411,805 $ 2,097,592

15
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CLEVELAND BIOLABS, INC. AND SUBSIDIARY
CONSOLIDATED STATEMENTS OF CASH FLOWS

For the Nine Months Ended September 30, 2010 and 2009 (unaudited)

September 30  September 30
2010 2009
(unaudited) (unaudited)

Supplemental disclosures of cash flow information:

Cash paid during the period for interest $ - $ 1,960
Cash paid during the period for income taxes $ - $ -
Supplemental schedule of noncash financing activities:

Issuance of stock options to employees, consultants, and independent board members $ 2,340,457 $ 1,527,719
Recapture of expense for nonvested options forfeited $ (39,483) $ (37,878)
Issuance of shares to consultants and employees $ 1442214 $ 599,217
Amortization of restricted shares to be issued to employees and consultants $ 9,963 $ 24,907
Conversion of warrant liability to equity due to exercise of warrants $ 626,775 $ -
Noncash financing costs on common stock offering $ 227,486 $ -
Noncash warrant issuance costs $ 91,283 $ -
Conversion of preferred stock to common stock $ 1454540 $ 19,114,136
Accrual of Series B preferred stock dividends $ - $ 615351

11

16
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CLEVELAND BIOLABS, INC. AND SUBSIDIARY
NOTES TO CONSOLIDATED FINANCIAL STATEMENTS
Note 1. Organization

Cleveland BioLabs, Inc. (“CBLI”) and its subsidiary (collectively, the “Company”) is a biotechnology company focused
on developing biodefense, tissue protection and cancer treatment drugs based on the concept of modulation of cell
death for therapeutic benefit. CBLI was incorporated under the laws of the State of Delaware on June 5, 2003 and is
headquartered in Buffalo, New York.

The consolidated financial statements include the accounts of CBLI’s majority-owned, Russian subsidiary, Incuron,
LLC (“Incuron”) a limited liability company formed on January 31, 2010, in the Russian Federation. All intercompany
balances and transactions have been eliminated in consolidation.

In May, 2010, CBLI contributed certain intellectual property rights to Incuron in exchange for an 83.9% membership
interest. The minority partner, Bioprocess Capital Ventures (“BCV”) contributed a total of 105,840,000 Russian rubles
(approximately $3.4 million based on the current exchange rate) during April and June of 2010 in exchange for the
remaining 16.1% membership interest. Incuron was formed to develop CBLI’s curaxin technology for certain medical
applications including oncology. The participation agreement between CBLI and BCV entered in December 2009 and
amended in April 2010, requires (i) additional capital contributions in the amount of 69,730,000 Russian rubles
(approximately $2.3 million based on the current exchange rate) by BCV and (ii) further contributions up to
373,927,000 Russian rubles (approximately $12.1 million based on the current exchange rate) by BCV contingent on
the achievement of pre-determined scientific milestones and contingent contributions by CBLI to preserve CBLI’s
intended ultimate membership interest in Incuron of 50.1%. Incuron commenced operations in May 2010 and the
results of its research and development efforts have been included in the Company’s results of operations since that
date.

The Company’s financial statements have been prepared on the accrual basis of accounting in accordance with
accounting principles generally accepted in the United States of America, or GAAP, and on a going concern basis

which contemplates the realization of assets and the liquidation of liabilities in the ordinary course of business. The

Company has incurred substantial losses from operations which raises a question about its ability to continue as a

going concern. The Company sustained a net loss of $13,006,964, for the nine months ended September 30, 2010 and

$12,826,409 for the fiscal year ended December 31, 20009.

The Company continues to explore investment and licensing arrangements and plans to submit proposals for
government contracts and grants over the next two years totaling over $10 million. The Company has two applications
pending totaling nearly $52 million. Many of the proposals will be submitted to government agencies that have
awarded contracts and grants to the Company in the recent past. Finally, the Company has implemented cost
containment efforts that permit the incurrence of those costs that are properly funded, either through a government
contract or grant or other capital sources. It is expected that the successful implementation of the financing and cost
containment efforts identified above will allow the Company to continue to realize its assets and liquidate its liabilities
in the ordinary course of business.

Note 2. Summary of Significant Accounting Policies
A.Basis of Presentation - The information at September 30, 2010 and for the three months and nine months ended
September 30, 2010 and September 30, 2009, is unaudited. In the opinion of management, these financial

statements have been prepared on a basis consistent with the Company’s annual audited financial statements and

17
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include all adjustments, consisting of normal recurring adjustments, necessary for a fair presentation of the results
for the interim periods presented. Interim results are not necessarily indicative of results for a full year. These
financial statements should be read in conjunction with the Company’s audited financial statements for the year
ended December 31, 2009, which were contained in the Company’s Annual Report on Form 10-K filed with the
U.S. Securities and Exchange Commission ("SEC").

B.Cash and Equivalents - The Company considers highly liquid investments with a maturity date of three months or
less to be cash equivalents. In addition, the Company maintains cash and equivalents at financial institutions, which
may exceed federally insured amounts at times and which may, at times, significantly exceed balance sheet
amounts due to outstanding checks. Included in cash equivalents are cash balances and certificates of deposits held
by Incuron totaling $2,420,765 and $0 as of September 30, 2010 and December 31, 2009, respectively.

C.Marketable Securities and Short Term Investments - The Company considers investments with a maturity date of
more than three months to be short-term investments and has classified these securities as available-for-sale. Such
investments are carried at fair value, with unrealized gains and losses included as accumulated other comprehensive
income (loss) in stockholders' equity. The cost of available-for-sale securities sold is determined based on the
specific identification method.

12
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D. Accounts Receivable - The Company extends unsecured credit to customers under normal trade agreements and
according to terms of government contracts and grants, which generally require payment within 30 days.
Management estimates an allowance for doubtful accounts which is based upon management's review of delinquent
accounts and an assessment of the Company's historical evidence of collections. There is no allowance for doubtful
accounts as of September 30, 2010 and December 31, 2009.

E.Equipment - Equipment is stated at cost and depreciated over the estimated useful lives of the assets (generally five
years) using the straight-line method. Leasehold improvements are depreciated on the straight-line method over the
shorter of the lease term or the estimated useful lives of the assets. Expenditures for maintenance and repairs are
charged to expense as incurred. Major expenditures for renewals and betterments are capitalized and depreciated.
Depreciation expense was $97,429 and $87,531 for the three months ended September 30, 2010 and 2009,
respectively. Depreciation expense was $290,426 and $268,074 for the nine months ended September 30, 2010 and
2009, respectively.

F.Impairment of Long-Lived Assets - Long-lived assets to be held and used, including equipment and intangible
assets subject to depreciation and amortization, are reviewed for impairment at least annually and whenever events
or changes in circumstances indicate that the carrying amounts of the assets or related asset group may not be
recoverable. Determination of recoverability is based on an estimate of discounted future cash flows resulting from
the use of the asset and its eventual disposition. In the event that such cash flows are not expected to be sufficient to
recover the carrying amount of the asset or asset group, the carrying amount of the asset is written down to its
estimated net realizable value.

G.Intellectual Property - The Company capitalizes the costs associated with the preparation, filing, and maintenance
of patent applications relating to intellectual property. If the patent applications are approved, costs paid by the
Company associated with the preparation, filing, and maintenance of the patents will be amortized on a straight-line
basis over the shorter of 20 years from the initial application date or the anticipated useful life of the patent. If the
patent application is not approved, the costs associated the patent application will be expensed as part of selling,
general and administrative expenses at that time. Capitalized intellectual property is reviewed annually for
impairment.

A portion of this intellectual property is owned by the Cleveland Clinic Foundation (“CCF”) and granted to the
Company through an exclusive licensing agreement. As part of the licensing agreement, the Company agrees to bear
the costs associated with the preparation, filing and maintenance of patent applications relating to this intellectual
property. Gross capitalized patents and patents pending costs were $784,468 and $688,355 for eleven patent
applications as of September 30, 2010 and December 31, 2009, respectively. Two of the CCF patent applications were
approved by several nations and are amortized on a straight-line basis over the weighted average estimated remaining
life of approximately fourteen years. The remainder of the CCF patent applications are still pending approval. The
Company recognized $4,120, and $0 in amortization expense for the three months ended September 30, 2010 and
2009, respectively. The Company recognized $11,255, and $0 in amortization expense for the nine months ended
September 30, 2010 and 2009, respectively.

The Company also has submitted patent applications as a result of intellectual property exclusively developed and
owned by the Company. Gross capitalized patents pending costs were $222,715 and $199,371 for four patent
applications as of September 30, 2010 and December 31, 2009, respectively. The patent applications are still pending
approval.

The Company has also submitted two patent applications as a result of the collaborative research agreement with the

Roswell Park Cancer Institute (“RPCI”). As part of this collaborative agreement, the Company agrees to bear the costs
associated with the preparation, filing and maintenance of patent applications related to the intellectual property being

19
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developed. Gross capitalized patents pending costs were $13,716 and $8,340 for two patent applications as of
September 30, 2010 and December 31, 2009, respectively.

The Company has also submitted one patent application as a result of the collaborative research agreement with the
ChemBridge Corporation (“ChemBridge”). As part of this collaborative agreement, the Company agrees to bear the
costs associated with the preparation, filing and maintenance of patent applications related to the intellectual property
being developed. Gross capitalized patents pending costs were $39,971 and $38,484 for this patent application as of
September 30, 2010 and December 31, 2009, respectively.

Below is a summary of the major identifiable intangible assets and weighted average amortization periods for each
identifiable asset:

13
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As of September 30, 2010

Weighted
Average
Accumulated  Net Intangible ~ Amortization
Intangible Assets Cost Amortization Asset Period (Years)
Patents $ 239,015 $ 15,375 $ 223,640 14.2
Patent applications 821,855 - 821,855 n.a.

$ 1,060,870 $ 15,375 $ 1,045,495

The estimated amortization expense for the next five years for approved patents is as follows:

2010 $14,418
2011 $15,330
2012 $15,330
2013 $15,330
2014 $15,330

H.Line of Credit - The Company has a working capital line of credit that is fully secured by cash equivalents and
short-term investments. This fully-secured, working capital line of credit carries an interest rate of prime minus 1%,
a borrowing limit of $600,000, and will expire on May 31, 2011. At September 30, 2010 and December 31, 2009,
there were no outstanding borrowings under this credit facility.

I. Accrued Warrant Liability — The Company issued warrants as part of the Series D Private Placement (as defined in
Note 3) and as part of the 2010 Common Stock Equity Offering (as defined in Note 3). The warrants are accounted
for as derivative instruments in accordance with the FASB Accounting Standards Codification on derivatives and
hedging as the warrants are not indexed to the Company’s stock and as the warrants contain a cashless exercise
provision. The warrants are initially recorded as accrued warrant liabilities based on their fair values on the date of
issuance. Subsequent changes in the value of the warrants are shown in the statement of operations as “Change in
value of warrant liability.”

The Series D Private Placement warrants carry a seven-year term and are exercisable for common shares of the
Company at $1.60 per share. The Company has a balance in accrued warrant liability of $15,752,534 and $8,410,379
at September 30, 2010 and December 31, 2009 for these warrants, respectively.

The 2010 Common Stock Equity Offering warrants carry a five-year term and are exercisable six months after the
grant date for common shares of the Company at $4.50 per share. The Company has a balance in accrued warrant
liability of $3,085,232 and $0 at September 30, 2010 and December 31, 2009 for these warrants, respectively.

The remaining outstanding warrants that were not part of the Series D Private Placement or the 2010 Common Stock
Equity Offering were treated as equity upon issuance and continue to be treated as equity since these remaining
warrants do not contain any mandatory redemption features or other provisions that would require classifications of
these warrant instruments outside of permanent equity. Furthermore, these warrants do not contain any contingent
exercise provisions or anti-dilution provisions that impact the fixed-for-fixed option.

J.Foreign Currency Translation - The Company translates all assets and liabilities of its foreign subsidiary, where the
U.S. dollar is not the functional currency, at the period-end exchange rate and translates income and expenses at the
average exchange rates in effect during the period. The net effect of this translation is recorded in the consolidated
financial statements as accumulated other comprehensive income (loss).
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K.Fair Value of Financial Instruments - Financial instruments, including cash and equivalents, accounts receivable,
accounts payable and accrued liabilities, are carried at net realizable value.

The Company values its financial instruments in accordance with the FASB Accounting Standards Codification on
fair value measurements and disclosures which establishes a hierarchy for the inputs used to measure fair value. The
fair value hierarchy prioritizes the valuation inputs into three broad levels as follows: Level 1 inputs are quoted prices
(unadjusted) in active markets for identical assets or liabilities; Level 2 inputs are quoted prices for similar assets and
liabilities in active markets or inputs that are observable for the asset or liability, either directly or indirectly; and
Level 3 inputs are unobservable inputs in which little or no market data exists, therefore requiring a company to
develop its own assumptions. The Company does not have any significant assets or liabilities measured at fair value
using Level 1 or Level 2 inputs as of September 30, 2010 and December 31, 20009.
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The Company carries its Series D Private Placement warrants at fair value totaling $15,752,534 and $8,410,379 as of
September 30, 2010 and December 31, 2009, respectively. The Company carries its 2010 Common Stock Equity
Offering warrants at fair value totaling $3,085,232 and $0 as of September 30, 2010 and December 31, 2009,
respectively. The Company used Level 3 inputs for valuation of the warrants, and their fair values were determined
using the Black-Scholes option pricing model based on the following assumptions:

Preferred D Warrant2010 Offering Warrant
Value at Value at
September 30, 2010 September 30, 2010

Stock price $ 516 $ 5.16
Exercise price $ 1.60 $ 4.50
Term in years 2.74 2.21
Volatility 104.20% 88.01%
Annual rate of quarterly dividends - -
Discount rate- bond equivalent yield 0.58% 0.47%
Fair Value Fair Value Measurements at
As of September 30, 2010

September 30, 2010 Using Fair Value Hierarchy
Liabilities Level 1 Level 2 Level 3
Series D Preferred
Warrant liability $ 15,752,534 $ 15,752,534
2010 Offering Warrant
liability $ 3,085,232 $ 3,085,232
Total $ 18,837,766 $ 18,837,766

The following tables set forth a summary of changes in the fair value of the Company’s Level 3 warrant liabilities
using significant unobservable inputs for the three and nine months ended September 30, 2010 and 2009.

For the Three Months Ended September 30, 2010

2010 Common
Series D Private Stock Equity
Placement Offering Total
Beginning balance $ 10,741,246 $ 1,935,386 $ 12,676,632
Total gains or losses
(realized/unrealized)
Included in earnings as change in
value of warrant liability 5,258,402 1,149,846 6,408,248
Purchases, issuances, sales and
settlements, net (247,114) - (247,114)
Ending balance $ 15,752,534 $ 3,085,232 $ 18,837,766
The amount of total gains or losses $ 5,175,293 $ 1,149,846 $ 6,325,139

for the period included in earnings
attributable to the change in
unrealized gains or losses relating to
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assets still held at the reporting date

For the Three Months Ended September 30, 2009

Series D Private
Placement

Beginning balance $ 8,470,532
Total gains or losses

(realized/unrealized)

Included in earnings as change in value

of warrant liability 4,111,578
Purchases, issuances, sales and
settlements, net -
Ending balance $ 12,582,110
The amount of total gains or losses for

the period included in earnings

attributable to the change in unrealized

gains or losses relating to assets still

held at the reporting date $ 4.111,578

2010 Common
Stock Equity

$

Total

8,470,532

4,111,578

12,582,110

4,111,578
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For the Nine Months Ended September 30, 2010

2010 Common
Series D Private Stock Equity
Placement Offering Total
Beginning balance $ 8,410,379 $ - $ 8,410,379
Total gains or losses
(realized/unrealized)
Included in earnings as change in
value of warrant liability 7,968,929 136,615 8,105,544
Purchases, issuances, sales and
settlements, net (626,774) 2,948,617 2,321,843
Ending balance $ 15,752,534 $ 3,085,232 $ 18,837,766

The amount of total gains or losses

for the period included in earnings

attributable to the change in

unrealized gains or losses relating to

assets still held at the reporting date  $ 7,744,051 $ 136,615 $ 7,880,666

For the Nine Months Ended September 30, 20009

2010 Common
Series D Private ~ Stock Equity
Placement Offering Total
Beginning balance $ - $ - $ -
Total gains or losses
(realized/unrealized)
Included in earnings as change in value
of warrant liability 9,565,276 - 9,565,276
Purchases, issuances, sales and
settlements, net 3,016,834 - 3,016,834
Ending balance $ 12,582,110 $ - $ 12,582,110
The amount of total gains or losses for
the period included in earnings
attributable to the change in unrealized
gains or losses relating to assets still
held at the reporting date $ 9,565,276 $ - $ 9,565,276

At March 31, 2010, the assumption for the expected term in years used to value the Series D Private Placement
warrants was changed based on an analysis of warrant exercise activity for the twelve months since issuance. At the
time the warrants were issued, an expected term of two years was established based on the expectation that the
warrants would be exercised earlier in their term as the warrants were immediately exercisable at a price below the
market price of the stock. At March 31, 2010, the Company determined that the safe harbor method for determining
of the assumption relating to the expected term was more appropriate based on the limited exercise experienced to
date. The safe harbor method calculates the expected term as one half of the remaining term of the warrants.
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The Company recognized a fair value measurement loss of $5,258,402 and $4,111,578 on the Series D Private
Placement warrants for the three months ended September 30, 2010 and 2009, respectively. The Company recognized
a fair value measurement loss of $1,149,846 and $0 on the 2010 Common Stock Equity Offering warrants for the
three months ended September 30, 2010 and 2009, respectively. In total, the Company recognized a fair value
measurement loss of $6,408,248 and $4,111,578 for the three months ended September 30, 2010 and 2009,
respectively.

The Company recognized a fair value measurement loss of $7,968,929 and $9,565,276 on the Series D Private
Placement warrants for the nine months ended September 30, 2010 and 2009, respectively. The Company recognized
a fair value measurement loss of $136,615 and $0 on the 2010 Common Stock Equity Offering warrants for the nine
months ended September 30, 2010 and 2009, respectively. In total, the Company recognized a fair value
measurement loss of $8,105,544 and $9,565,276 for the nine months ended September 30, 2010 and 2009
respectively.

The Company does not have any other non-recurring assets and liabilities that are required to be presented on the
balance sheets at fair value.

L.Use of Estimates - The preparation of financial statements in conformity with GAAP requires management to make
estimates and assumptions that affect the reported amounts of assets and liabilities and disclosure of contingent
assets and liabilities at the date of the financial statements and the reported amounts of revenues and expenses
during the reporting period. The Company bases its estimates on historical experience and on various other
assumptions that the Company believes to be reasonable under these circumstances. Actual results could differ from
those estimates.
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M.Revenue Recognition - Revenue sources consist of government grants, government contracts and commercial
development contracts.

Revenues from government grants and contracts are for research and development purposes and are recognized in
accordance with the terms of the award and the government agency. Grant revenue is recognized in one of two
different ways depending on the grant. Cost reimbursement grants require us to submit proof of costs incurred that are
invoiced by us to the government agency, which then pays the invoice. In this case, grant revenue is recognized during
the period that the costs were incurred according to the terms of the government grant. Fixed cost grants require no
proof of costs at the time of invoicing, but proof is required for audit purposes and grant revenue is recognized during
the period that the costs were incurred according to the terms of the government grant. The grant revenue under these
fixed costs grants is recognized using a percentage-of-completion method, which uses assumptions and estimates.
These assumptions and estimates are developed in coordination with the principal investigator performing the work
under the government fixed-cost grants to determine key milestones, expenses incurred, and deliverables to perform a
percentage-of-completion analysis to ensure that revenue is appropriately recognized. Critical estimates involved in
this process include total costs incurred and anticipated to be incurred during the remaining life of the grant.

Government contract revenue is recognized as allowable research and development expenses are incurred during the
period and according to the terms of the government contract.

The Company recognizes revenue related to the funds received from the State of New York under the sponsored
research agreement with the RPCI. This results in the recognition of revenue as allowable costs are incurred. The
Company recognizes revenue on research laboratory services and the subsequent use of related equipment. The
amount paid as a payment toward future services related to the equipment is recognized as a prepaid asset and will be
recognized as revenue ratably over the useful life of the asset and the prepaid asset is recognized as expense.

Commercial revenue is recognized when the service or development is delivered or upon complying with the relevant
terms of the commercial agreement.

N.Deferred Revenue — Deferred revenue results when payment is received in advance of revenue being earned. The
Company makes a determination as to whether the revenue has been earned by applying a
percentage-of-completion analysis to compute the need to recognize deferred revenue. The percentage of
completion method is based upon (1) the total income projected for the project at the time of completion and (2) the
expenses incurred to date. The percentage-of-completion can be measured using the proportion of costs incurred
versus the total estimated cost to complete the contract.

The Company received $2,000,000 in funds from the State of New York through RPCI during the second quarter of
2007. The Company received an additional $1,000,000 in funds from the State of New York through RPCI during the
second quarter of 2008. The Company is recognizing this revenue over the terms and conditions of the sponsored
research agreement. The Company recognizes revenue on research laboratory services and the purchase and
subsequent use of related equipment. The amount paid as a payment toward future services related to the equipment is
recognized as a prepaid asset and will be recognized as revenue ratably over the useful life of the asset.

For the nine months ended September 30, 2010, the Company recognized $12,570 as revenue resulting in a balance of
deferred revenue of $2,317,046 at September 30, 2010. At December 31, 2009, the balance in deferred revenue was
$2,329,616. $2,300,194 is classified as long-term as of September 30, 2010, due to the schedule of collaborations
planned over the life of the agreement.

O.Research and Development — Research and development expenses consist primarily of costs associated with salaries
and related expenses for personnel, costs of materials used in research and development, costs of facilities and costs
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incurred in connection with third-party collaboration efforts. Expenditures relating to research and development are
expensed as incurred.

.Equity Incentive Plan - On May 26, 2006, the Company's Board of Directors adopted the 2006 Equity Incentive
Plan (“Plan”) to attract and retain persons eligible to participate in the Plan, motivate participants to achieve long-term
Company goals and further align participants' interests with those of the Company's other stockholders. The Plan
was to expire on May 26, 2016 and the aggregate number of shares of stock which could be delivered under the
Plan may not exceed 2,000,000 shares. On February 14, 2007, these 2,000,000 shares were registered with the SEC
by filing a Form S-8 registration statement. On April 29, 2008, the stockholders of the Company approved an
amendment and restatement of the Plan (the “Amended Plan) that clarified certain aspects of the Plan, contained
updates that reflect changes and developments in federal tax laws and set the expiration date at April 29, 2018. On
June 8, 2010, the stockholders of the Company approved an additional amendment to the Plan increasing the total
shares that could be awarded under the Amended Plan to 7,000,000. As of September 30, 2010, there were
3,512,585 stock options and 753,451 shares granted under the Amended Plan and 122,332 shares forfeited leaving
2,856,296 shares of stock available to be awarded under the Amended Plan.
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During the three months ended September 30, 2010, the Company issued 175,499 stock options and 40,054 shares of
common stock for the following:

o 90,499 stock options issued to employees and consultants under the Company’s incentive bonus plan.
. 80,000 stock options to two new employees as part of their compensation.
. 5,000 stock options to a consultant for payment of accounting services rendered.
©36,635 shares of common stock to four consultants for payment of corporate strategy consulting services
rendered. The shares were valued at $156,711.
©3.419 shares of common stock to one consultant for payment of financial consulting services rendered. The shares
were valued at $12,514

During the nine months ended September 30, 2010, the Company issued 1,021,932 stock options and 306,919 shares
of common stock for the following:

e 230,932 stock options issued to employees and consultants under the Company’s incentive bonus plan.

o 175,000 stock options to six new employees as part of their compensation.
e 46,000 stock options to two consultants for payment of corporate strategy consulting services rendered.
o 10,000 stock options to two consultants for payment of accounting services rendered.
. 140,000 stock options to outside board members as part of their compensation.

e 420,000 stock options to the executive management team for the 2009 executive compensation bonus plan.

©59,717 shares of common stock to outside board members as part of their compensation. The shares were valued at
$196,076.

©181,379 shares of common stock to seven consultants for payment of corporate strategy consulting services
rendered. The shares were valued at $663,595.

065,823 shares of common stock to four consultants for payment of financial consulting services rendered. The
shares were valued at $238,137.

During the year ended December 31, 2009, the Company issued 787,932 stock options and 211,532 shares of common
stock for the following:

e 452,932 stock options issued to employees and consultants under the Company’s incentive bonus plan.

o 140,000 stock options to independent directors as part of their compensation as directors.
. 135,000 stock options to employees and consultants for a performance bonus.
o 60,000 stock options to a consultant for payment of investor relations services rendered.

©103,484 shares of common stock to three consultants for payment of corporate strategy consulting services
rendered. The shares were valued at $399,323.

©78,048 shares of common stock to five consultants for payment of financial consulting services rendered. The
shares were valued at $291,763.
¢ 30,000 shares of common stock to an employee for a performance bonus. The shares were valued at $99,900.

Q.Stock-Based Compensation - The Company recognizes and values employee stock-based compensation under the
provisions of the FASB Accounting Standards Codification on stock compensation.

The fair value of each stock option granted is estimated on the grant date. The Black Scholes model is used for
standard stock options, but if market conditions are present within the stock options, the Company utilizes Monte
Carlo simulation to value the stock options. The assumptions used to calculate the fair value of options granted are
evaluated and revised, as necessary, to reflect the Company's experience. The Company uses a risk-free rate published
by the St. Louis Federal Reserve at the time of the option grant, assumes a forfeiture rate of zero, assumes an expected
dividend yield rate of zero based on the Company's intent not to issue a dividend in the foreseeable future, uses an
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expected life based on the safe harbor method, and computes an expected volatility based on the volatility of similar
high-growth, publicly-traded, biotechnology companies' common stock. In 2008, the Company began to include the
use of its own stock in the volatility calculation and is layering in the volatility of the stock of the Company with that
of comparable companies since there is not adequate trading history to rely solely on the volatility of the Company.
The Company recognizes the fair value of share-based compensation in net income on a straight-line basis over the
requisite service period.

During the three months ended September 30, 2010 and September 30, 2009, the Company granted 175,499 and
65,221 stock options, respectively. The Company recognized a total of $388,186 and $306,694 in expense related to
stock options for the three months ended September 30, 2010 and September 30, 2009, respectively. The Company
also recaptured $696 and $0 of previously recognized expense due to the forfeiture of non-vested stock options during
the three months ended September 30, 2010 and September 30, 2009, respectively. The net expense for options for
the three months ended September 30, 2010 and September 30, 2009 was $387,490 and $306,694, respectively.
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During the nine months ended September 30, 2010 and September 30, 2009, the Company granted 1,021,932 and
723,276 stock options, respectively. The Company recognized a total of $1,332,457 and $1,527,719 in expense related
to stock options for the nine months ended September 30, 2010 and September 30, 2009, respectively. The Company
also recaptured $39,483 and $37,878 of previously recognized expense due to the forfeiture of non-vested stock
options during the nine months ended September 30, 2010 and September 30, 2009, respectively. The Company also
incurred an additional $37,800 of expense for stock options awarded under the 2009 Executive Compensation Plan.
These options were originally expensed in 2009 based on the December 31, 2009 variables, but were not issued until
May 18, 2010. The change in dates resulted in a difference in valuation assumptions used in the Black-Scholes model
causing an increase in the grant date fair value. This increase in the grant date fair value from $2.31 to $2.40 per share
resulted in the incurrence of $37,800 in expense. The net expense for options for the nine months ended September
30, 2010 and September 30, 2009 was $1,330,774 and $1,489,841, respectively.

The assumptions used to value these option and grants using the Black-Scholes option valuation model are as follows:

2010 YTD 2009
Risk-free interest rate 1.46-2.75% 1.87-2.74%
Expected dividend yield 0% 0%
Expected life 5-6 years 5-6 years
Expected volatility 84.23-89.55%  84.13-90.06%

The weighted average, estimated grant date fair values of stock options granted during the three months ended
September 30, 2010 and September 30, 2009 were $2.59 and $1.76, respectively.

The following tables summarize the stock option activity for the nine months ended September 30, 2010 and
September 30, 2009, respectively.

Weighted Weighted
Average Average
Exercise Remaining
Stock Price per Contractual
Options Share Term (in Years)
Outstanding, December 31, 2009 2,517,007 $ 5.46
Granted 1,021,932 $ 3.45
Exercised 143,648 $ 1.84
Forfeited, Canceled 91,155 $ 7.10
Outstanding, September 30, 2010 3,304,136 $ 4.95 8.01
Exercisable, September 30, 2010 2,962,511 $ 4.76 7.98
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Weighted Weighted
Average Average
Exercise Remaining
Price per Contractual
Shares Share Term (in Years)

Outstanding, December 31, 2008 1,948,874 $ 6.17

Granted 723,276 $ 2.72

Exercised 149,534 $ 1.91

Forfeited, Canceled 3,313 $ 4.00

Outstanding, September 30, 2009 2,519,303 $ 5.43 8.22

Exercisable, September 30, 2009 2,161,153 $ 5.05 8.18

The Company recognized $169,224 and $95,375 in expense for shares issued under the Amended Plan during the
three months ended September 30, 2010 and September 30, 2009, respectively. The Company issued a total of
40,054 shares and 25,772 shares during the three months ended September 30, 2010 and September 30, 2009,
respectively. In addition, the Company recognized $3,333 and $8,333 in compensation expense related to the
amortization of restricted shares during the three months ended September 30, 2010 and September 30, 2009,
respectively.

The Company also recognized $1,442,215 and $599,217 in expense for shares issued under the Amended Plan during
the nine months ended September 30, 2010 and September 30, 2009, respectively. The Company issued a total of
415,919 shares and 193,312 shares during the nine months ended September 30, 2010 and September 30, 2009,
respectively. In addition, the Company recognized $9,963 and $24,907 in compensation expense related to the
amortization of restricted shares during the nine months ended September 30, 2010 and September 30, 2009,
respectively.

R.Income Taxes - No income tax expense was recorded for the nine months ended September 30, 2010, as the
Company does not expect to have taxable income in 2010 and does not expect any current federal or state tax
expense. A full valuation allowance has been recorded against the Company’s deferred tax asset, which is primarily
related to operating loss and tax credit carryforwards and accrued expenses.

S.Net Loss Per Share - Basic and diluted net loss per share has been computed using the weighted-average number of
shares of common stock outstanding during the period.

The following table presents the calculation of basic and diluted net loss per share for the three months and nine
months ended September 30, 2010 and September 30, 2009:

Three Months Ended Nine Months Ended
September 30, 2086ptember 30, 2@¥ptember 30, 20 18kptember 30, 2009

Net loss available to
common stockholders $ (7,203,293) $ (5,313,179) $ (13,006,964) $ (15,240,289)

Net loss per share, basic
and diluted $ 0.27) $ (0.33) $ 0.51) $ (1.00)

Weighted-average shares 26,984,059 15,878,331 25,756,300 15,184,785
used in computing net
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loss per share, basic and
diluted

The Company has excluded all outstanding preferred shares, warrants and options from the calculation of diluted net
loss per share because all such securities are antidilutive for all periods presented.

The total number of shares excluded from the calculations of diluted net loss per share, prior to application of the
treasury stock method is as follows:

Common Equivalent Securities September 30, 2010 September 30, 2009

Preferred Shares - 3,723,695
Warrants 9,745,046 8,939,528
Options 3,304,136 2,519,303
Total 13,049,182 15,182,526
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T.Concentrations of Risk - Grant and contract revenue was comprised wholly from grants and contracts issued by
federal and state governments and accounted for 100.0% total revenue for the nine months ended September 30,
2010 and September 30, 2009. Although the Company anticipates ongoing federal grant and contract revenue, there
is no guarantee that this revenue stream will continue in the future.

Financial instruments that potentially subject us to a significant concentration of credit risk consist primarily of cash
and cash equivalents and securities available-for-sale. The Company maintains deposits in federally insured
institutions in excess of federally insured limits. The Company does not believe it is exposed to significant credit risk
due to the financial position of the depository institutions in which those deposits are held. Additionally, the Company
has established guidelines regarding diversification of its investment portfolio and maturities of investments, which
are designed to meet safety and liquidity.

U.Foreign Currency Exchange Rate Risk - The Company has entered into a manufacturing agreement to produce one
of its drug compounds with a foreign third party and is required to make payments in the foreign currency. As a
result, the Company's financial results could be affected by changes in foreign currency exchange rates. Currently,
the Company's exposure primarily exists with the Euro. As of September 30, 2010, the Company is obligated to
make payments under the agreements of 1,470,709 Euros. As of September 30, 2010, the Company has purchased
forward contracts for 751,344 Euros and, therefore, at September 30, 2010, had foreign currency commitments of
$987,040 for Euros given prevailing currency exchange spot rates.

V.Comprehensive Income/(Loss) - The Company applies the FASB Accounting Standards Codification on
comprehensive income that requires disclosure of all components of comprehensive income on an annual and
interim basis. Comprehensive income is defined as the change in equity of a business enterprise during a period
from transactions and other events and circumstances from non-owner sources.

W.Recently Issued Accounting Pronouncements — In January 2010, the Financial Accounting Standards Board
("FASB") issued updated guidance to amend the disclosure requirements related to recurring and nonrecurring fair
value measurements. This update requires new disclosures on significant transfers of assets and liabilities between
Level 1 and Level 2 of the fair value hierarchy (including the reasons for these transfers) and the reasons for any
transfers in or out of Level 3. This update also requires a reconciliation of recurring Level 3 measurements about
purchases, sales, issuances and settlements on a gross basis. In addition to these new disclosure requirements, this
update clarifies certain existing disclosure requirements. For example, this update clarifies that reporting entities
are required to provide fair value measurement disclosures for each class of assets and liabilities rather than each
major category of assets and liabilities. This update also clarifies the requirement for entities to disclose
information about both the valuation techniques and inputs used in estimating Level 2 and Level 3 fair value
measurements. This update became effective for the Company with the interim and annual reporting period
beginning January 1, 2010, except for the requirement to provide the Level 3 activity of purchases, sales,
issuances, and settlements on a gross basis, which will become effective for the Company with the interim and
annual reporting period beginning January 1, 2011. The Company will not be required to provide the amended
disclosures for any previous periods presented for comparative purposes. Other than requiring additional
disclosures, adoption of this update did not have a material effect on the Company's financial statements.

In September 2009, the FASB provided updated guidance (1) on whether, in a revenue arrangement, multiple
deliverables exist, how the deliverables should be separated, and how the consideration should be allocated;
(2) requiring an entity to allocate revenue in an arrangement using estimated selling prices of deliverables if a vendor
does not have vendor-specific objective evidence or third-party evidence of selling price; and (3) eliminating the use
of the residual method and requiring an entity to allocate revenue using the relative selling price method. The update
is effective for fiscal years beginning on or after June 15, 2010, with early adoption permitted. Adoption may either be
on a prospective basis or by retrospective application. The adoption of this guidance did not materially impact the
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Company's financial statements.

Note 3. Stock Transactions

See Note 2P — Equity Incentive Plan for stock transactions made under the Company's Equity Incentive Plan.
Series D Preferred Stock and Warrants and Related Adjustments

On February 2, 2009, the Company issued 75,000 restricted shares of common stock to designees of the placement
agents in the Series D Preferred Stock offering.
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On February 13, 2009, March 20, 2009, and March 27, 2009, the Company entered into Securities Purchase
Agreements (“Purchase Agreements”) with various accredited investors (“Purchasers”), pursuant to which the Company
agreed to sell to the Purchasers an aggregate of 542.84 shares of Series D Convertible Preferred Stock, with a par
value of $0.005 per share and a stated value of $10,000 per share (“Series D Preferred”), and Common Stock Purchase
Warrants (“Series D Warrants”) to purchase an aggregate of 3,877,386 shares of the Company’s common stock, par value
$0.005 per share (“Series D Private Placement”). The Series D Warrants have a seven-year term and an exercise price
of $1.60. Each share of Series D Preferred was initially convertible into approximately 7,143 shares of common stock,
subject to adjustment as described below.

The aggregate purchase price paid by the Purchasers for the Series D Preferred and the Series D Warrants was
approximately $5,428,307 (representing $10,000 for each Series D Preferred together with a Series D Warrant). After
related fees and expenses, the Company received net proceeds of approximately $4,460,000.

In consideration for its services as exclusive placement agent, Garden State Securities, Inc. received cash
compensation and Series D Warrants to purchase an aggregate of approximately 387,736 shares of common stock. In
the aggregate, Series D Preferred and Series D Warrants issued in the transaction were initially convertible into, and
exercisable for, approximately 8,142,508 shares of common stock subject to adjustment as described below. Each
share of Series D Preferred was initially convertible into a number of shares of common stock equal to the stated value
of the share ($10,000), divided by $1.40 (“Conversion Price”), subject to adjustment as discussed below. As of February
9, 2010, all shares of Series D Preferred were converted into an aggregate of 4,576,979 shares of the Company’s
common stock, and no shares of Series D Preferred remained outstanding.

At the time of its issuance, the Series D Preferred ranked junior to the Company’s Series B Convertible Preferred
Stock and senior to all shares of common stock and other capital stock of the Company. The terms of the Series D
Preferred provide that if the Company fails to meet certain milestones, the Conversion Price would, unless the closing
price of the common stock was greater than $3.69 on the date the relevant milestone is missed, be reduced to 80% of
the Conversion Price in effect on that date (“Milestone Adjustment”). As described further below, the first Milestone
Adjustment became effective on December 31, 2009. In addition to the Milestone Adjustment, the conversion
provision of the Series D Preferred provide for periodic adjustments to the Conversion Price beginning on August 13,
2009 (the “Initial Adjustment Date”), whereby the Conversion Price was reduced to 95% of the Conversion Price on the
Initial Adjustment Date, and on each three month anniversary of the Initial Adjustment Date, the then Conversion
Price is to be reduced by $0.05 (subject to adjustment) until maturity or converted as described below. The
Conversion Price is also subject to proportional adjustment in the event of any stock split, stock dividend,
reclassification or similar event with respect to the common stock and to anti-dilution adjustment in the event of any
Dilutive Issuance as defined in the Certificate of Designation.

Immediately after the completion of the transactions contemplated by the Purchase Agreements, the conversion price
of the Company’s Series B Preferred was adjusted, pursuant to weighted-average anti-dilution provisions, to $4.67,
causing the conversion rate of Series B Preferred into common stock to change to approximately 1-to-1.49893. In
addition, the exercise prices of the Company’s Series B Warrants and Series C Warrants were adjusted, pursuant to
weighted-average anti-dilution provisions, to $6.79 and $7.20, from the original exercise prices of $10.36 and $11.00,
respectively. Certain other warrants issued prior to the Company’s initial public offering were also adjusted pursuant
to anti-dilution provisions contained in those warrants such that their per share exercise price reduced from $2.00 to
$1.48. In addition to the adjustment to the exercise prices of the Series B Warrants and Series C Warrants, the
aggregate number of shares issuable upon exercise of the Series B Warrants and the Series C Warrants increased to
3,609,261 and 408,032, from 2,365,528 and 267,074, respectively. For certain warrants issued prior to the Company’s
initial public offering, the aggregate number of shares of common stock issuable increased from 281,042 to 379,792.
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The fair value of the 4,265,122 Series D Warrants issued with the Series D Private Placement was $3,016,834 and was
computed using the Black-Scholes option pricing model using the following assumptions:

22

Stock price (prior day close)
Exercise price

Term in years

Volatility

Annual rate of quarterly dividends
Discount rate- bond equivalent yield
Discount due to lack of marketability

Warrants
Issued on

Warrants
Issued on

Warrants
Issued on

February 13, 2009 March 20, 2009 March 27, 2009

$
$

295 %

260 $

2.00
110.14%

0.89%
40%

141 $

1.60 $

2.00
108.87%

0.87%
40%

244

1.60

2.00
111.57%

0.90%
40%
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The Company recorded a 40% reduction in the calculated value as shown above as the shares of common stock into
which the Series D Warrants were convertible were not registered on the date such warrants were issued. This 40%
reduction was determined based on research that indicated that historical median and mean discounts for lack of
marketability were approximately 25% and further research that indicated that impact of the 2008-2009 economic
downturn warranted an increase in historical discounts for lack of marketability by an additional 11 to 27 basis points.

The value assigned to the warrants could not exceed the value of the gross proceeds at the issuance date of each
tranche of the offering. As such, the value assigned to the warrants on the March 27, 2009 tranche of the Series D
Private Placement was reduced to $789,000 which represents the gross proceeds from that tranche of the offering. In
addition, since the Series D Preferred was convertible into shares of common stock, an embedded beneficial
conversion feature existed. However, the beneficial conversion feature was considered a deemed dividend, and since
the Company had an accumulated deficit, there was no effect on the statement of stockholders’ equity.

On August 13, 2009, pursuant to the terms of the Certificate of Designation of Preferences, Rights and Limitations of
the Series D Preferred, the Conversion Price of the Series D Preferred was automatically reduced from $1.40 to $1.33
(“Adjustment”). The Adjustment caused the number of shares of common stock into which the 542.84 outstanding
shares of Series D Preferred could be converted to increase from 3,877,386 to 4,081,445. In addition, pursuant to the
weighted-average anti-dilution provisions of the Series B Warrants and the Series C Warrants, the Adjustment caused
the exercise price of the Series B Warrants to decrease from $6.79 to $6.73, the aggregate number of shares of
common stock issuable upon exercise of the Series B Warrants to increase from 3,609,300 to 3,641,479, the exercise
price of the Series C Warrants to decrease from $7.20 to $7.13 and the aggregate number of shares of common stock
issuable upon exercise of the Series C Warrants to increase from 408,036 to 412,042. Certain other warrants issued
prior to the Company’s initial public offering were also affected by the Adjustment causing their exercise price to
decrease from $1.48 to $1.47 and the aggregate number of shares of common stock issuable to increase from 343,537
to 345,855.

On October 26, 2009, the SEC declared effective a registration statement of the Company registering up to 4,366,381
shares of common stock for resale from time to time by the selling stockholders named in the prospectus contained in
the registration statement. This number represented 4,366,381 shares of common stock issuable upon the conversion
or exercise of the securities issued in the Company’s February and March 2009 private placement. Of these 4,366,381
shares of common stock, up to 3,863,848 shares were issuable upon conversion of Series D Preferred and up to
502,533 shares were issuable upon exercise of the Series D Warrants. The Company will not receive any proceeds
from the sale of the underlying shares of common stock, although to the extent the selling stockholders exercised
warrants for the underlying shares of common stock, the Company will receive the exercise price of those warrants
unless the warrant holder exercises the warrants using the cashless provision. The registration statement was filed to
satisfy registration rights that the Company had granted as part of the private placement. Since the securities are
convertible into common shares and the underlying shares of common stock are freely tradable after conversion, the
40% reduction described above was eliminated when calculating fair market values of the Series D Warrants.
Subsequent to the effectiveness of the registration statement and as of December 31, 2009, 13.4 Series D Preferred
shares were converted into common stock and 71,429 Series D Warrants were exercised for common stock.

On November 13, 2009, the Conversion Price of the Series D Preferred automatically reduced from $1.33 to $1.28
(“Second Adjustment”). The Second Adjustment caused the number of shares of common stock into which the 470.25
outstanding shares of Series D Preferred could be converted to increase from 3,627,041 to 3,673,844. In addition,
pursuant to the weighted-average anti-dilution provisions of the Series B Warrants and the Series C Warrants, the
Second Adjustment caused the exercise price of the Series B Warrants to decrease from $6.73 to $6.68, the aggregate
number of shares of common stock issuable upon exercise of the Series B Warrants to increase from 3,641,479 to
3,668,727, the exercise price of the Series C Warrants to decrease from $7.13 to $7.08 and the aggregate number of
shares of common stock issuable upon exercise of the Series C Warrants to increase from 412,042 to 414,952. Certain
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other warrants issued prior to the Company’s initial public offering were also affected by the Second Adjustment
causing their exercise price to decrease from $1.47 to $1.46 and the aggregate number of shares of common stock
issuable to increase from 111,447 to 112,210.

On December 31, 2009, the conversion price of the Company’s Series D Convertible Preferred Stock was reduced
from $1.28 to $1.02. This reduction was the result of the Milestone Adjustment provided in the Certificate of

Designation of Preferences, Rights and Limitations of the Series D Preferred. This reduction caused the number of

shares of common stock issuable upon conversion of the Series D Preferred to increase from 3,647,281 to 4,576,979

as of December 31, 2009. In addition, pursuant to the weighted-average anti-dilution provisions of the Series B

Warrants and the Series C Warrants, this adjustment caused the exercise price of the Series B Warrants to decrease

from $6.68 to $6.37, the aggregate number of shares of common stock issuable upon exercise of the Series B Warrants

to increase from 3,668,727 to 3,847,276, the exercise price of the Series C Warrants to decrease from $7.08 to $6.76

and the aggregate number of shares of common stock issuable upon exercise of the Series C Warrants to increase from

414,952 to 434,596. Certain other warrants issued prior to the Company’s initial public offering were also adjusted
pursuant to anti-dilution provisions contained in those warrants such that their per share exercise price reduced from

$1.46 to $1.39. For these warrants issued prior to the Company’s initial public offering, the aggregate number of shares
of common stock issuable increased from 112,210 to 117,861.

As a result of the satisfaction of certain conditions contained in Section 8(a) of the Certificate of Designation of
Preferences, Rights and Limitations of the Series D Preferred, filed with the Secretary of State of Delaware on
February 13, 2009, including that the closing sale price of the Company’s common stock on the NASDAQ Capital
Market has exceeded 300% of the conversion price of the Series D Preferred ($1.02) for 20 consecutive trading days,
on February 9, 2010, 466.85 shares of Series D Preferred, which represented all outstanding Series D Preferred,
converted into 4,576,979 shares of common stock.
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2010 Common Stock Equity Offering and Related Adjustments

On March 2, 2010, the Company issued 1,538,462 shares of common stock and Common Stock Purchase Warrants to
purchase an aggregate of 1,015,385 shares of common stock, for an aggregate purchase price of $5,000,000. The
Warrants are exercisable commencing six months following issuance and expire on March 2, 2015. The placement
agent also received additional warrants to purchase 123,077 shares of common stock.

The fair value of the 1,138,462 Warrants issued with the 2010 Common Stock Equity Offering was $2,948,617 and
was computed using the Black-Scholes option pricing model using the following assumptions:

Warrants
Issued on
February 25, 2010

Stock price (prior day close) $ 4.26
Exercise price $ 4.50
Term in years 2.75
Volatility 104.01%
Annual rate of quarterly dividends -
Discount rate- bond equivalent yield 1.28%

Immediately after the completion of the 2010 Common Stock Equity Offering, pursuant to weighted-average
anti-dilution provisions of the Series B Warrants and Series C Warrants, the exercise price of the Company’s Series B
Warrants reduced from $6.37 to approximately $5.99, and the aggregate number of shares of common stock issuable
upon exercise of the Series B Warrants increased from 3,847,276 to approximately 4,091,345; and the exercise price
of the Company’s Series C Warrants reduced from $6.76 to approximately $6.35, and the aggregate number of shares
of common stock issuable upon exercise of the Series C Warrants increased from 434,596 to approximately 462,654.

Other Issuances

On January 1, 2010, the Company issued 34,000 shares of common stock to several consultants of the Company.
On January 4, 2010, the Company issued 70,000 shares of common stock to several consultants of the Company.
Note 4. Commitments and Contingencies

The Company has entered into various agreements with third parties and certain related parties in connection with the
research and development activities of its existing product candidates as well as discovery efforts on potential new
product candidates. These agreements include costs for research and development and license agreements that
represent the Company's fixed obligations payable to sponsor research and minimum royalty payments for licensed
patents. These amounts do not include any additional amounts that the Company may be required to pay under its
license agreements upon the achievement of scientific, regulatory and commercial milestones that may become
payable depending on the progress of scientific development and regulatory approvals, including milestones such as
the submission of an investigational new drug application to the FDA and the first commercial sale of the Company's
products in various countries. These agreements include costs related to manufacturing, clinical trials and preclinical
studies performed by third parties.

The Company is also party to three agreements that require it to make milestone payments, royalties on net sales of
the Company's products and payments on sublicense income received by the Company. As of September 30, 2010,
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$350,000 in milestone payments have been made under one of these agreements. There are no milestone payments or
royalties on net sales accrued for any of the three agreements as of September 30, 2010 and December 31, 2009.

From time to time, the Company may have certain contingent liabilities that arise in the ordinary course of business.
The Company accrues for liabilities when it is probable that future expenditures will be made and such expenditures
can be reasonably estimated. For all periods presented, the Company is not a party to any pending litigation or other
material legal proceedings. From time to time in the ordinary course of business, the Company may be subject to
claims brought against it. It is not possible to state the ultimate liability, if any, that could result to the Company as a
result of these matters.
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The Company currently has operating lease commitments in place for facilities in Buffalo, New York and Chicago,
[linois as well as office equipment. The Company recognizes rent expense on a straight-line basis over the term of the
related operating leases. The operating lease expenses recognized were $81,139 and $95,120 for the three months
ended September 30, 2010 and September 30, 2009, respectively. The operating lease expenses recognized were
$264,286 and $268,557 for the nine months ended September 30, 2010 and September 30, 2009, respectively.

Annual future minimum lease payments under present lease commitments are as follows:

Operating
Leases
2010 remaining quarter $ 81,139
2011 315,342
2012 147,915
2013 3,540
$ 547,937

The Company has entered into stock option agreements with key employees, board members and consultants with
exercise prices ranging from $0.66 to $17.00. These awards were approved by the Company’s Board of Directors. The
options expire ten years from the date of grant except for 18,000 options that expire on December 31, 2012, subject to
the terms applicable in the agreement.

The following tables summarize the stock option activity for the nine months ended September 30, 2010 and
September 30, 2009:

Weighted Average
Options Exercise Price Per Share
Outstanding, December 31, 2009 2,517,007 $ 5.46
Granted 1,021,932 $ 3.45
Exercised 143,648 $ 1.84
Forfeited, Canceled 91,155 $ 7.10
Outstanding, September 30, 2010 3,304,136 $ 4.95
Weighted Average
Options Exercise Price Per Share
Outstanding, December 31, 2008 1,948,874 $ 6.17
Granted 723,276 $ 2.72
Exercised 149,534 $ 1.91
Forfeited, Canceled 3,313 $ 4.00
Outstanding, September 30, 2009 2,519,303 $ 5.43

The Company has entered into warrant agreements with strategic partners, consultants and investors with exercise

prices ranging from $1.60 to $10.00. These awards were approved by the Company’s Board of Directors. The warrants
expire between five and seven years from the date of grant, subject to the terms applicable in the agreement. A list of

the total warrants awarded and exercised appears below:
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Outstanding, December 31, 2009
Granted

Exercise Price Adjustment
Exercised

Forfeited, Canceled

Outstanding, September 30, 2010

Outstanding, December 31, 2008
Granted

Exercise Price Adjustment
Exercised

Forfeited, Canceled

Outstanding, September 30, 2009

Warrants
6,956,673
1,138,461

267,512

3,973
7,823,649

Warrants
3,453,268
4,265,122

291,444

7,426,946

R AR R R e

@ PH L P

Weighted
Average
Exercise
Price Per
Share
3.71
4.50
0.14)
1.54
1.39
3.90

Weighted
Average
Exercise
Price Per
Share
8.86
1.20
(3.35)
1.17
n/a
3.59

Number of
Common
Shares
Exerciseable
Into
8,641,893
1,138,461
272,127
301,717
5,718
9,745,046

Number of
Common
Shares
Exerciseable
Into
3,453,268
4,265,122
1,522,007
300,869

8,939,528

The Company has entered into employment agreements with three key executives who, if terminated by the Company
without cause as described in these agreements, would be entitled to severance pay.

The Company was awarded a $440,000 grant from the New York Empire State Certified Development Corporation.
The award provides minimum employee levels required to receive the remainder of the award and contains provisions
of recapture of monies paid if required employment levels are not maintained.

The Company is not currently a party to any pending material legal actions. From time to time in the ordinary course

of business, the Company may be subject to claims brought against it.

Note 5. Subsequent Events

No material subsequent events have occurred since the balance sheet date of September 30, 2010.
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Item 2. Management’s Discussion and Analysis of Financial Condition and Results of Operations

This management's discussion and analysis of financial condition and results of operations and other portions of this
filing contain forward-looking information that involves risks and uncertainties. Our actual results could differ
materially from those anticipated by the forward-looking information. Factors that may cause such differences
include, but are not limited to, availability and cost of financial resources, results of our research and development,
efforts and clinical trials, product demand, market acceptance and other factors discussed below and in our other SEC
filings, including our Annual Report on Form 10-K for the year ended December 31, 2009. See also the Risk Factors
discussed under Item 1A. of our Annual Report on Form 10-K for the year ended December 31, 2009. This
management's discussion and analysis of financial condition and results of operations should be read in conjunction
with our financial statements and the related notes included elsewhere in this filing and in our Annual Report on Form
10-K for the year ended December 31, 2009.

OVERVIEW

Cleveland BioLabs, Inc. is a biotechnology company focused on developing biodefense, tissue protection and cancer
treatment drugs based on the concept of modulation of cell death for therapeutic benefit. CBLI was incorporated in
Delaware and commenced business operations in June 2003. We have devoted substantially all of our resources to the
identification, development and commercialization of new types of drugs for protection of normal tissues from
exposure to radiation and other stresses, such as toxic chemicals and cancer treatments. Our pipeline includes products
from two primary families of compounds: protectans and curaxins. We are developing protectans as drug candidates
that protect healthy tissues from acute stresses such as radiation, chemotherapy and ischemia (pathologies that develop
as a result of blocking blood flow to a part of the body). Curaxins are being developed by Incuron, our
majority-owned, newly formed Russian subsidiary, as anticancer agents that could act as mono-therapy drugs or in
combination with other existing anticancer therapies.

On July 20, 2006, we sold 1,700,000 shares of common stock, par value $0.005 per share, in our initial public offering
at a per share price of $6.00. Our common stock is listed on the NASDAQ Capital Market under the symbol “CBLIL.”

Technology

Our development efforts are based on discoveries made in connection with the investigation of the cell-level process
known as apoptosis. Apoptosis is a highly specific and tightly regulated form of cell death that can occur in response
to external events such as exposure to radiation, toxic chemicals or internal stresses. Apoptosis is a major determinant
of tissue damage caused by a variety of medical conditions including cerebral stroke, heart attack and acute renal
failure. Conversely, apoptosis is also an important protective mechanism that allows the body to shed itself of
defective cells, which otherwise can cause cancerous growth.

Research has demonstrated that apoptosis is sometimes suppressed naturally. For example, most cancer cells develop
resistance to apoptotic death caused by drugs or natural defenses of the human body. Our research is geared towards
identifying the means by which apoptosis can be affected and manipulated depending on the need.

If the need is to protect healthy tissues against an external event such as exposure to radiation, we focus our research
efforts on attempting to temporarily and reversibly suppress apoptosis in those healthy tissues, thereby imitating the
apoptotic-resistant tendencies displayed by cancer cells. A drug with this effect would also be useful in ameliorating
the toxicities of anticancer drugs and radiation that cause collateral damage to healthy tissues during cancer treatment.
Because the severe toxicities of anticancer drugs and radiation often limit their dosage in cancer patients, an apoptosis
suppressant drug may enable a more aggressive treatment regimen using anticancer drugs and radiation and thereby
increase their effectiveness.
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On the other hand, if the need is to destroy cancerous cells, we focus our research efforts on restoring apoptotic
mechanisms that are suppressed in tumors, so that those cancerous cells will once again become vulnerable to
apoptotic death. In this regard, we believe that our drug candidates could have significant potential for improving, and
becoming vital to, the treatment of cancer patients.

Through our research and development ("R&D"), and our strategic partnerships, we have established a technological
foundation for the development of new pharmaceuticals and their rapid preclinical evaluation.

We have acquired rights to develop and commercialize the following prospective drugs:

Protectans - modified factors of microbes that protect cells from apoptosis, and which
therefore have a broad spectrum of potential applications. The potential applications include
both non-medical applications such as protection from exposure to radiation, whether as a
result of military or terrorist action or as a result of a nuclear accident, as well as medical
applications such as reducing cancer treatment toxicities.
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Curaxins - small molecules designed to kill tumor cells by simultaneously targeting two
regulators of apoptosis. Initial test results indicate that curaxins can be effective against a
number of malignancies, including hormone-refractory prostate cancer, renal cell carcinoma
("RCC") (a highly fatal form of kidney cancer), and soft-tissue sarcoma.

In the area of radiation protection, we have achieved high levels of protection in animal models. With respect to
cancer treatment, the biology of cancer is such that there is no single drug that can be successfully used to treat a
significant proportion of the large number of different cancers and there is wide variability in individual responses to
most therapeutic agents. This means there is a continuing need for additional anticancer drugs for most cancers.

These drug candidates demonstrate the value of our scientific foundation. Based on the accelerated review and
approval status currently available for drugs qualifying for Fast Track status, our most advanced drug candidate,
Protectan CBLB502 may be approved for treatment of acute radiation syndrome within 18 - 24 months. Another drug
candidate, Curaxin CBLC102, demonstrated activity and safety in a Phase Ila clinical trial concluded in late 2008. In
November 2010, the first patient was dosed in a multi-center trial of Curaxin CBLC102 in patients with liver tumors
in The Russian Federation.

STRATEGIES AND OBJECTIVES

Our primary objective is to become a leading developer of drugs for the protection of human tissues against radiation
and other stresses and for cancer treatment. Key elements of our strategy include:

Aggressively working towards the commercialization of Protectan CBLB502. Our most advanced
drug candidate, Protectan CBLB502, offers the potential to protect normal tissues against exposure
to radiation. Because CBLB502 demonstrates the potential to address an unmet medical need and is
intended to treat a serious or life-threatening condition, CBLB502 has been granted Fast Track
status by the U.S. Food and Drug Administration ("FDA"). The Fast Track designation will
allow us to file a Biologic License Application ("BLA"), on a rolling basis and will allow the FDA
to review the filing as it is received rather than waiting for the complete submission prior to
commencing the review process. In addition, our BLA filing will be eligible for priority review,
which could result in an abbreviated review time of six months. We expect to complete
development of Protectan CBLB502 for treatment of acute radiation syndrome and initiate
submission of the BLA with the FDA in 2011.

Leveraging our relationship with leading research and clinical development institutions. The
Cleveland Clinic ("CCF"), one of the top research medical facilities in the world, is one of our
co-founders. In January 2007, we entered into a strategic research partnership with Roswell Park
Cancer Institute ("RPCI"), in Buffalo, New York. We have continued our research and
development program that we initiated at CCF at RPCI and RPCI shares valuable expertise with us
as developmental efforts are performed on our drug candidates. These partnerships will enhance the
speed and efficiency of our clinical research and provide us with access to the state-of-the-art
clinical development facilities of a globally recognized cancer research center.

Utilizing governmental initiatives to target our markets. Our focus on drug candidates such as
Protectan CBLB502, which has applications that have been deemed useful for military and defense
purposes, provides us with a built-in market for our drug candidates. This enables us to invest less
in costly retail and marketing resources. In an effort to improve our responsiveness to military and
defense needs, we have established a collaborative relationship with the Department of Defense
("DoD"), and the Biomedical Advanced Research and Development Authority ("BARDA"), of the
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Department of Health and Human Services ("HHS").

Utilizing and developing other strategic relationships. We have collaborative relationships with
other leading organizations that enhance our drug development and marketing efforts. For example,
one of our founders, with whom we maintain a strategic partnership, is ChemBridge Corporation.
Known for its medicinal chemistry expertise and synthetic capabilities, ChemBridge provides
valuable resources to our drug development research including access to a chemical library of
almost 2,000,000 compounds.
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RESEARCH AND DEVELOPMENT

We are highly dependent on the success of our R&D efforts and, ultimately, upon regulatory approval and market
acceptance of our products under development.

There are significant risks and uncertainties inherent in the preclinical and clinical studies associated with our R&D
projects. As a result, the costs to complete such projects, as well as the period in which net cash outflows from such
programs are expected to be incurred, may not be reasonably estimated. From our inception to September 30, 2010,
we spent $68,539,954 on R&D.

Our ability to complete our R&D on schedule is, however, subject to a number of risks and uncertainties. In addition,
we have sustained losses from operations in each fiscal year since our inception in June 2003, and we may exhaust our
financial resources and be unable to complete the development of our products due to the substantial investment in
R&D that will be required for the next several years. We expect to spend substantial additional sums on the continued
R&D of proprietary products and technologies with no certainty that losses will not increase or that we will ever
become profitable as a result of these expenditures.

The testing, marketing and manufacturing of any product for use in the U.S. will require approval from the FDA. We
cannot predict with any certainty the amount of time necessary to obtain such FDA approval and whether any such
approval will ultimately be granted. Preclinical and clinical trials may reveal that one or more products are ineffective
or unsafe, in which event further development of such products could be seriously delayed or terminated. Moreover,
obtaining approval for certain products may require testing on human subjects of substances whose effects on humans
are not fully understood or documented. Delays in obtaining FDA or any other necessary regulatory approvals of any
proposed product or the failure to receive such approvals would have an adverse effect on the product’s potential
commercial success and on our business, prospects, financial condition and results of operations. In addition, it is
possible that a product may be found to be ineffective or unsafe due to conditions or facts that arise after development
has been completed and regulatory approvals have been obtained. In this event, we may be required to withdraw such
product from the market. To the extent that our success will depend on any regulatory approvals from government
authorities outside of the U.S. that perform roles similar to that of the FDA, uncertainties similar to those stated above
will also exist.

PRODUCTS IN DEVELOPMENT
Protectans

We are exploring a new natural source of factors that temporarily suppress the programmed cell death (apoptosis)
response in human cells, which can be rapidly developed into therapeutic products. These inhibitors, known as
protectans, are anti-apoptotic factors developed by microorganisms of human microflora throughout millions of years
of co-evolution with mammalian hosts. We have established a technological process for screening of these factors
and their rapid preclinical evaluation. These inhibitors may be used as protection from cancer treatment toxicities and
antidotes against injuries induced by radiation and other stresses associated with severe pathologies (i.e., heart attack
or stroke).

We currently have issued patents and pending patent applications relating to nine sets of patent applications that were
filed over the past seven years around various aspects and qualities of the protectan family of compounds. The first
patent covering the method of protecting a mammal from radiation using flagellin or its derivatives was granted by the
U.S. Patent and Trademark Office (US Patent No. 7,638,485 titled "Modulating Apoptosis") and the European Patent
Office (European Publication Number FP 1706133, titled "Methods of Protecting Against Radiation Using
Flagellin."). This patent was also granted by the nine member countries of the Eurasian Patent Organization and the
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Ukraine and we have received a notice of allowance for this patent from the State Intellectual Property Office of the
People’s Republic of China. A second patent titled "Method of Protecting Against Apoptosis using Lipopeptides was
granted by South Africa (Patent Number 2008/00126) and we have received an notice of intent to grant from the
Eurasian Patent Organization. A second patent titled “Small Molecule Inhibitors of MRP1 and Other Multidrug
Responders” was approved by several nations, not including the U.S and we have received a notice of intent to grant
from the Eurasian Patent Organization. We believe that with the patent applications filed to date in the U.S. and
internationally around various properties of protectan compounds, we have protected the potentially broad uses of our
protectan technology. The patents belonging to the first patent family referenced above have a legal expiration date of
December 1, 2024 and the patents belonging to the second patent family referenced above have a legal expiration date
of June 12, 2026.

We spent approximately $13,738,983 and $8,995,500 on R&D for protectans for all applications in the fiscal years
ended December 31, 2009 and 2008, respectively. For the quarters ended September 30, 2010 and 2009, we spent
$2,694,882 and $3,268,615, respectively. For the nine months ended September 30, 2010 and 2009, we spent
$10,021,195 and $10,028,839, respectively. From our inception to September 30, 2010, we spent $50,268,677 on
R&D for protectans.

Protectan CBLB502

Protectan CBLBS502 is our leading radioprotectant molecule in the protectans family. Protectan CBLB502 represents a
rationally designed derivative of the microbial protein, flagellin. Flagellin is secreted by Salmonella typhimurium and
many other Gram-negative bacteria, and in nature, arranges itself in a hollow cylinder to form the filament in bacterial
flagellum and acts as a natural activator of NF-kB (nuclear factor-kappa B), a protein complex widely used by cells as
a regulator of genes that control cell proliferation and cell survival. Thus, Protectan CBLB502 reduces injury from
acute stresses by mobilizing several natural cell protective mechanisms, including inhibition of apoptosis, reduction of
oxidative damage and induction of factors (cytokines) that induce protection and regeneration of stem cells in bone
marrow and the intestines.

29

50



Edgar Filing: CLEVELAND BIOLABS INC - Form 10-Q

Protectan CBLB502 is a single agent, anti-radiation therapy with demonstrated significant survival benefits at a single
dose in animal models. Animal studies indicate that Protectan CBLB502 protects mice without increasing the risk of
radiation-induced cancer development. The remarkably strong radioprotective abilities of Protectan CBLB502 are the
result of a combination of several mechanisms of action. Potential applications for Protectan CBLB502 include
reduction of radiation therapy or chemotherapy toxicities in cancer patients, protection from Acute Radiation
Syndrome ("ARS"), in defense scenarios and protection from acute organ failure. Protectan CBLB502 is administered
through intramuscular injection.

Six sets of patent applications have been filed for Protectan CBLB502, including two U.S. patent applications related
to various aspects and properties for CBLB502 and related protectan compounds, including new methods of the use of
flagellin derivatives and screening for new compounds with similar properties.

We spent approximately $13,732,416 and $8,021,040 on R&D for Protectan CBLB502 in the fiscal years ended
December 31, 2009 and 2008, respectively. For the quarters ended September 30, 2010 and 2009, we spent
$2,869,779 and $3,267,201, respectively, on R&D for Protectan CBLB502. For the nine months ended September 30,
2010 and 2009, we spent $10,016,092 and $10,022,272, respectively, on R&D for Protectan CBLB502. From our
inception to September 30, 2010, we spent $47,126,633 on R&D for Protectan CBLB502.

Non-medical Applications

Our scientists have demonstrated that injecting Protectan CBLB502 into mice, rats and non-human primates protects
them from lethal doses of total body gamma radiation. An important advantage of Protectan CBLB502, above any
other radioprotectant known to us, is the ability to effectively protect not only the hematopoietic system, but also the
gastrointestinal ("GI"), tract which is among the most sensitive areas of the human body to radiation. High levels of
radiation, among other effects, induce moderate to severe bone marrow damage. The immune and blood stem cells are
also depleted and death is caused by anemia, infection, bleeding or poor wound healing. GI damage often occurs at
higher doses of radiation and may result in death through sepsis as a result of perforation of the GI tract. Protectan
CBLB502’s ability to effectively protect the hematopoietic system and GI tract may make Protectan CBLB502
uniquely useful as a radioprotective antidote. Protectan CBLB502 was shown to be safe at its therapeutic doses in
rodents and non-human primates. In addition, Protectan CBLB502 has proved to be a stable compound for storage
purposes. It can be stored at temperatures close to freezing, room temperature or extreme heat. Manufacturing of
Protectan CBLB502 is cost efficient due to its high yield bacterial producing strain and simple purification process.

Protectan CBLB502 is being developed under the FDA’s animal efficacy rule (21 C.F.R. § 314.610, drugs; § 601.91,
biologics) to treat radiation injury following exposure to radiation from nuclear or radiological weapons, or from

nuclear accident. The animal efficacy rule creates a new regulatory paradigm for measuring efficacy by permitting the

FDA to approve drugs and biologics for counterterrorism uses based on animal data when it is unethical or unfeasible

to conduct human efficacy studies. Thus, this approval pathway requires demonstration of efficacy in at least one

well-characterized animal model and safety and pharmacodynamics studies in animals and representative samples of

healthy human volunteers to allow selection of an effective dose in humans. Protectan CBLB502 has demonstrated

activity as a radioprotectant in several animal species, including non-human primates. Human safety,

pharmacokinetic, pharmacodynamic and biomarker studies are the only stage of human testing required for approval

in this indication.

We have successfully established current Good Manufacturing Practices ("cGMP"), quality manufacturing for
Protectan CBLB502 and have completed two Phase I human safety studies for Protectan CBLB502 in ARS. The
initial human Phase I safety and tolerability study involved single injections of Protectan CBLB502 in ascending-dose
cohorts. The 50 participants in the study were assessed for adverse side effects over a 28-day time period and blood
samples were obtained to assess the effects of Protectan CBLB502 on various biomarkers. Data from these subjects
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indicates that Protectan CBLB502 was well tolerated and that normalized biomarker results corresponded to
previously demonstrated activity in animal models of ARS. A pattern of biomarker production was observed
consistent with those patterns seen in animals during mitigation of radiation-induced injury by dosing with Protectan
CBLB502.

In January 2010, we began dosing in the second human safety study, a Phase Ib study, for CBLB502 and completed
dosing in May 2010. This safety study included a total of 100 healthy volunteers randomized among four dosing
regimens of CBLB502. Our goal is to complete the data analysis and filing of the final study report with the FDA in
November 2010. Participants in the 100-subject study were assessed for adverse side effects and blood samples were
obtained to assess the effects of CBLB502 on various biomarkers. The primary objectives of this study were to gather
additional data on safety, pharmacokinetics, and cytokine biomarkers in a larger and broader subject
population. Administration of CBLB502 resulted in a rapid and potent cytokine response, similar to that seen in the
prior clinical trial and in previously conducted non-human primate studies. Single and double doses of CBLB502 were
well tolerated. The primary adverse event associated with CBLB502 administration was a transient flu-like syndrome
consistent with what was observed in the previous trial and which generally resolved within 24 hours. There was no
difference in the adverse event profile between the doses tested. After determining an appropriate dose to take forward
and determine the size of a definitive human safety study, we would then anticipate moving forward with a definitive
safety study in a larger group of healthy human volunteers.
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The Defense Threat Reduction Agency of the DoD awarded us a $1.3 million grant in March 2007, to fund
“development leading to the acquisition” of Protectan CBLB502 as a radiation countermeasure, in collaboration with
Armed Forces Radiobiology Research Instritute, which has also received significant independent funding for work on
Protectan CBLB502.

In March 2008, the DoD, awarded us a contract valued at up to $8.9 million over eighteen months through the
Chemical Biological Medical Systems Joint Project Management Office Broad Agency Announcement ("BAA"), for
selected tasks in the advanced development of Protectan CBLB502 as a Medical Radiation Countermeasure ("MRC"),
to treat radiation injury following exposure to radiation from nuclear or radiological weapons (the “2008 DoD
Contract”). The specific tasks include the completion by us of non-Good Laboratory Practices ("non-GLP") efficacy
animal studies, Chemistry, Manufacturing and Controls ("CMC") tasks, in vitro and in vivo studies supporting
CBLB502’s Investigational New Drug ("IND") application, definitive GLP efficacy studies, and drug formulation from
single-dose vials within the timeframe of the contract. In September 2009, the DoD increased the funding under this
contract by $0.6 million to $9.5 million to support bridging studies between lyophilized and liquid drug formulations.
We successfully completed all tasks related to the 2008 DoD Contract by the contract end date of August 31, 2010.

As a government contract subject to the Federal Acquisition Regulation (“FAR”), pursuant to FAR 52.227-11 (Patent
Rights — Ownership by the Contractor) we were permitted to retain title to any patentable invention or discovery made
while performing the contract. However, no inventions were made by us during the performance of the 2008 DoD
Contract. Had any inventions been made, the U.S. government would have received a non-exclusive, non-transferable,
irrevocable, paid-up license to the subject inventions throughout the world. In addition, pursuant to FAR 52.227-14
(Rights in Data — General), which was incorporated into the base 2008 DoD Contract and removed by the first
amendment to the contract in June 2008, the U.S. government retains unlimited rights in the technical data produced
between March and June 2008 in the performance of the 2008 DoD Contract.

In September 2008, we were awarded a $774,183 grant from the National Institute of Allergy and Infectious Diseases
("NIAID"), of the National Institutes of Health ("NIH"), to further study certain mitigating properties of Protectan
CBLB502 in the context of hematopoietic damage from radiation exposure. In September 2009, NIAID awarded us an
additional $458,512 for the continuation of the same grant.

In September 2008, BARDA awarded us a contract under the BAA titled, "Therapies for Hematopoietic Syndrome,
Bone Marrow Stromal Cell Loss, and Vascular Injury Resulting from Acute Exposure to Ionizing Radiation," for
selected tasks in the advanced development of Protectan CBLB502. BARDA seeks to acquire developed medical
countermeasures that will be clinically useful in a civilian medical emergency situation that results from or involves
exposure of a large population to the effects of a nuclear detonation, a radiologic dispersive device (such as a dirty
bomb), or exposure to radioactive material with or without combined injury or trauma.

The selected tasks in the Statement of Work include the following:

o Performing certain non-clinical experiments, including non-human primate experiments.
. Facilitating bone marrow transplantation in the rescue of irradiated mice by CBLB502 treatment.
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