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Approximate date of commencement of proposed sale to the public:

From time to time after the effective date of this Registration Statement, as determined by the selling stockholders.

If any of the securities being registered on this form are to be offered on a delayed or continuous basis pursuant to
Rule 415 under the Securities Act of 1933, check the following box. x

If this form is filed to register additional securities for an offering pursuant to Rule 462(b) under the Securities Act,
please check the following box and list the Securities Act registration statement number of the earlier effective
registration statement for the same offering. o

If this form is a post-effective amendment filed pursuant to Rule 462(c) under the Securities Act, check the following
box and list the Securities Act registration statement number of the earlier effective registration statement for the same
offering. o

If this form is a post-effective amendment filed pursuant to Rule 462(d) under the Securities Act, check the following
box and list the Securities Act registration statement number of the earlier effective registration statement for the same
offering. o

If delivery of the prospectus is expected to be made pursuant to Rule 434, please check the following box. o

CALCULATION OF REGISTRATION FEE

Title of Each
Class of Securities

To Be
Registered

Amount
To Be

Registered (1)

Proposed
Maximum
Offering
Price Per

Share

Proposed
Maximum
Aggregate
Offering

Price

Amount of
Registration

Fee
Common Stock, par value $0.005
per share 5,952,713(2) $ 9.35(3) $ 55,657,866.55 $ 1,708.70
Common Stock, par value $0.005
per share 3,075,186(4) $ 9.35(5) $ 28,752,989.10 $ 882.72
Common Stock, par value $0.005
per share 347,196(6) $ 9.35(7) $ 3,246,282.60 $ 99.66
Total 9,375,095 — $ 87,657,138.25 $ 2,691.08

(1) This registration statement shall also cover any additional shares of common stock of the Registrant that may
become issuable in conversion of Series B Convertible Preferred Stock (the “Series B Preferred”) or exercise
of the Series B or Series C Warrants (collectively, the “Warrants”), by reason of any issuance of shares of
common stock, options to purchase shares of common stock or securities convertible into or exercisable for
shares of common stock, in each case at a price deemed lower than the conversion price of the Series B
Preferred or the exercise price of the Warrants then in effect, or by reason of any other transaction that
triggers the anti-dilution provisions of the Series B Preferred or the Warrants.
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(2) Represents 130% of the 4,579,010 shares of common stock issuable upon conversion of the Series B
Preferred at an initial conversion price of $7.00 per share.

(3) Computed in accordance with Rule 457(c) of the Securities Act of 1933, as amended. The offering price of
$9.35 represents the average of the high and low prices, as reported on the Nasdaq Capital Market, for
Cleveland BioLabs. Inc.’s common stock on June 7, 2007.

(4) Represents approximately 130% of the 2,365,528 shares of common stock issuable upon exercise of the
Series B Warrants at an initial exercise price of $10.36 per share.

(5) Computed in accordance with Rule 457(c) of the Securities Act of 1933, as amended. The offering price of
$9.35 represents the average of the high and low prices, as reported on the Nasdaq Capital Market, for
Cleveland BioLabs. Inc.’s common stock on June 7, 2007.

(6) Represents approximately 130% of the 267,074 shares of common stock issuable upon exercise of the Series
C Warrants at an initial exercise price of $11.00 per share.

(7) Computed in accordance with Rule 457(c) of the Securities Act of 1933, as amended. The offering price of
$9.35 represents the average of the high and low prices, as reported on the Nasdaq Capital Market, for
Cleveland BioLabs. Inc.’s common stock on June 7, 2007.

The registrant hereby amends this registration statement on such date or dates as may be necessary to delay its
effective date until the registrant shall file a further amendment which specifically states that this registration
statement shall thereafter become effective in accordance with Section 8(a) of the Securities Act of 1933 or until
the registration statement shall become effective on such date as the Commission, acting pursuant to said
Section 8(a), may determine.
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The information contained in this prospectus is not complete and may be changed. These securities may not be sold
until the registration statement filed with the Securities and Exchange Commission is effective. This prospectus is not
an offer to sell these securities and we are not soliciting an offer to buy these securities in any state where the offer or
sale is not permitted.

PROSPECTUS

SUBJECT TO COMPLETION, DATED JUNE 14, 2007

9,375,095 Shares

CLEVELAND BIOLABS, INC.
Common Stock, $0.005 Par Value

This prospectus relates to up to 9,375,095 shares of our common stock that may be offered for sale from time to time
by the selling stockholders named in this prospectus. This number represents approximately 130% of the 7,211,612
shares of common stock issuable upon the conversion or exercise of the securities issued in our private placement at
the current conversion and exercise prices. Of these 7,211,612 shares of common stock:

· 4,579,010 shares are issuable upon conversion of Series B Convertible Preferred Stock, par value
$0.005 per share (the “Series B Preferred”);

· 2,365,528 shares are issuable upon exercise of the Series B Warrants; and

· 267,074 shares of common stock are issuable upon exercise of the Series C Warrants (together with the
Series B Warrants, the “Warrants”).

All of these shares of common stock may be sold by the selling stockholders named in this prospectus, or their
respective transferees, pledgees, donees or successors-in-interest. The selling stockholders will receive all proceeds
from the sale of the shares of our common stock being offered in this prospectus. We will receive the exercise price of
the Warrants upon the exercise in cash of the Warrants by the selling stockholders. We are registering the offer and
sale of the shares of common stock to satisfy registration rights that we have granted.

The shares of common stock to which this prospectus relates may be offered and sold from time to time directly by the
selling stockholders or alternatively through ordinary brokerage transactions directly to market makers of our shares
or through any other means described in “Plan of Distribution” beginning on page 81. The shares of common stock may
be sold in one or more transactions, at fixed prices, at prevailing market prices at the time of sale or at negotiated
prices.

Our common stock is quoted on the Nasdaq Capital Market and the Boston Stock Exchange under the symbol “CBLI.”
The last reported sales price of our common stock on the Nasdaq Capital Market on June 13, 2007 was $10.05 per
share.

Investing in our common stock involves a high degree of risk. See “Risk Factors” beginning on page 8.

Neither the Securities and Exchange Commission nor any state securities commission has approved or
disapproved of these securities or determined if this prospectus is truthful or complete. Any representation to
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the contrary is a criminal offense.

The date of this prospectus is ____________, 2007.
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PROSPECTUS SUMMARY

This summary does not contain all of the information you should consider before buying shares of our common stock.
We urge you to read the entire prospectus carefully, especially the risks of investing in our common stock discussed
under “Risk Factors” and the financial statements and notes to those financial statements included elsewhere in this
prospectus, before deciding to invest in shares of our common stock. In this prospectus, unless the context otherwise
requires, the terms “CBL”, “company”, “we”, “us”, and “our” refer to Cleveland BioLabs, Inc., a Delaware
corporation, and, unless the context otherwise requires, “common stock” refers to the common stock, par value
$0.005 per share, of Cleveland BioLabs, Inc.

Our Company

Our company is engaged in drug discovery. Our goal is to identify and develop new types of drugs for protection of
normal tissues from exposure to radiation and other stresses, such as toxic chemicals and for cancer treatment. Our
initial target, and most promising opportunity, is to develop a drug to protect humans from the effects of exposure to
radiation, whether as a result of military or terrorist acts or as a result of a nuclear accident. Recent acts of terrorism
and the proliferation of nuclear weapons programs in rogue states have created a more immediate demand for further
research and development, or R&D, in this area. Other potential applications of our drug candidates include reducing
the side effects of cancer treatment, destroying tumor cells and generating adult stem cells.

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 or toxic chemicals or to internal stresses. Apoptosis is a major
determinant of tissue damage caused by a variety of medical conditions including cerebral stroke, heart attack or acute
renal failure. Conversely, however, apoptosis also is 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 nuclear radiation, we attempt to
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 often severe side effects of anticancer drugs and
radiation that cause collateral damage to healthy tissues during cancer treatment. Because the severe side effects 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.

On the other hand, if the need is to kill 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.

Our Products and Technology

Through our 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:

·
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Protectans are modified proteins of microbes and tumors that protect cells from apoptosis, and which
therefore have a broad spectrum of potential applications. These 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 side effects.

· Curaxins are 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 renal cell carcinoma, or RCC (a highly fatal form of kidney cancer), soft-tissue sarcoma and
hormone refractory prostate cancer.

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 100%
or even 50% of all cancer patients. This means that there likely will be a need for additional anticancer drugs for each
type of cancer.

These drug candidates demonstrate the value of our scientific foundation. Based on the expedited approval process
currently available for non-medical applications such as protection from exposure to radiation, our most advanced
drug candidate, Protectan CBLB502, may be approved for such applications within 24 months. Another drug
candidate, Curaxin CBLC102, entered Phase IIa clinical trials earlier this year.
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Our Markets

Protectan CBLB502 is being developed in part to address the unmet need of protection against exposure to nuclear
radiation. Recent acts and threats of terrorism and the proliferation of nuclear weapons programs in rogue states have
magnified the need for radiation-protecting agents, or radioprotectants, in non-medical applications. The Project
BioShield Act, which President Bush signed into law in July 2004, allocated $5.6 billion over ten years to fund the
research, development and procurement of drugs, biological products or devices to treat or prevent injury from
exposure to biological, chemical, radiological or nuclear agents as a result of a military, terrorist or nuclear attack. The
importance and urgency of developing tissue-protecting agents for these kinds of emergency applications are so great
that the FDA approval process is scaled down to preclinical and Phase I trials. Under new FDA rules, costly and
time-consuming Phase II and III studies are not required for these non-medical applications. Because Phase II and
Phase III testing, which each involve testing a drug candidate on large numbers of participants who suffer from the
targeted disease and condition, can last for a total of anywhere from three to six or more years, being permitted to
bypass those phases represents a significant time and cost savings towards obtaining FDA approval. Without Phase II
and Phase III testing, the FDA approval process is based on efficacy testing in primates and safety testing in humans
conducted during preclinical and Phase I trials.

The Department of Defense, or DoD, through the U.S. Army Space and Missile Defense Command, recently issued a
Request for Proposal, or RFP, for the Advanced Development of Medical Radiation Countermeasures, or MRC.
According to the RFP, the objective of the MRC project is to develop a post-exposure MRC through a Phase I clinical
trial and, pending successful completion of the Phase I clinical trial, develop the MRC product through
approval/licensure with the FDA and procure quantities of the MRC sufficient to achieve Initial Operational
Capability, or IOC. A range of 50,000 to 500,000 doses has been specified to achieve IOC. The RFP stated that MRC
must be safe, efficacious, quick acting, free from performance-decrementing side effects, relatively non-invasive,
approved by the FDA, compatible with current military countermeasures, and usable on the battle field. The MRC
should not require refrigeration, nor have other significant logistical burdens, and should have a relatively long shelf
life.

The solicitation specifically seeks a drug/biologic intended for use after exposure to ionized radiation, or IR, has
occurred. It is anticipated that the countermeasure, when administered following exposure to IR, will prolong survival
by treating the gastrointestinal syndrome of Acute Radiation Syndrome. Specifically, when administered following
exposure to IR, the countermeasure should either prevent or reduce the extent of incipient radiation injury or promote
repair of manifest radiation injury to allow the preservation or restoration of the anatomic integrity and normal
physiologic functioning of the gastrointestinal tract. Our response to this RFP was submitted in April 2007.
Information regarding an anticipated contract award is expected on or around July 20, 2007.

We believe Protectan CBLB502's unique ability to protect against and mitigate the damaging effects of gamma
irradiation on the gastrointestinal system, combined with its safety, stability and method of administration, will make
it a very strong candidate for this contract. Moreover, we are actively engaged in the process of completing current
cGMP-compliant manufacturing, and we plan to submit an IND application for human safety testing in or around
September 2007.

The protection of healthy tissues against side effects of radiation treatment and anticancer drugs provides another
application, and, therefore, another market opportunity for Protectan CBLB502. Approximately 50 to 60% of cancer
patients are treated with radiation sometime during the progression of the disease. To obtain optimal results,
physicians attempt to strike a judicious balance between the total dose of radiotherapy and the adverse effect on
surrounding healthy tissues. If there were a means by which these tissues could be protected from radiotherapy, more
aggressive treatment regimens could be possible. In contrast to non-medical applications, use of Protectan CBLB502
to ameliorate the side effects of radiation treatment and anticancer drugs is subject to the full FDA approval process.
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CBL’s primary targets for curaxins are three treatment-resistant forms of cancer — hormone refractory prostate cancer,
RCC, and soft-tissue sarcoma.

Other than skin cancer, prostate cancer is the most common cancer in men in the United States. According to the
American Cancer Society, an estimated 234,460 cases were projected to be diagnosed with prostate cancer in 2006.
RCC is a niche cancer that accounts for 3% of all cancer cases in the United States, but it is the most common type of
kidney cancer in adults. In the United States, approximately 35,000 to 40,000 patients are diagnosed with RCC
annually. Soft-tissue sarcomas are rare, representing only about 1% of all cancer cases. According to the American
Cancer Society, approximately 9,400 new cases of soft-tissue sarcoma were projected to be diagnosed in the United
States in 2006, which were projected to be responsible for approximately 3,500 deaths.

Our Industry

CBL is a biotechnology, or biotech, company focused on developing bio-defense and cancer treatment products.
Historically, biotech was defined by newly discovered “genetic engineering” technology, which was first developed in
universities and new startup biotech companies in the mid-1970s. Later, other technologies (based on a constant flow
of discoveries in the field of biology) started playing a leading role in biotech development. Medicine, and specifically
drug development, is a lucrative field for use of these technologies. Large pharmaceutical, or Pharma, companies
joined the biotech arena through licensing, sponsored research and corporate agreement relationships. Today biotech
is a $300 billion industry (based on total market capitalization) and includes large companies such as Amgen and
Genentech.

2
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The traditional biotech business model is a derivative of the long drug development process. Typical biotech
companies go through the following stages:

· During the first stage, biotech companies fund their development through equity or debt financings
while conducting R&D, which culminates in phased drug trials.

· During the second stage, when their lead drug candidates enter the drug trials, biotech companies
may start licensing their drug candidates to Pharma companies in order to (1) generate revenues, (2)
gain access to additional expertise, and (3) establish relations with major players in the market who
can eventually take a leading role in distributing successful drugs.

· At the most advanced stage, biotech companies generate revenues by selling drugs or other biotech
products to consumers or through alliances of equals.

With the Project BioShield Act, biotech companies now have greater access to grants and contracts with the U.S.
government. Several biotech companies have secured grants and contracts from the U.S. government to develop drugs
and vaccines as a medical counter-measure against potential terrorist attacks. For biotech companies focused on these
types of drugs and vaccines, this type of funding together with the scaled down FDA approval process are major
departures from the traditional biotech business model.

CBL is focusing its R&D efforts in the following areas:

·  protecting against the effects of radiation;

·  reducing cancer treatment side effects; and

·  developing anticancer drugs against several specific forms of cancer.

While there are a number of biotech companies and Pharma companies that attempt to develop new anti-radiation and
anticancer drugs to treat these medical conditions, these areas are nevertheless considered unmet medical needs, which
means that there are currently no existing methods to satisfactorily treat these medical conditions.

Our 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 of the
potential military and defense implications of such a drug, the normally lengthy FDA approval process for these
non-medical applications is substantially abbreviated resulting in a large cost savings to us, and we anticipate having a
developed drug available for these non-medical applications within 18-36 months.

Leveraging our relationship with leading research and clinical development institutions. The Cleveland Clinic
Foundation, one of the top research medical facilities in the world, is one of our co-founders. In addition to providing
us with drug leads and technologies, the Cleveland Clinic will share valuable expertise with us as clinical trials are
performed on our drug candidates. Recently, we entered into a strategic research partnership with Roswell Park
Cancer Institute, or RPCI, in Buffalo, New York. This partnership 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.
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Utilizing governmental initiatives to target our markets. Our focus on drug candidates like 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 Armed
Forces Radiobiology Research Institute.

Utilizing 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.

3
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Private Placement

On March 16, 2007, pursuant to a Securities Purchase Agreement of the same date, we consummated a transaction
with various accredited investors in which we agreed to sell to the investors, in a private placement, Series B Preferred
convertible into an aggregate of approximately 4,288,712 shares of common stock, and Series B Warrants to purchase
approximately 2,144,356 shares of our common stock . The aggregate purchase price paid by the investors for the
Series B Preferred and Series B Warrants was approximately $30,000,000. After related fees and expenses, we
received net proceeds of approximately $29,000,000. We intend to use the proceeds for general corporate and working
capital purposes.

Sunrise Securities Corp., or SSC, Reedland Capital Partners, an Institutional Division of Financial West Group, and
Basic Investors, Inc., served as placement agents for the transaction. In consideration for their services, each agent (or
its designees) received compensation as follows: SSC received Series B Preferred convertible into an aggregate of
290,298 shares of common stock, Series B Warrants to purchase an aggregate of 145,149 shares of common stock,
and Series C Warrants, bearing an exercise price of $11.00 per share, to purchase 267,074 shares of common stock;
Reedland received Series B Warrants to purchase an aggregate of 63,543 shares of common stock and cash
compensation (in lieu of Series B Preferred and additional Series B Warrants) of $444,800; Basic Investors received
Series B Warrants to purchase an aggregate of 12,480 shares of Common Stock and cash compensation (in lieu of
Series B Preferred and additional Series B Warrants) of $87,360.

In the aggregate, the Series B Preferred and the Series B Warrants issued in the transaction are convertible for and
exercisable into, as of the date hereof, approximately 6,944,538 shares of common stock (subject to adjustments in the
event of certain corporate events such as stock splits, or issuances of securities at a price below the conversion price of
the Series B Preferred or the exercise price of the Warrants, as the case may be). Nasdaq Marketplace Rule
4350(i)(1)(D)(ii) requires that, for the sale, issuance or potential issuance by us of common stock (or securities
convertible into or exercisable for common stock) equal to 20% or more of the common stock outstanding before the
issuance, for less than the greater of book or market value of the common stock, we must obtain stockholder approval
for the issuance. Accordingly, the conversion of the Series B Preferred and the exercise of the Warrants into common
stock by their respective holders was submitted for approval and was approved by our stockholders at our 2007 annual
stockholders meeting.

Notwithstanding the conversion rights of the Series B Preferred holders and us, and the exercise rights of the holders
of Series B Warrants and us, we may not issue any shares of common stock in conversion of the Series B Preferred or
in exercise of any Series B Warrant if the conversion or exercise would either (1) cause the applicable holder to
beneficially own a number of shares of common stock that exceeds 9.99% of the number of shares of common stock
outstanding after giving effect to the conversion or exercise, or (2) cause us to issue a number of shares of common
stock that would exceed the number of shares of common stock that we can issue under the rules and regulations of
the exchange on which those shares are traded. The holders of Series C Warrants may exercise at any time after
September 16, 2007 until expiration.

In connection with obtaining stockholder approval of the foregoing issuances, on March 16, 2007 we entered into a
Voting Agreement with Michael Fonstein, Andrei Gudkov, Yakov Kogan, the Cleveland Clinic, ChemBridge, Sunrise
Equity Partners L.P., or SEP, and SSC, each of whom agreed to vote in favor of authorizing the issuance of the shares
of common stock underlying all of the Series B Preferred and the Warrants. In the aggregate, these parties to the
Voting Agreement, together with holders of the Series B Preferred that were eligible to vote at the 2007 annual
stockholders meeting, held approximately 63% of all votes entitled to be cast as of the record date.

In connection with the Securities Purchase Agreement, we also entered into a Registration Rights Agreement with the
Buyers, dated as of March 16, 2007. Under the Registration Rights Agreement, we granted the Buyers certain
registration rights with respect to common stock issuable upon conversion of the Series B Preferred or exercise of the
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Warrants. This registration statement is being filed to satisfy the registration rights granted under that Registration
Rights Agreement.

SEP, one of the investors, together with its affiliates is a holder of more than 10% of our outstanding common stock.
In the transaction, SEP purchased Series B Preferred convertible into 600,000 shares of common stock and received
Series B Warrants to purchase 300,000 shares of common stock. As mentioned above, we also issued Series B
Preferred convertible into 290,298 shares of common stock, Series B Warrants to purchase an aggregate of 145,149
shares of Common Stock, and Series C Warrants to purchase 267,074 shares of common stock to SSC, an affiliate of
SEP, in consideration for its services as lead placement agent. We also engaged SSC as our exclusive management
agent regarding all exercises of the Warrants, for which we will pay SSC a fee equal to 3.5% of the aggregate exercise
price of each Warrant, payable in cash if the exercise is in cash or in shares of common stock if the exercise is
cashless.

Risk Factors

Our business is subject to numerous risks as discussed more fully in the section entitled “Risk Factors” immediately
following this prospectus summary. Principal risks of our business include:

· We have a history of operating losses. We expect to continue to incur losses and may exhaust our
financial resources before we are able to complete the development of our drug candidates.

4
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· Development of our drug candidates will be an expensive and time-consuming process. We may
therefore require substantial additional financing to meet our business objectives.

· Our success depends in large part on the results as well as the cost of our R&D. Failures in our R&D
efforts or substantial increases in our R&D costs would adversely affect our results of operations.

· We are subject to significant and complex government regulations, which may delay or prevent the
commercialization of any drug candidates.

· Our intellectual property is based primarily upon licensed patents and license agreements with our
collaborators. If we lose any of the rights under these agreements, our ability to commercialize our
drug candidates would be materially harmed.

· Before obtaining required regulatory approvals for the commercial sale of any of our drug
candidates, we must demonstrate through pre-clinical testing and clinical trials that our drug
candidates are safe and effective for use in humans. We are subject to numerous risks inherent in
conducting clinical trials, any of which could delay or prevent us from developing or
commercializing our drug candidates.

Our Information

We were incorporated in Delaware in June 2003. On July 21, 2006, our stock began trading on the Nasdaq Capital
Market under the symbol “CBLI” and on the Boston Stock Exchange under the symbol “CFB”. Our trading symbol on the
Boston Stock Exchange was later changed to “CBLI”. Our principal executive offices are located at 11000 Cedar
Avenue, Suite 290, Cleveland, Ohio 44106 and our telephone number is (216) 229-2251. Our website is located at
http://www.cbiolabs.com. Information contained on our website is not incorporated by reference into this prospectus
and you should not consider information on our website as part of this prospectus.

5

Edgar Filing: CLEVELAND BIOLABS INC - Form SB-2

15



THE OFFERING

Common stock offered by the selling
stockholders Up to 9,375,095 shares

Common stock currently outstanding 12,065,152 shares

Use of proceeds We will not receive any of the proceeds from the sale of the shares
of common stock by the selling stockholders.

Nasdaq Capital Market Symbol CBLI

Boston Stock Exchange Symbol CBLI

The number of shares of common stock currently outstanding is based on the number of shares outstanding as of June
13, 2007 and excludes:

· 4,579,010 shares of common stock issuable upon conversion of outstanding shares of Series B
Preferred at the current conversion rate;

· 2,365,528 shares of common stock issuable upon exercise of Series B Warrants at the current
exercise price of $10.36;

· 267,074 shares of common stock issuable upon exercise of Series C Warrants at the current exercise
price of $11.00;

· 875,490 shares of common stock issuable upon exercise of outstanding options with exercise prices
ranging from $0.66 to $9.40 per share;

· 825,219 shares of common stock issuable upon exercise of warrants with exercise prices ranging
from $1.13 to $10.00 per share; and

· 1,368,000 shares of common stock reserved for issuance under our 2006 Equity Incentive Plan.
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SUMMARY FINANCIAL DATA

We have derived the following summary financial data for the years ended December 31, 2006, December 31, 2005
and December 31, 2004 from our audited financial statements and the summary financial data for the three months
ended March 31, 2007 and March 31, 2006 from our unaudited interim financial statements. In the opinion of our
management, this information contains all adjustments necessary for a fair presentation of our results of operations
and financial condition for such periods. The information below is not necessarily indicative of the results of future
operations and should be read in conjunction with “Management’s Discussion and Analysis of Financial Condition and
Results of Operations” and our financial statements and related notes included elsewhere in this prospectus.

Statement of Operations Data

Three
Months
Ended

March 31,
2007

Three
Months
Ended

March 31,
2006

Fiscal year
Ended

December 31,
2006

Fiscal year
Ended

December 31,
2005

Fiscal year
Ended

December 31,
2004

Total Revenues $ 321,445 $ 578,424 $ 1,708,214 $ 1,138,831 $ 636,341
Operating Expenses
Research and Development $ 3,528,600 $ 1,502,364 $ 6,989,804 $ 2,640,240 $ 2,892,967
General and Administrative $ 994,319 $ 352,898 $ 2,136,511 $ 986,424 $ 262,817
Income (Loss) from Operations $ (4,201,474)$ (1,276,838)$ (7,418,101)$ (2,487,833)$ (2,519,443)
Net Income (Loss) $ (4,106,133)$ (1,252,145)$ (7,222,644)$ (2,386,455)$ (2,523,142)

Balance Sheet Data

March 31,
2007

December 31,
2006

December 31,
2005

December 31,
2004

Cash and Cash Equivalents $ 11,968,017 $ 3,061,993 $ 1,206,462 $ 94,741
Total Assets $ 32,497,045 $ 6,416,529 $ 4,253,333 $ 382,219
Total Liabilities $ 1,639,271 $ 823,375 $ 696,729 $ 756,433
Total Stockholders’ Equity $ 30,857,774 $ 5,593,154 $ 3,556,604 $ (374,214)
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RISK FACTORS

An investment in our common stock is highly speculative, involves a high degree of risk, and should be made only by
investors who can afford a complete loss. You should carefully consider the following risk factors with all of the other
information included in this prospectus before you decide whether to buy our common stock. Any of the following
risks could materially adversely affect our business, financial condition or operating results and could result in a
partial or complete loss of your investment. The risks and uncertainties described below are not, however, the only
ones that we may face. Additional risks and uncertainties not currently known to us, or that we currently believe are
not material, could also materially adversely affect our business, financial condition or operating results.

Risks Specific to Us

We have a history of operating losses. We expect to continue to incur losses and may not continue as a going
concern.

We have a history of losses and can provide no assurance as to future operating results. As a result of losses that will
continue throughout our development stage, we may exhaust our financial resources and be unable to complete the
development of our drug candidates.

We have sustained losses from operations in each fiscal year since our inception in June 2003. In 2006, we had
operating losses of approximately $7,400,000, and in 2005, we had operating losses of approximately $2,400,000. We
had an accumulated deficit of approximately $12,800,000 as of December 31, 2006 and, approximately $5,200,000 as
of December 31, 2005. To date, we have raised approximately $44,000,000 in equity financing. We expect losses to
continue for the next few years as we spend substantial additional sums on the continued R&D of proprietary drugs
and technologies, and there is no certainty that we will ever become profitable as a result of these expenditures.

Our ability to become profitable depends primarily on the following factors:

· our ability to obtain approval for, and if approved, to successfully commercialize, Protectan
CBLB502;

· our ability to bring to market other proprietary drugs that are progressing through our development
process;

· our R&D efforts, including the timing and cost of clinical trials; and

· our ability to enter into favorable alliances with third-parties who can provide substantial capabilities
in clinical development, regulatory affairs, sales, marketing and distribution.

Even if we successfully develop and market our drug candidates, we may not generate sufficient or sustainable
revenue to achieve or sustain profitability.

Development of our drug candidates will be an expensive process and we therefore may require substantial
additional financing in order to meet our business objectives.

We anticipate that our existing cash holdings will be sufficient to meet cash requirements for at least the next 24
months. Upon expiration of this 24-month period, or sooner if we experience unanticipated cash requirements, we
may be required to issue equity or debt securities or enter into other financial arrangements, including relationships
with corporate and other partners, in order to raise substantial additional capital during the period of drug development
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and FDA testing. Depending upon market conditions, we may not be successful in raising sufficient additional capital
for our long-term requirements. If we fail to raise sufficient additional financing, we will not be able to develop our
drug candidates, and may be required to reduce staff, reduce or eliminate R&D, slow the development of our drug
candidates, outsource or eliminate several business functions or shut down operations. Even if we are successful in
raising such additional financing, we may not be able to successfully complete planned clinical trials, development,
and marketing of all, or of any, of our drug candidates. In such event, our business, prospects, financial condition and
results of operations could be materially adversely affected.

We were formed in 2003 and commenced operations in the latter half of 2003. As a result, we have a limited
operating history, which does not afford investors a sufficient history on which to base an investment decision.

We were formed in June 2003. Accordingly, we have a limited operating history. Investors must consider the risks and
difficulties frequently encountered by early stage companies, particularly in the rapidly evolving biopharmaceutical
industry. Such risks include the following:

· competition from companies that have substantially greater assets and financial resources than we
have;

· need for regulatory approval and commercial acceptance of drugs;
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· ability to anticipate and adapt to a competitive market and rapid technological developments;

· amount and timing of operating costs and capital expenditures relating to expansion of our business,
operations and infrastructure;

· need to rely on multiple levels of outside funding due to the length of drug development cycles and
government approved protocols associated with the biopharmaceutical industry; and

· dependence upon key personnel, including key independent consultants and advisors.

We cannot be certain that our strategies will be successful or that we will successfully address these risks. In the event
that we do not successfully address these risks, our business, prospects, financial condition and results of operations
could be materially and adversely affected.

Development of pharmaceutical products is a time-consuming process, subject to a number of factors, many of
which are outside of our control. Consequently, we can provide no assurance of the successful and timely
development of new drugs.

Our drug candidates are in their developmental stage. Further development and extensive testing will be required to
determine their technical feasibility and commercial viability. Our success will depend on our ability to achieve
scientific and technological advances and to translate such advances into reliable, commercially competitive drugs on
a timely basis. Drugs that we may develop are not likely to be commercially available for a few years. The proposed
development schedules for our drug candidates may be affected by a variety of factors, including technological
difficulties, proprietary technology of others, and changes in government regulation, many of which will not be within
our control. Any delay in the development, introduction or marketing of our drug candidates could result either in
such drugs being marketed at a time when their cost and performance characteristics would not be competitive in the
marketplace or in the shortening of their commercial lives. In light of the long-term nature of our projects, the
unproven technology involved and the other factors described elsewhere in “Risk Factors”, we may not be able to
complete successfully the development or marketing of any drugs.

We may fail to successfully develop and commercialize our drug candidates because they:

· are found to be unsafe or ineffective in clinical trials;

· do not receive necessary approval from the FDA or foreign regulatory agencies;

· fail to conform to a changing standard of care for the diseases they seek to treat; or

· are less effective or more expensive than current or alternative treatment methods.

Drug development failure can occur at any stage of clinical trials and as a result of many factors and there can be no
assurance that we or our collaborators will reach our anticipated clinical targets. Even if we or our collaborators
complete our clinical trials, we do not know what the long-term effects of exposure to our drug candidates will be.
Furthermore, our drug candidates may be used in combination with other treatments and there can be no assurance
that such use will not lead to unique safety issues. Failure to complete clinical trials or to prove that our drug
candidates are safe and effective would have a material adverse effect on our ability to generate revenue and could
require us to reduce the scope of or discontinue our operations.

We must comply with significant and complex government regulations, compliance with which may delay or
prevent the commercialization of our drug candidates.
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The R&D, manufacture and marketing of drug candidates are subject to regulation, primarily by the FDA in the
United States and by comparable authorities in other countries. These national agencies and other federal, state, local
and foreign entities regulate, among other things, R&D activities (including testing in primates and in humans) and the
testing, manufacturing, handling, labeling, storage, record keeping, approval, advertising and promotion of the
products that we are developing. Noncompliance with applicable requirements can result in various adverse
consequences, including approval delays or refusals to approve drug licenses or other applications, suspension or
termination of clinical investigations, revocation of approvals previously granted, fines, criminal prosecution, recalls
or seizures of products, injunctions against shipping drugs and total or partial suspension of production and/or refusal
to allow a company to enter into governmental supply contracts.

The process of obtaining FDA approval has historically been costly and time consuming. Current FDA requirements
for a new human drug or biological product to be marketed in the United States include:

· the successful conclusion of pre-clinical laboratory and animal tests, if appropriate, to gain
preliminary information on the product’s safety;

9

Edgar Filing: CLEVELAND BIOLABS INC - Form SB-2

21



· filing with the FDA of an IND application to conduct human clinical trials for drugs or biologics;

· the successful completion of adequate and well-controlled human clinical investigations to establish
the safety and efficacy of the product for its recommended use; and

· filing by a company and acceptance and approval by the FDA of a New Drug Application, or NDA,
for a drug product or a biological license application, or BLA, for a biological product, to allow
commercial distribution of the drug or biologic.

A delay in one or more of the procedural steps outlined above could be harmful to us in advancing our drug candidates
through clinical testing and to market.

The FDA reviews the results of the clinical trials and may order the temporary or permanent discontinuation of
clinical trials at any time if it believes the drug candidate exposes clinical subjects to an unacceptable health risk.
Investigational drugs used in clinical studies must be produced in compliance with current good manufacturing
practice, or GMP, rules pursuant to FDA regulations.

Sales outside the United States of products that we develop will also be subject to regulatory requirements governing
human clinical trials and marketing for drugs and biological products and devices. The requirements vary widely from
country to country, but typically the registration and approval process takes several years and requires significant
resources. In most cases, even if the FDA has not approved a product for sale in the United States, the product may be
exported to any country if it complies with the laws of that country and has valid marketing authorization by the
appropriate authority. There are specific FDA regulations that govern this process.

We also are subject to the following regulatory risks and obligations, among others:

· The FDA or foreign regulators may interpret data from pre-clinical testing and clinical trials
differently than we interpret them.

· If regulatory approval of a product is granted, the approval may be limited to specific indications or
limited with respect to its distribution. In addition, many foreign countries control pricing and
coverage under their respective national social security systems.

· The FDA or foreign regulators may not approve our manufacturing processes or manufacturing
facilities.

· The FDA or foreign regulators may change their approval policies or adopt new regulations.

· Even if regulatory approval for any product is obtained, the marketing license will be subject to
continual review, and newly discovered or developed safety or effectiveness data may result in
suspension or revocation of the marketing license.

· If regulatory approval of the product candidate is granted, the marketing of that product would be
subject to adverse event reporting requirements and a general prohibition against promoting
products for unapproved or “off-label” uses.

· In some foreign countries, we may be subject to official release requirements that require each batch
of the product we produce to be officially released by regulatory authorities prior to its distribution
by us.
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· We will be subject to continual regulatory review and periodic inspection and approval of
manufacturing modifications, including compliance with current GMP regulations.

We can provide no assurance that our drug candidates will obtain regulatory approval or that the results of clinical
studies will be favorable.

The testing, marketing and manufacturing of any product for use in the United States 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. For example, the FDA raised concerns in connection with the clinical
study regimens for Curaxin CBLC102 because part of our demonstration with respect to safety relies on samples of a
previously marketed formulation of a related compound, which is no longer available. 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 drug and failure to receive such approvals would
have an adverse effect on the drug’s potential commercial success and on our business, prospects, financial condition
and results of operations. In addition, it is possible that a proposed drug 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 proposed drug from the market. To the extent that our success will
depend on any regulatory approvals from government authorities outside of the United States that perform roles
similar to that of the FDA, uncertainties similar to those stated above will also exist.
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Even if we obtain regulatory approvals, our marketed drug candidates will be subject to ongoing regulatory review.
If we fail to comply with continuing U.S. and foreign regulations, we could lose our approvals to market these
drugs and our business would be seriously harmed. 

Following any initial regulatory approval of any drugs we may develop, we will also be subject to continuing
regulatory review, including the review of adverse experiences and clinical results that are reported after our drug
candidates are made commercially available. This would include results from any post-marketing tests or vigilance
required as a condition of approval. The manufacturer and manufacturing facilities we use to make any of our drug
candidates will also be subject to periodic review and inspection by the FDA. The discovery of any previously
unknown problems with the drug, manufacturer or facility may result in restrictions on the drug or manufacturer or
facility, including withdrawal of the drug from the market. We do not have, and currently do not intend to develop, the
ability to manufacture material for our clinical trials or on a commercial scale. Reliance on third-party manufacturers
entails risks to which we would not be subject if we manufactured drugs ourselves, including reliance on the
third-party manufacturer for regulatory compliance. Our drug promotion and advertising is also subject to regulatory
requirements and continuing FDA review.

Development of our drug candidates requires a significant investment in R&D. Our R&D expenses in turn, are
subject to variation based on a number of factors, many of which are outside of our control. A sudden or
significant increase in our R&D expenses could materially and adversely impact our results of operations.

Because we expect to expend substantial resources on R&D, our success depends in large part on the results as well as
the costs of our R&D. A failure in our R&D efforts or substantial increase in our R&D expenses would adversely
affect our results of operations. R&D expenditures are uncertain and subject to much fluctuation. Factors affecting our
R&D expenses include, but are not limited to:

· the number and outcome of clinical studies we are planning to conduct; for example, our R&D expenses
may increase based on the number of late-stage clinical studies that we may be required to conduct;

· the number of drugs entering into development from late-stage research; for example, there is no
guarantee that internal research efforts will succeed in generating sufficient data for us to make a positive
development decision or that an external candidate will be available on terms acceptable to us, and some
promising candidates may not yield sufficiently positive pre-clinical results to meet our stringent
development criteria;

· licensing activities, including the timing and amount of related development funding or milestone
payments; for example, we may enter into agreements requiring us to pay a significant up-front fee for the
purchase of in-process R&D that we may record as R&D expense; or

· future levels of revenue; R&D as a percentage of future potential revenues can fluctuate with changes in
future levels of revenue and lower revenues can lead to less spending on R&D efforts.

If we lose our funding from R&D grants, we may not be able to fund future R&D and implement technological
improvements, which would materially harm our operating results.

We received $1,503,214 or 88% of our revenues in 2006 from grant and contract development work in connection
with grants from the NIH, NASA and the Defense Advanced Research Projects Agency or DARPA (Department of
Defense), as well as from universities and commercial companies related to drug development efforts for our
radioprotectants and anticancer development work. We received $999,556 in grant revenue in 2005, which
represented 87.8% of our total revenues in 2005. From our inception through May 2007, we have received fundable
scores for grants totaling $5,545,000. We have also received $1 million in funding from the State of New York and
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will receive an additional $2 million from the State of New York over the next 12 months. Also, we plan to submit
new applications for grants totaling $6,610,000.

In addition, prior to our initial public offering, we historically received approximately 30% of our grant revenues
through the SBIR and Small Business Technology Transfer grant programs. As a result of our growth, we have ceased
to be eligible for SBIR grant programs, and therefore no longer qualify to receive these grants. These revenues have
funded some of our personnel and other R&D costs and expenses. If other new grants and contracts are not awarded in
the future, our ability to fund future R&D and implement technological improvements would be diminished, which
would negatively impact our ability to compete in our industry.

11

Edgar Filing: CLEVELAND BIOLABS INC - Form SB-2

25



We are subject to numerous risks inherent in conducting clinical trials, any of which could delay or prevent us
from developing or commercializing our drug candidates.

Before obtaining required regulatory approvals for the commercial sale of any of our drug candidates, we must
demonstrate through pre-clinical testing and clinical trials that our drug candidates are safe and effective for use in
humans. We must outsource our clinical trials to third parties. Delays in finalizing agreements for the conduct of these
trials could delay commencement or completion of the trials.

Agreements with clinical investigators and medical institutions for clinical testing and with other third parties for data
management services place substantial responsibilities on these parties, which could result in delays in, or termination
of, our clinical trials if these parties fail to perform as expected. For example, if any of our clinical trial sites fail to
comply with FDA-approved good clinical practices, we may be unable to use the data gathered at those sites. If these
clinical investigators, medical institutions or other third parties do not carry out their contractual duties or obligations
or fail to meet expected deadlines, or if the quality or accuracy of the clinical data they obtain is compromised due to
their failure to adhere to our clinical protocols or for other reasons, our clinical trials may be extended, delayed or
terminated, and we may be unable to obtain regulatory approval for or successfully commercialize Protectan
CBLB502, Curaxin CBLC102 or other drug candidates.

We or regulators may suspend or terminate our clinical trials for a number of reasons. We may voluntarily suspend or
terminate our clinical trials if at any time we believe that they present an unacceptable risk to the patients enrolled in
our clinical trials. In addition, regulatory agencies may order the temporary or permanent discontinuation of our
clinical trials at any time if they believe that the clinical trials are not being conducted in accordance with applicable
regulatory requirements or that they present an unacceptable safety risk to the patients enrolled in our clinical trials.

Our clinical trial operations will be subject to regulatory inspections at any time. If regulatory inspectors conclude that
we or our clinical trial sites are not in compliance with applicable regulatory requirements for conducting clinical
trials, we may receive reports of observations or warning letters detailing deficiencies, and we will be required to
implement corrective actions. If regulatory agencies deem our responses to be inadequate, or are dissatisfied with the
corrective actions that we or our clinical trial sites have implemented, our clinical trials may be temporarily or
permanently discontinued, we may be fined, we or our investigators may be precluded from conducting any ongoing
or any future clinical trials, the government may refuse to approve our marketing applications or allow us to
manufacture or market our drug candidates, or we may be criminally prosecuted.

Certain of our drug candidates may be subject to the orphan drug provisions of the Federal Food, Drug, and
Cosmetic Act, which, even if successfully marketed, may not yield sufficient returns to make us profitable.

We intend to seek orphan drug status with respect to Curaxin CBLC102. The orphan drug provisions of the Federal
Food, Drug, and Cosmetic Act provide incentives to drug and biologic manufacturers to develop and manufacture
drugs for the treatment of rare diseases, currently defined as diseases that exist in fewer than 200,000 individuals in
the U.S. or, for a disease that affects more than 200,000 individuals in the U.S., where the sponsor does not
realistically anticipate that its drug will become profitable. We believe that Curaxin CBLC102 may qualify as an
orphan drug for purposes of treatment of hormone refractory prostate cancer, RCC and soft-tissue sarcoma. Under
these provisions, a manufacturer of a designated orphan drug can seek tax benefits, and the holder of the first
designated orphan drug approved by the FDA will be granted a seven-year period of marketing exclusivity for that
drug. There is no assurance that we will receive orphan drug status for Curaxin CBLC102. Even if we do receive
orphan drug status, while the marketing exclusivity of an orphan drug would prevent other sponsors from obtaining
approval of the same compound for the same indication, it would not prevent other types of drugs from being
approved for the same indication and therefore may not provide sufficient protection against competitive products.
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Efforts of government and third-party payors to contain or reduce the costs of health care may adversely affect our
revenues.

Our ability to earn sufficient returns on our drug candidates may depend in part on the extent to which government
health administration authorities, private health coverage insurers and other organizations will provide reimbursement
for the costs of such drugs and related treatments. Significant uncertainty exists as to the reimbursement status of
newly approved health care drugs, and we do not know whether adequate third-party coverage will be available for
our drug candidates. If our current and proposed drugs are not considered cost-effective, reimbursement to the
consumers may not be available or sufficient to allow us to sell drugs on a competitive basis. The failure of the
government and third-party payors to provide adequate coverage and reimbursement rates for our drug candidates
could adversely affect the market acceptance of our drug candidates, our competitive position and our financial
performance.

If we fail to comply with applicable continuing regulatory requirements, we may be subject to fines, suspension or
withdrawal of regulatory approval, product recalls and seizures, operating restrictions and criminal prosecutions.  
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Confidentiality agreements with employees and others may not adequately prevent disclosure of trade secrets and
other proprietary information. Disclosure of our trade secrets or proprietary information could compromise any
competitive advantage that we have.

We depend upon confidentiality agreements with our officers, employees, consultants, and subcontractors to maintain
the proprietary nature of the technology. These measures may not afford us sufficient or complete protection, and may
not afford an adequate remedy in the event of an unauthorized disclosure of confidential information. In addition,
others may independently develop technology similar to ours, otherwise avoiding the confidentiality agreements, or
produce patents that would materially and adversely affect our business, prospects, financial condition, and results of
operations.

We will rely upon licensed patents to protect our technology. We may be unable to obtain or protect such
intellectual property rights, and we may be liable for infringing upon the intellectual property rights of others.

Our ability to compete effectively will depend on our ability to maintain the proprietary nature of our technologies and
the proprietary technology of others with which we have entered into licensing agreements. We have exclusively
licensed 13 patent applications from the Cleveland Clinic and have filed three patent applications on our own. There
can be no assurance that any of these patent applications will ultimately result in the issuance of a patent with respect
to the technology owned by us or licensed to us. The patent position of pharmaceutical or biotechnology companies,
including ours, is generally uncertain and involves complex legal and factual considerations. The standards that the
United States Patent and Trademark Office use to grant patents are not always applied predictably or uniformly and
can change. There is also no uniform, worldwide policy regarding the subject matter and scope of claims granted or
allowable in pharmaceutical or biotechnology patents. Accordingly, we do not know the degree of future protection
for our proprietary rights or the breadth of claims that will be allowed in any patents issued to us or to others. Further,
we rely on a combination of trade secrets, know-how, technology and nondisclosure, and other contractual agreements
and technical measures to protect our rights in the technology. If any trade secret, know-how or other technology not
protected by a patent were to be disclosed to or independently developed by a competitor, our business and financial
condition could be materially adversely affected.

We do not believe that any of the drug candidates we are currently developing infringe upon the rights of any third
parties nor are they infringed upon by third parties; however, there can be no assurance that our technology will not be
found in the future to infringe upon the rights of others or be infringed upon by others. In such a case, others may
assert infringement claims against us, and should we be found to infringe upon their patents, or otherwise
impermissibly utilize their intellectual property, we might be forced to pay damages, potentially including treble
damages, if we are found to have willfully infringed on such parties’ patent rights. In addition to any damages we
might have to pay, we may be required to obtain licenses from the holders of this intellectual property, enter into
royalty agreements, or redesign our drug candidates so as not to utilize this intellectual property, each of which may
prove to be uneconomical or otherwise impossible. Conversely, we may not always be able to successfully pursue our
claims against others that infringe upon our technology and the technology exclusively licensed from the Cleveland
Clinic. Thus, the proprietary nature of our technology or technology licensed by us may not provide adequate
protection against competitors.

Moreover, the cost to us of any litigation or other proceeding relating to our patents and other intellectual property
rights, even if resolved in our favor, could be substantial, and the litigation would divert our management’s efforts.
Uncertainties resulting from the initiation and continuation of any litigation could limit our ability to continue our
operations.

Other companies or organizations may assert patent rights that prevent us from developing and commercializing
our drug candidates. 
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We are in a relatively new scientific field that has generated many different patent applications from organizations and
individuals seeking to obtain important patents in the field. Because the field is so new, very few of these patent
applications have been fully processed by government patent offices around the world, and there is a great deal of
uncertainty about which patents will issue, when, to whom, and with what claims. It is likely that there will be
significant litigation and other proceedings, such as interference proceedings in various patent offices, relating to
patent rights in the field. Others may attempt to invalidate our patents or other intellectual property rights. Even if our
rights are not directly challenged, disputes among third parties could lead to the weakening or invalidation of those
intellectual property rights.

Thus, it is possible that one or more organizations will hold patent rights to which we will need a license. Any license
required under any patent may not be made available on commercially acceptable terms, if at all. In addition, such
licenses are likely to be non-exclusive and, therefore, our competitors may have access to the same technology
licensed to us. If we fail to obtain a required license and are unable to design around a patent, we may be unable to
effectively market some of our technology and drug candidates, which could limit our ability to generate revenues or
achieve profitability and possibly prevent us from generating revenue sufficient to sustain our operations.

We are dependent upon our license agreement with the Cleveland Clinic, as well as proprietary technology of
others. If we lose the right to utilize any of the proprietary information that is the subject of the Cleveland Clinic
license agreement or any of the other third-party proprietary technology on which we depend, we may incur
substantial delays and costs in development of our drug candidates.

The manufacture and sale of any products developed by us may involve the use of processes, products or information,
the rights to certain of which are owned by others. Although we have obtained licenses with regard to the use of the
Cleveland Clinic’s patent applications as described above and certain processes, products and information of others, we
cannot assure you that such licenses will not be terminated or expire during critical periods, that we will be able to
obtain licenses for other rights that may be important to us, or, if obtained, that such licenses will be obtained on
commercially reasonable terms. While we have no reason to believe that our licenses will be terminated and our
material licenses have no definitive expiration date, such licenses may be terminated if we breach certain material
provisions and fail to cure the breach in a certain period of time. If we are unable to maintain and/or obtain third-party
licenses, we may have to develop alternatives to avoid infringing upon the patents of others, potentially causing
increased costs and delays in drug development and introduction or preclude the development, manufacture, or sale of
planned products. Additionally, we can provide no assurance that the patents underlying any licenses will be valid and
enforceable. To the extent any drugs developed by us are based on licensed technology, royalty payments on the
licenses will reduce our gross profit from drug sales and may render the sales of such drugs uneconomical.
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If we fail to comply with our obligations under our license agreement with the Cleveland Clinic, we could lose our
license rights that are necessary for developing our drug candidates.

Our current exclusive license with the Cleveland Clinic imposes various development, royalty, diligence, record
keeping, insurance and other obligations on us. If we breach any of these obligations and do not cure such breaches
within the 90 day period provided, the licensor may have the right to terminate the license, which could result in us
being unable to develop, manufacture and sell products that are covered by the licensed technology or enable a
competitor to gain access to the licensed technology. In addition, while we cannot currently determine the dollar
amount of the royalty obligations we will be required to pay on sales of future products, if any, the amounts may be
significant. The dollar amount of our future royalty obligations will depend on the technology and intellectual
property we use in products that we successfully develop and commercialize, if any. Therefore, even if we
successfully develop and commercialize products, we may be unable to achieve or maintain profitability.

We will rely upon third-party manufacturers to manufacture our drug candidates. If these third-party
manufacturers fail to produce our drug candidates in the volumes that we require on a timely basis, or to comply
with stringent regulations applicable to pharmaceutical or drug manufacturers, we may face delays in the delivery
of, or be unable to meet demand for, our drug candidates.

We do not intend to establish or operate facilities to manufacture our drug candidates and therefore will be dependent
upon third parties to do so. As we develop new products or increase sales of any existing product, we must establish
and maintain relationships with manufacturers to produce and package sufficient supplies of our finished
pharmaceutical products. Reliance on third party manufacturing presents the following risks:

· delays in the delivery of quantities needed for multiple clinical trials or failure to manufacture such
quantities to our specifications, either of which could cause delays in clinical trials, regulatory
submissions or commercialization of our drug candidates;

· inability to fulfill our commercial needs in the event market demand for our drug candidates
suddenly increases, which may require us to seek new manufacturing arrangements, which, in turn,
could be expensive and time consuming; or

· ongoing inspections by the FDA and other regulatory authorities for compliance with rules,
regulations and standards, the failure to comply with may subject us to, among other things, product
seizures, recalls, fines, injunctions, suspensions or revocations of marketing licenses, operating
restrictions and criminal prosecution.

Our collaborative relationships with third parties could cause us to expend significant resources and incur
substantial business risk with no assurance of financial return.

We anticipate substantial reliance upon strategic collaborations for marketing and the commercialization of our drug
candidates and we may rely even more on strategic collaborations for R&D of our other drug candidates. Our business
depends on our ability to sell drugs to both government agencies and to the general pharmaceutical market. Offering
our drug candidates for non-medical applications to government agencies does not require us to develop new sales,
marketing or distribution capabilities beyond those already existing in the company. Selling anticancer drugs,
however, does require such development. We plan to sell anticancer drugs through strategic partnerships with
pharmaceutical companies. If we are unable to establish or manage such strategic collaborations on terms favorable to
us in the future, our revenue and drug development may be limited. To date, we have not entered into any strategic
collaborations with third parties capable of providing these services. In addition, we have not yet marketed or sold any
of our drug candidates or entered into successful collaborations for these services in order to ultimately commercialize
our drug candidates.
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If we determine to enter into R&D collaborations during the early phases of drug development, our success will in
part depend on the performance of our research collaborators. We will not directly control the amount or timing of
resources devoted by our research collaborators to activities related to our drug candidates. Our research collaborators
may not commit sufficient resources to our programs. If any research collaborator fails to commit sufficient resources,
our preclinical or clinical development programs related to this collaboration could be delayed or terminated. Also,
our collaborators may pursue existing or other development-stage products or alternative technologies in preference to
those being developed in collaboration with us. Finally, if we fail to make required milestone or royalty payments to
our collaborators or to observe other obligations in our agreements with them, our collaborators may have the right to
terminate those agreements.
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Manufacturers producing our drug candidates must follow current GMP regulations enforced by the FDA and foreign
equivalents. If a manufacturer of our drug candidates does not conform to the current GMP regulations and cannot be
brought up to such a standard, we will be required to find alternative manufacturers that do conform. This may be a
long and difficult process, and may delay our ability to receive FDA or foreign regulatory approval of our drug
candidates and cause us to fall behind on our business objectives.

Establishing strategic collaborations is difficult and time-consuming. Our discussion with potential collaborators may
not lead to the establishment of collaborations on favorable terms, if at all. Potential collaborators may reject
collaborations based upon their assessment of our financial, regulatory or intellectual property position. Even if we
successfully establish new collaborations, these relationships may never result in the successful development or
commercialization of our drug candidates or the generation of sales revenue. To the extent that we enter into
collaborative arrangements, our drug revenues are likely to be lower than if we directly marketed and sold any drugs
that we may develop.

Management of our relationships with our collaborators will require:

· significant time and effort from our management team;

· coordination of our marketing and R&D programs with the marketing and R&D priorities of our
collaborators; and

· effective allocation of our resources to multiple projects.

As a consequence of our business, we are inherently at risk for product liability claims against us. If our insurance
coverage for those claims is inadequate, we may incur substantial liabilities.

We face an inherent risk of product liability exposure related to the testing of our drug candidates in human clinical
trials and will face an even greater risk if the drug candidates are sold commercially or otherwise distributed. An
individual may bring a liability claim against us if one of the drug candidates causes, or merely appears to have
caused, an injury. With respect to non-medical applications of Protectan CBLB502 pursuant to the Project BioShield
Act of 2004, we do not believe the absence of certain typical regulatory requirements such as Phase II or Phase III
testing will limit or diminish our potential liability exposure. If we cannot successfully defend ourselves against the
product liability claim, we will incur substantial liabilities. Regardless of merit or eventual outcome, liability claims
may result in:

· decreased demand for our drug candidates;

· injury to our reputation;

· withdrawal of clinical trial participants;

· costs of related litigation;

· diversion of our management’s time and attention;

· substantial monetary awards to patients or other claimants;

· loss of revenues;

· the inability to commercialize drug candidates; and
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· increased difficulty in raising required additional funds in the private and public capital markets.

We currently have product liability insurance relating to our ongoing clinical trials. We intend to expand such
coverage to include the sale of commercial drugs if marketing approval is obtained for any of our drug candidates.
However, insurance coverage is increasingly expensive. We may not be able to maintain insurance coverage at a
reasonable cost and we may not be able to obtain insurance coverage that will be adequate to satisfy any liability that
may arise.

We employ the use at our laboratories of certain chemical and biological agents and compounds that may be
deemed hazardous and we are therefore subject to various environmental laws and regulations. Compliance with
these laws and regulations may result in significant costs, which could materially reduce our ability to become
profitable.

We use hazardous materials, including chemicals and biological agents and compounds that could be dangerous to
human health and safety or the environment. As appropriate, we safely store these materials and wastes resulting from
their use at our laboratory facility pending their ultimate use or disposal. We contract with a third party to properly
dispose of these materials and wastes. We are subject to a variety of federal, state and local laws and regulations
governing the use, generation, manufacture, storage, handling and disposal of these materials and wastes. We may
incur significant costs complying with environmental laws and regulations adopted in the future.
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If we use biological and hazardous materials in a manner that causes injury, we may be liable for damages.

Our R&D and manufacturing activities will involve the use of biological and hazardous materials. Although we
believe our safety procedures for handling and disposing of these materials comply with federal, state and local laws
and regulations, we cannot entirely eliminate the risk of accidental injury or contamination from the use, storage,
handling or disposal of these materials. We carry limited biological or hazardous waste insurance coverage, workers
compensation or property and casualty and general liability insurance policies, which include coverage for damages
and fines arising from biological or hazardous waste exposure or contamination. Accordingly, in the event of
contamination or injury, we could be held liable for damages or penalized with fines in an amount exceeding our
resources and insurance coverages, and our clinical trials or regulatory approvals could be suspended.

With our limited resources, we may be unable to effectively manage growth.

As of June 13, 2007, we have 37 employees and several consultants and independent contractors. We intend to expand
our operations and staff materially. Our new employees will include a number of key managerial, technical, financial,
R&D and operations personnel who will not have been fully integrated into our operations. We expect the expansion
of our business to place a significant strain on our limited managerial, operational and financial resources. We will be
required to expand our operational and financial systems significantly and to expand, train and manage our work force
in order to manage the expansion of our operations. Our failure to fully integrate our new employees into our
operations could have a material adverse effect on our business, prospects, financial condition and results of
operations.

We may not be able to attract and retain highly skilled personnel.

Our ability to attract and retain highly skilled personnel is critical to our operations and expansion. We face
competition for these types of personnel from other pharmaceutical companies and more established organizations,
many of which have significantly larger operations and greater financial, technical, human and other resources than
us. We may not be successful in attracting and retaining qualified personnel on a timely basis, on competitive terms,
or at all. If we are not successful in attracting and retaining these personnel, our business, prospects, financial
condition and results of operations will be materially and adversely affected.

We depend upon our senior management and key consultants and their loss or unavailability could put us at a
competitive disadvantage.

We currently depend upon the efforts and abilities of our management team, as well as the services of several key
consultants. The loss or unavailability of the services of any of these individuals for any significant period of time
could have a material adverse effect on our business, prospects, financial condition and results of operations. We have
not obtained, do not own, nor are we the beneficiary of, key-person life insurance.

Political or social factors may delay or impair our ability to market our drug candidates.

Drugs developed to treat diseases caused by or to combat the threat of bio-terrorism will be subject to changing
political and social environments. The political and social responses to bio-terrorism have been highly charged and
unpredictable. Political or social pressures may delay or cause resistance to bringing our drug candidates to market or
limit pricing of our drug candidates, which would harm our business. Changes to favorable laws, such as the Project
BioShield Act, could have a material adverse effect on our ability to generate revenue and could require us to reduce
the scope of or discontinue our operations.

There may be conflicts of interest among our officers, directors and stockholders.

Edgar Filing: CLEVELAND BIOLABS INC - Form SB-2

34



Our executive officers and directors and their affiliates may engage in other activities and have interests in other
entities on their own behalf or on behalf of other persons. Neither we nor any of our stockholders will have any rights
in these ventures or their income or profits. In particular:

· Our executive officers or directors or their affiliates may have an economic interest in, or other business
relationship with, partner companies that invest in us.

· Our executive officers or directors or their affiliates may have interests in entities that provide products or
services to us.

In any of these cases:

· Our executive officers or directors may have a conflict between our current interests and their personal
financial and other interests in another business venture.
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· Our executive officers or directors may have conflicting fiduciary duties to us and the other entity.

· The terms of transactions with the other entity may not be subject to arm’s length negotiations and
therefore may be on terms less favorable to us than those that could be procured through arm’s length
negotiations.

We expect to enter into contracts with various U.S. government agencies. U.S. government agencies have special
contracting requirements that give the government agency various rights or impose on the other party various
obligations that can make the contracts less favorable to the non-government party. Consequently, if a large
portion of our revenue is attributable to these contracts, our business may be adversely affected should the
governmental parties exercise any of these additional rights or impose any of these additional obligations.

We intend to enter into contracts with various U.S. government agencies. Substantially all of our revenue may be
derived from government contracts and grants. In contracting with government agencies, we will be subject to various
federal contract requirements. Future sales to U.S. government agencies will depend, in part, on our ability to meet
these requirements, certain of which we may not be able to satisfy.

U.S. government contracts typically contain unfavorable termination provisions and are subject to audit and
modification by the government at its sole discretion, which subjects us to additional risks. These risks include the
ability of the U.S. government to unilaterally:

· suspend or prevent us for a set period of time from receiving new contracts or extending existing
contracts based on violations or suspected violations of laws or regulations;

· terminate our existing contracts;

· reduce the scope and value of our existing contracts;

· audit and object to our contract-related costs and fees, including allocated indirect costs;

· control and potentially prohibit the export of our drug candidates; and

· change certain terms and conditions in our contracts.

The U.S. government may terminate any of its contracts with us either for its convenience or if we default by failing to
perform in accordance with the contract schedule and terms. Termination for convenience provisions generally enable
us to recover only our costs incurred or committed, and settlement expenses and profit on the work completed prior to
termination. Termination for default provisions do not permit these recoveries and make us liable for excess costs
incurred by the U.S. government in procuring undelivered items from another source.

As a U.S. government contractor, we may become subject to periodic audits and reviews. Based on the results of these
audits, the U.S. government may adjust our contract-related costs and fees, including allocated indirect costs. As part
of any such audit or review, the U.S. government may review the adequacy of, and our compliance with, our internal
control systems and policies, including those relating to our purchasing, property, compensation and/or management
information systems. In addition, if an audit or review uncovers any improper or illegal activity, we may be subject to
civil and criminal penalties and administrative sanctions, including termination of our contracts, forfeiture of profits,
suspension of payments, fines and suspension or prohibition from doing business with the U.S. government. We could
also suffer serious harm to our reputation if allegations of impropriety were made against us. In addition, under U.S.
government purchasing regulations, some of our costs, including most financing costs, amortization of intangible
assets, portions of our R&D costs and some marketing expenses, may not be reimbursable or allowed under our
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contracts. Further, as a U.S. government contractor, we may become subject to an increased risk of investigations,
criminal prosecution, civil fraud, whistleblower lawsuits and other legal actions and liabilities to which purely private
sector companies are not.

We may fail to obtain contracts to supply the U.S. government, and we may be unable to commercialize our drug
candidates.

The U.S. government has undertaken commitments to help secure improved countermeasures against bio-terrorism.
The process of obtaining government contracts is lengthy and uncertain, and we must compete for each contract.
Moreover, the award of one government contract does not necessarily secure the award of future contracts covering
the same drug. If the U.S. government makes significant future contract awards for the supply of its emergency
stockpile to our competitors, our business will be harmed and it is unlikely that we will be able to ultimately
commercialize our competitive drug candidate.

In addition, the determination of when and whether a drug is ready for large scale purchase and potential use will be
made by the government through consultation with a number of government agencies, including the FDA, the NIH,
the Centers for Disease Control, and the Department of Homeland Security. Congress has approved measures to
accelerate the development of bio-defense drugs through NIH funding, the review process by the FDA and the final
government procurement contracting authority. While this may help speed the approval of our drug candidates, it may
also encourage competitors to develop their own drug candidates.
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The market for treating exposure to nuclear or radiological events is uncertain.

We do not believe that any drug has been approved and commercialized for treatment of large-scale radiation injury.
Indeed, the incidence of large-scale exposure has been low. Accordingly, even if Protectan CBLB502 is approved by
regulatory authorities, we cannot predict with certainty the size of the market, if any.

The U.S. government’s commitment to funding the development of radioprotectant drugs under the Project
BioShield Act is uncertain, and if it decides to curtail or limit allocations to radioprotectant drugs, it would
materially harm our results of operations.

The potential market for Protectan CBLB502 is largely dependent on the size of procurement contracts, if any, from
the U.S. government. While a number of federal contracts have historically been made by the U.S. government under
the Project BioShield Act of 2004 to procure drugs to treat indications such as anthrax exposure and certain long-term
effects of radiation exposure, we are unaware of any significant contract for drugs to treat radiation injury due to
exposure to radiation. Any decision by the U.S. government to enter into a commitment to purchase Protectan
CBLB502 prior to FDA approval could possibly occur if there are serious threats or accidents, but this possibility is
remote and beyond our control. Our development plans and timelines may vary substantially depending on whether
we receive such a commitment and the size of such commitment prior to FDA approval. In addition, even if Protectan
CBLB502 is approved by regulatory authorities, we cannot guarantee that we will receive any procurement contracts
or that any such contract would be profitable to us or that Protectan CBLB502 will achieve market acceptance by the
general public.

If the U.S. government fails to continue funding bio-defense drug candidate development efforts or fails to
purchase sufficient quantities of any future bio-defense drug candidate, we may be unable to generate sufficient
revenues to continue operations.

We hope to receive funding from the U.S. government for the development of our bio-defense drug candidates.
Changes in government budgets and agendas, however, may result in future funding being decreased and
de-prioritized, and government contracts typically contain provisions that permit cancellation in the event that funds
are unavailable to the government agency. Furthermore, we cannot be certain of the timing of any future funding, and
substantial delays or cancellations of funding could result from protests or challenges from third parties. If the U.S.
government fails to continue to adequately fund R&D programs, we may be unable to generate sufficient revenues to
continue operations. Similarly, if we develop a drug candidate that is approved by the FDA, but the U.S. government
does not place sufficient orders for this drug, our future business may be harmed.

Risks Related to the Biotechnology/Biopharmaceutical Industry

The biotechnology and biopharmaceutical industries are characterized by rapid technological developments and a
high degree of competition. We may be unable to compete with enterprises equipped with more substantial
resources than us.

The biotechnology and biopharmaceutical industries are characterized by rapid technological developments and a high
degree of competition based primarily on scientific and technological factors. These factors include the availability of
patent and other protection for technology and products, the ability to commercialize technological developments and
the ability to obtain government approval for testing, manufacturing and marketing. We compete with specialized
biopharmaceutical firms in the United States, Europe and elsewhere, as well as a growing number of large
pharmaceutical companies that are applying biotechnology to their operations. Many biopharmaceutical companies
have focused their development efforts in the human therapeutics area, including cancer. Many major pharmaceutical
companies have developed or acquired internal biotechnology capabilities or made commercial arrangements with
other biopharmaceutical companies. These companies, as well as academic institutions, government agencies and
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private research organizations, also compete with us in recruiting and retaining highly qualified scientific personnel
and consultants. Our ability to compete successfully with other companies in the pharmaceutical field will also depend
to a considerable degree on the continuing availability of capital to us.

We are aware of numerous products under development or manufactured by competitors that are used for the
prevention or treatment of certain diseases we have targeted for drug development. Various companies, such as
Hollis-Eden, are developing biopharmaceutical products that potentially directly compete with our non-medical
application drug candidates even though their approach to such treatment is different.

We expect that our drug candidates under development and in clinical trials will also address major markets within the
cancer sector. Our competition will be determined in part by the potential indications for which drugs are developed
and ultimately approved by regulatory authorities. Additionally, the timing of the market introduction of some of our
potential drugs or of competitors’ products may be an important competitive factor. Accordingly, the relative speed
with which we can develop drugs, complete pre-clinical testing, clinical trials, approval processes and supply
commercial quantities to market are important competitive factors. We expect that competition among drugs approved
for sale will be based on various factors, including product efficacy, safety, reliability, availability, price and patent
protection.
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The successful development of biopharmaceuticals is highly uncertain. A variety of factors including, pre-clinical
study results or regulatory approvals, could cause us to abandon development of our drug candidates.

Successful development of biopharmaceuticals is highly uncertain and is dependent on numerous factors, many of
which are beyond our control. Products that appear promising in the early phases of development may fail to reach the
market for several reasons including:

· pre-clinical study results that may show the product to be less effective than desired (e.g., the study
failed to meet its primary objectives) or to have harmful or problematic side effects;

· failure to receive the necessary regulatory approvals or a delay in receiving such approvals. Among
other things, such delays may be caused by slow enrollment in clinical studies, length of time to
achieve study endpoints, additional time requirements for data analysis or a BLA, preparation,
discussions with the FDA, an FDA request for additional pre-clinical or clinical data or unexpected
safety or manufacturing issues;

· manufacturing costs, pricing or reimbursement issues, or other factors that make the product not
economical; and

· the proprietary rights of others and their competing products and technologies that may prevent the
product from being commercialized.

Success in pre-clinical and early clinical studies does not ensure that large-scale clinical studies will be successful.
Clinical results are frequently susceptible to varying interpretations that may delay, limit or prevent regulatory
approvals. The length of time necessary to complete clinical studies and to submit an application for marketing
approval for a final decision by a regulatory authority varies significantly from one product to the next, and may be
difficult to predict.

Risks Related to the Securities Markets and Investments in Our Common Stock

The price of our common stock may be subject to extreme price fluctuations that could adversely affect your
investment.

The trading price of our common stock may fluctuate substantially. The price of the common stock that will prevail in
the market may be higher or lower than the price you have paid, depending on many factors, some of which are
beyond our control and may not be related to our operating performance. These fluctuations could cause you to lose
part or all of your investment in our common stock. Factors that could cause fluctuations include, but are not limited
to, the following:

· price and volume fluctuations in the overall stock market from time to time;

· fluctuations in stock market prices and trading volumes of similar companies;

· actual or anticipated changes in our earnings or fluctuations in our operating results or in the
expectations of securities analysts;

· general economic conditions and trends;

· major catastrophic events;
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· sales of large blocks of our stock;

· departures of key personnel;

· changes in the regulatory status of our drug candidates, including results of our clinical trials;

· events affecting the Cleveland Clinic, Roswell Park Cancer Institute, ChemBridge Corporation or
any other collaborators;

· announcements of new products or technologies, commercial relationships or other events by us or
our competitors;

· regulatory developments in the United States and other countries;

· failure of our common stock to be listed or quoted on the Nasdaq Capital Market, other national
market system or any national stock exchange;

· changes in accounting principles; and

· discussion of us or our stock price by the financial and scientific press and in online investor
communities.
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In the past, following periods of volatility in the market price of a company’s securities, securities class action
litigation has often been brought against that company. Due to the potential volatility of our stock price, we may
therefore be the target of securities litigation in the future. Regardless of its outcome, securities litigation could result
in substantial costs and divert management’s attention and resources from our business.

We may incur increased costs as a result of recently enacted and proposed changes in laws and regulations relating
to corporate governance matters.

Recently enacted and proposed changes in the laws and regulations affecting public companies, including the
provisions of the Sarbanes-Oxley Act of 2002 and rules adopted or proposed by the Securities and Exchange
Commission, or SEC, and by the Nasdaq Capital Market, will result in increased costs to us as we evaluate the
implications of these laws and regulations and respond to their requirements. These laws and regulations could make
it more difficult or more costly for us to obtain certain types of insurance, including director and officer liability
insurance, and we may be forced to accept reduced policy limits and coverage or incur substantially higher costs to
obtain the same or similar coverage. The impact of these events could also make it more difficult for us to attract and
retain qualified persons to serve on our board of directors, our board committees or as executive officers. We are
presently evaluating and monitoring developments with respect to these laws and regulations and cannot predict or
estimate the amount or timing of additional costs we may incur to respond to their requirements.

There is no assurance of an established public trading market for our common stock.

A regular trading market for our common stock may not be established or sustained in the future. Market prices for
our common stock will be influenced by a number of factors, including:

· the issuance of new equity securities pursuant to a future offering;

· changes in interest rates;

· competitive developments, including announcements by competitors of new products or services or
significant contracts, acquisitions, strategic partnerships, joint ventures or capital commitments;

· variations in quarterly operating results;

· change in financial estimates by securities analysts;

· the depth and liquidity of the market for our common stock;

· investor perceptions of our company and the biopharmaceutical and biotech industries in general; and

· general economic and other national conditions.

A limited public trading market may cause volatility in the price of our common stock that could adversely affect
your investment.

Our common stock has been approved for quotation on the Nasdaq Capital Market and for listing on the Boston Stock
Exchange. The quotation of our common stock on the Nasdaq Capital Market and its listing on the Boston Stock
Exchange does not assure that a meaningful, consistent and liquid trading market will exist, and in recent years, the
market has experienced extreme price and volume fluctuations that have particularly affected the market prices of
many smaller companies like us. Our common stock is thus subject to this volatility. Sales of substantial amounts of
common stock, or the perception that such sales might occur, could adversely affect the prevailing market prices of
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our common stock. Our stock price may decline substantially in a short time and our stockholders could suffer losses
or be unable to liquidate their holdings.
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Our executive officers and directors control our business and may make decisions that are not in our stockholders’
best interests.

As of June 13, 2007, our officers and directors, in the aggregate, beneficially owned (calculated in accordance with
Rule 13d-3 under the Exchange Act) approximately 31.62% of the outstanding shares of our voting stock. As a result,
such persons, acting together, have the ability to substantially influence all matters submitted to our stockholders for
approval, including the election and removal of directors and any merger, consolidation or sale of all or substantially
all of our assets, and to control our management and affairs. Accordingly, such concentration of ownership may have
the effect of delaying, deferring or preventing a change in discouraging a potential acquirer from making a tender
offer or otherwise attempting to obtain control of our business, even if such a transaction would be beneficial to other
stockholders. Our founders and executive officers together with two of our stockholders, the Cleveland Clinic
Foundation and ChemBridge Corporation, have agreed that in the event of a liquidation, dissolution, bankruptcy or
receivership of the Company during the 24 months after July 20, 2006, the effective date of our initial public offering,
or upon our common stock becoming a “Covered Security” under the National Securities Markets Improvement Act of
1996, they will subordinate their right to receive any proceeds until each other holder of our common stock has
received an amount equal to the number of shares held multiplied by the public offering price. Such founders, officers
and stockholders have also agreed during the same 24-month period not to sell, transfer or otherwise dispose of their
shares in a tender offer, merger or other sale transaction unless such transaction is approved by a majority of the other
stockholders.

Sales of additional equity securities may adversely affect the market price of our common stock and your rights in
us may be reduced.

We expect to continue to incur drug development and selling, general and administrative costs, and in order to satisfy
our funding requirements, we may need to sell additional equity securities, which may be subject to certain
registration rights. The sale or the proposed sale of substantial amounts of our common stock in the public markets
may adversely affect the market price of our common stock and our stock price may decline substantially. Our
stockholders may experience substantial dilution and a reduction in the price that they are able to obtain upon sale of
their shares. Also, any new securities issued may have greater rights, preferences or privileges than our existing
common stock.

Additional authorized shares of common stock available for issuance may adversely affect the market.

We are authorized to issue 40,000,000 shares of our common stock and 10,000,000 shares of our preferred stock. As
of June 13, 2007, we had 12,065,152 shares of our common stock issued and outstanding, excluding shares issuable
upon the exercise of our outstanding warrants and options, and 4,579,010 shares of our common stock issuable upon
conversion of our Series B Preferred. As of June 13, 2007, we had outstanding 875,490 options to purchase shares of
our common stock with exercise prices ranging from $0.66 to $9.40 per share of which 670,930 options have vested
or will vest within 60 days of June 13, 2007, and outstanding warrants to purchase 3,457,821 shares of our common
stock with exercise prices ranging from $1.13 to $11.00 per share, of which 825,219 are exercisable within 60 days of
June 13, 2007. To the extent the shares of common stock are issued or options and warrants are exercised, holders of
our common stock will experience dilution. In addition, in the event of any future financing of equity securities or
securities convertible into or exchangeable for, common stock, holders of our common stock may experience dilution.

Shares eligible for future sale may adversely affect the market.

From time to time, certain of our stockholders may be eligible to sell all or some of their shares of common stock by
means of ordinary brokerage transactions in the open market pursuant to Rule 144 promulgated under the Securities
Act of 1933, as amended, or Securities Act, subject to certain limitations. In general, pursuant to Rule 144, a
stockholder (or stockholders whose shares are aggregated) who has satisfied a one-year holding period may, under
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certain circumstances, sell within any three-month period a number of securities which does not exceed the greater of
1% of the then outstanding shares of common stock or the average weekly trading volume of the class during the four
calendar weeks prior to such sale. Rule 144 also permits, under certain circumstances, the sale of securities, without
any limitations, by a non-affiliate of our company who has satisfied a two-year holding period. Any substantial sale of
our common stock pursuant to Rule 144 or pursuant to any resale prospectus may have an adverse effect on the
market price of our securities.

An aggregate of 6,153,601 shares of common stock have been registered with the SEC. A total of up to an additional
9,375,095 shares of common stock are being registered pursuant to the registration statement of which this prospectus
forms a part. All of these shares would otherwise be eligible for future sale under Rule 144 after passage of the
minimum one-year holding period for holders who are not officers, directors or affiliates of the company.

Because we will not pay cash dividends on our common stock, stockholders may have to sell shares in order to
realize their investment.

We have not paid any cash dividends on our common stock and do not intend to pay cash dividends on our common
stock in the foreseeable future. We will pay dividends on our Series B Preferred at the annual rate of 5% in two
semi-annual installments. We intend to retain future earnings, if any, for reinvestment in the development and
expansion of our business. Any credit agreements, which we may enter into with institutional lenders, may restrict our
ability to pay dividends. Whether we pay cash dividends in the future will be at the discretion of our board of directors
and will be dependent upon our financial condition, results of operations, capital requirements and any other factors
that the board of directors decides is relevant.
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We are able to issue shares of preferred stock with rights superior to those of holders of our common stock. Such
issuances can dilute the tangible net book value of shares of our common stock.

Our Certificate of Incorporation provides for the authorization of 10,000,000 shares of “blank check” preferred stock. Of
such authorized shares, 3,750,000 of these shares were previously designated as Series A Participating Convertible
Preferred Stock, or Series A Preferred Stock, and 4,579,010 of these shares have been designated as Series B
Preferred. All of the outstanding Series A Preferred Stock converted into common stock in connection with our initial
public offering. Pursuant to our Certificate of Incorporation, our board of directors is authorized to issue such “blank
check” preferred stock with rights that are superior to the rights of stockholders of our common stock, at a purchase
price then approved by our board of directors, which purchase price may be substantially lower than the market price
of shares of our common stock, without stockholder approval.
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SPECIAL NOTE REGARDING FORWARD-LOOKING STATEMENTS

This prospectus contains forward-looking statements. We have based these forward-looking statements on our current
expectations and projections about future events. These statements include, but are not limited to:

· statements as to the anticipated timing of clinical tests and other business developments;

· statements as to the development of new products and the commercialization of products;

· expectations as to the adequacy of our cash balances to support our operations for specified periods
of time and as to the nature and level of cash expenditures; and

· expectations as to the market opportunities for our drug candidates as well as our ability to take
advantage of those opportunities.

These statements may be found in the sections of this prospectus entitled “Prospectus Summary,” “Risk Factors”,
“Management’s Discussion and Analysis of Financial Condition and Results of Operations”, and “Business,” as well as in
this prospectus generally. Actual results could differ materially from those anticipated in these forward-looking
statements as a result of various factors, including all the risks discussed in “Risk Factors” and elsewhere in this
prospectus.

In addition, statements that use the terms “can,” “continue,” “could,” “may,” “potential,” “predicts,” “should,” “will,” “believe,” “expect,”
“plan,” “intend,” “estimate,” “anticipate,” “scheduled” and similar expressions are intended to identify forward-looking
statements. All forward-looking statements in this prospectus reflect our current views about future events and are
based on assumptions and are subject to risks and uncertainties that could cause our actual results to differ materially
from future results expressed or implied by the forward-looking statements. Many of these factors are beyond our
ability to control or predict. Forward-looking statements do not guarantee future performance and involve risks and
uncertainties. Actual results will differ, and may differ materially, from projected results as a result of certain risks and
uncertainties. The risks and uncertainties include, without limitation, those described under “Risk Factors” and
elsewhere in this prospectus, and include, among others, the following:

· our limited operating history and ability to continue as a going concern;

· our ability to successfully develop and commercialize products;

· a lengthy approval process and the uncertainty of the FDA and other government regulatory
requirements;

· clinical trials that fail to demonstrate the safety and effectiveness of our applications or therapies;

· the degree and nature of our competition;

· our ability to employ and retain qualified employees; and

· the other factors referenced in this prospectus, including, without limitation, under the section
entitled “Risk Factors,” “Management’s Discussion and Analysis of Financial Condition and Results of
Operations,” and “Business.”
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These risks are not exhaustive. Other sections of this prospectus may include additional factors that could adversely
impact our business and financial performance. Moreover, we operate in a very competitive and rapidly changing
environment. New risk factors emerge from time to time, and it is not possible for our management to predict all risk
factors, nor can we assess the impact of all factors on our business or to the extent to which any factor, or combination
of factors, may cause actual results to differ materially from those contained in any forward-looking statements. Given
these risks and uncertainties, investors should not place undue reliance on forward-looking statements as a prediction
of actual results. These forward-looking statements are made only as of the date of this prospectus. Except for our
ongoing obligation to disclose material information as required by federal securities laws, we do not intend to update
you concerning any future revisions to any forward-looking statements to reflect events or circumstances occurring
after the date of this prospectus.

USE OF PROCEEDS

       All proceeds from the sale of the shares offered by this prospectus will be received by the selling stockholders,
although we will receive proceeds from the exercise of the Warrants into common stock. We intend to use the
proceeds from the exercise of the Warrants for general corporate and working capital purposes.
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DIVIDEND POLICY

We have neither declared nor paid any cash dividend on our common stock, and we currently intend to retain future
earnings, if any, to finance the expansion of our business, and therefore do not expect to pay any cash dividends in the
foreseeable future. The decision whether to pay cash dividends on our common stock will be made by our board of
directors, in their discretion, and will depend on our financial condition, operating results, capital requirements and
other factors that our board of directors considers significant.

Shares of our Series B Preferred entitle their holders to an annual dividend payment at the rate of 5% payable in
semi-annual installments until the earlier of conversion into shares of common stock or the maturity date.

PRICE RANGE OF COMMON STOCK

Since July 21, 2006, our common stock has been quoted on the Nasdaq Capital Market under the symbol “CBLI” and
listed on the Boston Stock Exchange under the symbols “CFB” and currently “CBLI”. The following table sets forth, for
the period indicated, the high and low closing sale prices for our common stock as reported by the Nasdaq Capital
Market.

2007 High Low
Second Quarter (through June 13, 2007) $ 10.66 $ 8.28
First Quarter $ 13.38 $ 4.56

2006
Fourth Quarter $ 5.87 $ 4.25
Third Quarter (from July 21, 2006) $ 6.00 $ 4.17

On June 13, 2007, the last reported sales price of our common stock as reported on the Nasdaq Capital Market
was $10.05 per share. As of June 13, 2007, we had 136 holders of record of our common stock.
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CAPITALIZATION

The following table sets forth the actual capitalization of the company as of December 31, 2006. This table should be
read in conjunction with our Financial Statements and the Notes thereto, “Management’s Discussion and Analysis of
Financial Condition and Results of Operations” and the other financial information included elsewhere in this
prospectus.

 Actual 
Long-term obligations, net of current portion $ 50,000
Convertible notes payable -
Accrued interest notes payable -
Series A convertible preferred stock; 10,000,000 shares authorized, 0 shares outstanding -
Additional paid-in capital preferred shares -
Common stock, $0.005 par value: 40,000,000 shares authorized, 11,826,389 shares outstanding 59,132
Additional paid-in capital 18,314,097
Accumulated deficit (12,775,910)
Other comprehensive loss (4,165)
Total stockholders’ equity 5,593,154
Total capitalization $ 5,643,154

The above table excludes as of December 31, 2006:

· 483,490 shares of common stock issuable upon exercise of outstanding options with exercise prices
ranging from $0.66 to $6.00 per share;

· 814,424 shares of common stock issuable upon exercise of warrants with exercise prices ranging
from $1.13 to $8.70 per share; and

· 1,955,000 shares of common stock reserved for issuance under our 2006 Equity Incentive Plan.
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SELECTED FINANCIAL DATA

We have derived the following summary financial data for the years ended December 31, 2006, December 31, 2005
and December 31, 2004 from our audited financial statements and the summary financial data for the three months
ended March 31, 2007 and March 31, 2006 from our unaudited interim financial statements. In the opinion of our
management, this information contains all adjustments necessary for a fair presentation of our results of operations
and financial condition for such periods. The information below is not necessarily indicative of the results of future
operations and should be read in conjunction with “Management’s Discussion and Analysis of Financial Condition and
Results of Operations” and our financial statements and related notes included elsewhere in this prospectus.

Statement of Operations Data

Three
Months
Ended

March 31,
2007

Three
Months
Ended

March 31,
2006

Fiscal year
Ended

December 31,
2006

Fiscal year
Ended

December 31,
2005

Fiscal year
Ended

December 31,
2004

Total Revenues $ 321,445 $ 578,424 $ 1,708,214 $ 1,138,831 $ 636,341
Operating Expenses
Research and Development $ 3,528,600 $ 1,502,364 $ 6,989,804 $ 2,640,240 $ 2,892,967
General and Administrative $ 994,319 $ 352,898 $ 2,136,511 $ 986,424 $ 262,817
Income (Loss) from Operations $ (4,201,474)$ (1,276,838)$ (7,418,101)$ (2,487,833)$ (2,519,443)
Net Income (Loss) $ (4,106,133)$ (1,252,145)$ (7,222,644)$ (2,386,455)$ (2,523,142)

Balance Sheet Data

March 31,
2007

December 31,
2006

December 31,
2005

December 31,
2004

Cash and Cash Equivalents $ 11,968,017 $ 3,061,993 $ 1,206,462 $ 94,741
Total Assets $ 32,497,045 $ 6,416,529 $ 4,253,333 $ 382,219
Total Liabilities $ 1,639,271 $ 823,375 $ 696,729 $ 756,433
Total Stockholders’ Equity $ 30,857,774 $ 5,593,154 $ 3,556,604 $ (374,214)
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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 R&D efforts and clinical
trials, product demand, market acceptance and other factors discussed in the Company's other SEC filings under the
heading “Risk Factors”. 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-KSB for the year ended December 31, 2006.

Overview

General Overview

We commenced business operations in June 2003.  We are a drug discovery and development company leveraging our
proprietary scientific research and discoveries relating to programmed cell death to treat cancer and protect normal
tissues from exposure to radiation and other stresses.

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 nuclear 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 often severe side effects of anticancer drugs and radiation that cause collateral damage to healthy
tissues during cancer treatment. Because the severe side effects 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.

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.

Products In Development

Protectans
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Protectans are modified proteins of microbes that protect cells from apoptosis, and have a broad spectrum of potential
applications. These potential applications include 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 side effects.

Curaxins

Curaxins are small molecules that destroy tumor cells by simultaneously targeting two regulators of apoptosis. Our
initial test results indicate that Curaxins can be effective against a number of malignancies, including hormone
refractory prostate cancer, renal cell carcinoma, or RCC, (a highly fatal form of kidney cancer), and soft-tissue
sarcoma.
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Financial Overview

We secured a $6,000,000 investment via a private placement of Series A Preferred Stock in March 2005.  On July 20,
2006, we sold 1,700,000 shares of common stock in our initial public offering at $6.00 per share. The net proceeds
from this offering were approximately $8,300,000. Beginning July 21, 2006, our common stock was listed on the
Nasdaq Capital Market and on the Boston Stock Exchange under the symbols “CBLI” and “CFB” respectively. In
connection with the initial public offering, we issued warrants to purchase 170,000 shares of common stock to the
underwriters and their designees. The warrants have an exercise price of $8.70 per share.

On July 20, 2006, the effective date of our initial public offering, we issued 92,407 shares of common stock as
accumulated dividends to the Series A preferred stockholders. On the same date, all of our Series A Preferred shares
automatically converted on a one-for-one basis into 3,351,219 shares of common stock, and notes of ours in the
principal amount of $283,500 plus accrued interest of $29,503 automatically converted into 124,206 shares of
common stock. In connection with their appointment to the Board, we issued to each of our three new independent
directors options to purchase 15,000 shares of common stock with an exercise price of $6.00 per share.

On September 21, 2006, the SEC declared effective a registration statement of ours registering up to 4,453,601 shares
of common stock for resale from time to time by the selling stockholders named in the prospectus contained in the
registration statement. We will not receive any proceeds from the sale of the underlying shares of common stock,
although to the extent the selling stockholders exercise warrants for the underlying shares of common stock, we will
receive the exercise price of those warrants, unless exercised pursuant to the cashless exercise provisions. The
registration statement was filed to satisfy registration rights that we had previously granted in connection with our
Series A Preferred transaction.

On March 16, 2007, the Company entered into a Securities Purchase Agreement with various Buyers, pursuant to
which the Company agreed to sell to the Buyers Series B Preferred convertible, upon stockholder approval, into an
aggregate of 4,288,712 shares of common stock and Series B Warrants that are exercisable, upon stockholder
approval, for an aggregate of 2,144,356 shares of common stock. The aggregate purchase price paid by the Buyers for
the Series B Preferred and Series B Warrants was approximately $30,000,000. After related fees and expenses, the
Company received net proceeds of approximately $29,000,000. The Company intends to use the proceeds for general
corporate and working capital purposes.

The Series B Preferred have an initial conversion price of $7.00 per share, and in the event of a conversion at such
conversion price, one share of Series B Preferred would convert into one share of common stock. The Series B
Warrants have an exercise price of $10.36 per share, the closing bid price on the day prior to the private placement. To
the extent, however, that the conversion price of the Series B Preferred or the exercise price of the Series B Warrants
is reduced as a result of certain anti-dilution protections, the number of shares of common stock into which the Series
B Preferred are convertible and for which the Series B Warrants are exercisable may increase.

The Company also issued to the Agents in the private placement, as compensation for their services, Series B
Preferred, Series B Warrants, and Series C Warrants. The Agents collectively received Series B Preferred that are
convertible, upon stockholder approval, into an aggregate of 290,298 shares of common stock, Series B Warrants that
are exercisable, upon stockholder approval, for an aggregate of 221,172 shares of the Company’s common stock, and
Series C Warrants that are exercisable, upon stockholder approval, for 267,074 shares of the Company’s common
stock. The Series C Warrants have an exercise price of $11.00 per share, and are also subject to anti-dilution
protections that could increase the number of shares of common stock for which they are exercisable.

In total, upon stockholder approval, the securities issued in the private placement will be convertible into, or
exercisable for, up to approximately 7,211,612 shares of common stock, which amount is subject to adjustment in the
event of certain corporate events such as stock splits or issuances of securities at a price below the conversion price of
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the Series B Preferred or exercise price of the Warrants, as the case may be.

Critical Accounting Policies and the Use of Estimates

Our management's discussion and analysis of our financial condition and results of operations is based upon our
financial statements, which have been prepared in accordance with generally accepted accounting principles in the
U.S., or GAAP. The preparation of these financial statements requires us to make estimates and judgments that affect
the reported amounts of our assets, liabilities, revenues, expenses and other reported disclosures. We base our
estimates on historical experience and on various other assumptions that we believe are reasonable under the
circumstances.

Note 2 to our financial statements includes disclosure of our significant accounting policies. While all decisions
regarding accounting policies are important, we believe that our policies regarding revenue recognition, R&D
expenses, intellectual property related costs and stock-based compensation expense could be considered critical.

Revenue Recognition

We recognize revenue in accordance with Staff Accounting Bulletin No. 104, “Revenue Recognition.” Our revenue
sources consist of government grants, government contracts and a commercial development contract.
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Grant revenue is recognized using two different methods depending on the type of 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 at the time of submitting the invoice to the government agency.

Fixed-cost grants require no proof of costs and are paid as a request for payment is submitted for expenses. The grant
revenue under these fixed cost 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 periodically upon delivery of an invoice for allowable R&D expenses
according to the terms of the contract. Commercial development revenues are recognized when the service or
development is delivered.

R&D Expenses

R&D costs are expensed as incurred. These expenses consist primarily of our proprietary R&D efforts, including
salaries and related expenses for personnel, costs of materials used in our R&D, costs of facilities and costs incurred in
connection with our third-party collaboration efforts. Pre-approved milestone payments made by us to third parties
under contracted R&D arrangements are expensed when the specific milestone has been achieved. As of March 31,
2007, $300,000 has been accrued for milestone payments relating to the filing of an IND with the FDA for Curaxin
CBLC102 ($50,000) and commencing Phase II clinical trials for Curaxin CBLC102 ($250,000). The $50,000
milestone payment was made on May 3, 2007 and the $250,000 is scheduled to be paid in August 2007 per the
licensing agreement with CCF. Once a drug receives regulatory approval, we will record any subsequent milestone
payments in identifiable intangible assets, less accumulated amortization, and amortize them evenly over the
remaining agreement term or the expected drug life cycle, whichever is shorter. We expect our R&D expenses to
increase as we continue to develop our drug candidates.

Intellectual Property Related Costs

We capitalize costs associated with the preparation, filing and maintenance of our intellectual property rights.
Capitalized intellectual property is reviewed annually for impairment. If a patent application is approved, costs paid
by us associated with the preparation, filing and maintenance of the patent will be amortized on a straight line basis
over the shorter of 17 years or the anticipated useful life of the patent. If the patent application is not approved, costs
paid by us associated with the preparation, filing and maintenance of the patent will be expensed as part of selling,
general and administrative expenses at that time.

Through March 31, 2007, we have capitalized $252,978 in expenditures associated with the preparation, filing and
maintenance of certain of our patents, which were incurred through the year ended December 31, 2006. We
capitalized an additional $93,193 relating to these costs incurred for the three months ended March 31, 2007, totaling
$346,171.

Stock-based Compensation

We value stock-based compensation pursuant to the provisions of SFAS 123(R). Accordingly, effective January 1,
2005, all stock-based compensation, including grants of employee stock options, are recognized in the statement of
operations based on their fair values. We used the Black-Scholes valuation model to estimate the fair value of all
options on the grant date.

Edgar Filing: CLEVELAND BIOLABS INC - Form SB-2

56



The Financial Accounting Standards Board (FASB) issued SFAS No. 123(R) requiring all share-based payments to
employees, including grants of employee stock options, be recognized in the statement of operations based at their fair
values. The Company values employee stock based compensation under the provisions of SFAS 123(R) and related
interpretations.

The fair value of each stock option granted is estimated on the grant date using the Black-Scholes option valuation
model. The assumptions used to calculate the fair value of options granted are evaluated and revised, as necessary, to
reflect our experience. We use a risk-free rate based on published rates from the St. Louis Federal Reserve at the time
of the option grant; assume a forfeiture rate of zero; assume an expected dividend yield rate of zero based on our
intent not to issue a dividend in the foreseeable future; use an expected life based on the safe harbor method; and
compute an expected volatility based on similar high-growth, publicly-traded, biotechnology companies.
Compensation expense is recognized using the straight-line amortization method for all stock-based awards.

During the quarter ended March 31, 2007, the Company granted 119,500 options pursuant to stock award agreements
to certain employees and key consultants.

The Black-Scholes option valuation model was developed for use in estimating the fair value of traded options that
have no vesting restrictions and are fully transferable. In addition, the Black-Scholes valuations model requires the
input of highly subjective assumptions including the expected stock price volatility. Because the Company's employee
stock options have characteristics significantly different from those of traded options, and because changes in
subjective input assumptions can materially affect the fair value estimate, in management's opinion, the existing
models do not necessarily provide a reliable single measure of the fair value of our options.
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We recognized a total of $375,301 and $233,032 in expense for options for the quarter ended March 31, 2007, and
2006 respectively.

The weighted average, estimated fair values of stock options granted during the quarters ended March 31, 2007 and
2006 were $9.09 and $4.50, respectively.

Impact of Recently Issued Accounting Pronouncements

In May 2005, the FASB issued SFAS No. 154, “Accounting Changes and Error Correction - a Replacement of APB
Opinion No. 20 and FASB Statement No. 3” (“SFAS 154”). SFAS 154 changes the requirements for the accounting for,
and the reporting of, a change in accounting principle. SFAS 154 requires that a voluntary change in accounting
principle be applied retroactively with all prior period financial statements presented under the new accounting
principle. SFAS 154 is effective for accounting changes and corrections of errors in fiscal years beginning after
December 15, 2005. We have determined that the adoption of the requirements required under SFAS 154 will not
have a material impact on the financial statements of the company.

On July 15, 2006 the FASB issued FIN48, Accounting for Uncertainty in Income Taxes - An Interpretation of FASB
Statement No. 109. We do not expect that the adoption of the recognition and measurement requirements required
under FIN48 to have a material impact on the financial statements of the company.

In December 2004, SFAS No. 123(R), “Share-Based Payment,” which addresses the accounting for employee stock
options, was issued. SFAS 123(R) revises the disclosure provisions of SFAS 123 and supersedes APB Opinion
No. 25. SFAS 123(R) requires that the cost of all employee stock options, as well as other equity-based compensation
arrangements, be reflected in the financial statements based on the estimated fair value of the awards. This statement
is effective for all public entities as of the beginning of the first interim or annual reporting period that begins after
December 15, 2005. We expect the adoption of SFAS 123R to increase our reported net loss per share.

In December 2004, the FASB issued SFAS 153, Exchanges of Nonmonetary Assets, an amendment of APB Opinion
No. 29 (SFAS 153). The guidance in APB Opinion No. 29, Accounting for Nonmonetary Transactions, is based on the
principle that exchanges of nonmonetary assets should be measured based on the fair value of the assets
exchanged. The guidance in APB Opinion No. 29, however, included certain exceptions to that principle. SFAS 153
amends APB Opinion No. 29 to eliminate the exception for nonmonetary exchanges of similar productive assets and
replaces it with a general exception for exchanges of nonmonetary assets that do not have commercial substance. A
nonmonetary exchange has commercial substance if the future cash flows of the entity are expected to change
significantly as a result of the exchange. SFAS 153 is effective for nonmonetary asset exchanges in fiscal periods
beginning after June 15, 2005. We do not believe that the adoption of SFAS 153 will have a material impact on our
results of operations or financial position.

Results of Operations

Our operating results for the past three fiscal years have been nominal. The following table sets forth our statement of
operations data for the quarters ended March 31, 2007 and March 31, 2006, and the years ended December 31, 2006
and December 31, 2005, and should be read in conjunction with our financial statements and the related notes
appearing elsewhere in this filing.

Quarter Ended
 March 31,

2007

Quarter Ended
March 31,

2006

Year Ended
December 31,

2006

Year Ended
December  31,

2005
(unaudited) (unaudited)

Revenues $ 321,445 $ 578,424 $ 1,708,214 $ 1,138,831
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Operating expenses 4,522,919 1,855,262 9,126,315 3,626,664
Net interest expense (income) (95,341) (24,693) (195,457) (101,378)
Net income (loss) $ (4,106,133) $ (1,252,145) $ (7,222,644) $ (2,386,455)

Quarter Ended March 31, 2007 Compared to Quarter Ended March 31, 2006

Revenue

Revenue decreased from $578,424 for the quarter ended March 31, 2006 to $321,445 for the quarter ended March 31,
2007 representing a decrease of $256,979 or 44.4% resulting primarily from a decrease in proceeds from the
$1,500,000 BioShield grant. As the term of the BioShield grant ended, the proceeds from the BioShield grant were $0
for the quarter ended March 31, 2007 as compared to $386,894 for the quarter ended March 31, 2006. Also, we
realized $50,000 for the quarter ended March 31, 2007 through a commercial contract with Peprotech Inc. to develop
chemical compounds compared to $125,000 for the same commercial contract for the quarter ended March 31, 2006, a
decrease of $75,000 or 60%.
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See the table below for further details regarding the sources of our grant and government contract revenue:

Agency Program Amount
Period of

Performance

Revenue
2007

(through
March

31)

Revenue
2006

(through
March

31)
Revenue

2006
(unaudited)(unaudited)

NIH
Phase I NIH SBIR

program $ 100,000 08/2004-04/2005

NIH
NIH SBIR Contract,

Topic 186 $ 100,000 09/2004-03/2005

NIH
Phase I NIH STTR

program $ 100,000 08/2004-04/2005

DARPA
DARPA, program

BAA04-12 $ 475,000 11/2004-08/2005

NIH
Phase I NIH SBIR

program $ 100,000 06/2005-01/2006
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