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FORWARD-LOOKING STATEMENTS
This Annual Report on Form 10-K contains forward-looking statements that involve risks and uncertainties.
Forward-looking statements give our current expectations of forecasts of future events. All statements other than
statements of current or historical fact contained in this annual report, including statements regarding our future
financial position, business strategy, new products, budgets, liquidity, cash flows, projected costs, regulatory
approvals or the impact of any laws or regulations applicable to us, and plans and objectives of management for future
operations, are forward-looking statements. The words “anticipate,” “believe,” “continue,” “should,” “estimate,” “expect,” “int
“may,” “plan,” “project,” “will,” and similar expressions, as they relate to us, are intended to identify forward-looking
statements.
Forward-looking statements in this Annual Report on Form 10-K include, but are not limited to, statements about:
the commercialization of our product candidates, if approved;

our plans to research, develop and commercialize our product

candidates;
our ability to attract collaborators with development, regulatory and commercialization expertise;
our plans and expectations with respect to future clinical trials and commercial scale-up activities;
future agreements with third parties in connection with the commercialization of any approved product;
the size and growth potential of the markets for our product candidates, and our ability to serve those markets;
the rate and degree of market acceptance of our product candidates;
regulatory developments in the United States and foreign countries;
the performance of our third-party suppliers and manufacturers;
the success of competing therapies that are or may become available;
our ability to attract and retain key scientific or management personnel;
the accuracy of our estimates regarding expenses, future revenues, capital requirements and needs for additional
financing; and
our expectations regarding our ability to obtain and maintain intellectual property protection for our product
candidates.
We have based these forward-looking statements on our current expectations about future events. While we believe
these expectations are reasonable, such forward-looking statements are inherently subject to risks and uncertainties,
many of which are beyond our control. Our actual future results may differ materially from those discussed here for
various reasons. When you consider these forward-looking statements, you should keep in mind these risk factors and
other cautionary statements in this annual report including in Item 7 “Management’s Discussion and Analysis of
Financial Condition and Results of Operations” and in Item 1A “Risk Factors.”
Given these risks and uncertainties, you are cautioned not to place undue reliance on such forward-looking statements.
The forward-looking statements included in this report are made only as of the date hereof. We do not undertake any
obligation to update any such statements or to publicly announce the results of any revisions to any of such statements
to reflect future events or developments.
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PART 1

Item 1. Business

When used in this Annual Report on Form 10-K, unless otherwise stated or the context otherwise requires, the terms
"Cleveland BioLabs," the "Company," "CBLI" "we," "us" and "our" refer to Cleveland BioLabs, Inc. and its
consolidated subsidiaries, BioLab 612, LLC and Panacela Labs, Inc.

GENERAL OVERVIEW

Cleveland BioLabs is an innovative biopharmaceutical company developing novel approaches to activate the immune
system and address serious medical needs. Our proprietary platform of Toll-like immune receptor activators has
applications in mitigation of radiation injury and immuno-oncology. We combine our proven scientific expertise and
our depth of knowledge about our products’ mechanisms of action into a passion for developing drugs to save lives.
Our most advanced product candidate is entolimod, an immuno-stimulatory agent, which we are developing as a
radiation countermeasure and an immunotherapy for oncology and other indications.

Entolimod is a Toll-like receptor 5 ("TLRS"), agonist, which we are developing as a radiation countermeasure for
prevention of death from Acute Radiation Syndrome ("ARS"), and as an oncology drug. We believe that entolimod is
the most efficacious medical radiation countermeasure currently in development. Following is a summary of the
clinical development of entolimod to date and regulatory status.

Entolimod is being developed under the United States Food & Drug Administration’s ("FDA’s"), Animal Efficacy Rule
(the "Animal Rule"), for the indication of reducing the risk of death following exposure to potentially lethal irradiation
occurring as a result of a radiation disaster (see “— Government Regulation — Animal Rule”’). We have completed two
clinical studies designed to evaluate the safety, pharmacokinetics and pharmacodynamics of entolimod in a total of
150 healthy volunteers. We have completed a Good Laboratory Practices ("GLPs"), randomized, blinded,
placebo-controlled, pivotal study designed to evaluate the dose-dependent effect of entolimod on survival and
biomarker induction in 179 non-human primates exposed to 7.2 Gy total body irradiation when entolimod or placebo
were administered at 25 hours after radiation exposure. We have completed a GLP, randomized, open-label,
placebo-controlled, pivotal study designed to evaluate the dose-dependent effect of entolimod on biomarker induction
in 160 non-irradiated non-human primates. We met with the FDA in July 2014 to present our human dose-conversion
and to discuss our intent to submit an application for pre-Emergency Use Authorization ("pre-EUA"). The FDA
confirmed that our existing efficacy and safety data and animal-to-human dose conversion were sufficient to proceed
with a pre-EUA application and agreed to accept a pre-EUA application for review, which was filed in the second
quarter of 2015. If the FDA authorizes the application, then Federal agencies are free to procure drug product for
stockpiling so that the drug is available to distribute in the event of an emergency, i.e. prior to the drug being formally
approved by FDA under a Biologics License Application ("BLA").

In September 2015, we announced two awards totaling approximately $15.8 million in funding from the United States
Department of Defense ("DoD"), office of Congressionally Directed Medical Research Programs to support further
development of entolimod as a medical radiation countermeasure. These awards will fund additional pre-clinical and
clinical studies of entolimod, which are needed for a BLA.

Additionally, we completed a Phase 1 open-label, dose-escalation trial of entolimod in 26 patients with advanced
cancer in the U.S. Data for this study were presented at the 2015 annual meeting of the American Society of Clinical
Oncology ("ASCQ"), on May 30, 2015. A small expansion study in the Russian Federation ("Russia") was
temporarily halted due to changes in a development contract with the Russian Federation Ministry of Industry and
Trade ("MPT").

In February 2016, we announced the start of dosing in a new Phase 2 clinical study conducted in Russia of the safety
and tolerability of entolimod as a neo-adjuvant therapy in treatment-naive patients with primary colorectal cancer who
are recommended for surgery. Our goal is to accumulate additional clinical data regarding immune cell response to
administrations of entolimod in order to guide future oncology development. This study is supported by the
development contract with MPT.

CORPORATE INFORMATION

We were incorporated in Delaware in June 2003 as a spin-off company from The Cleveland Clinic. We exclusively
license our founding intellectual property from The Cleveland Clinic. In 2007, we relocated our operations to Buffalo,

5



Edgar Filing: CLEVELAND BIOLABS INC - Form 10-K

New York and became affiliated with Roswell Park Cancer Institute ("RPCI"), through technology licensing and
research collaboration relationships. Our common stock is listed on the NASDAQ Capital Market under the symbol
“CBLL”
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Our principal executive offices are located at 73 High Street, Buffalo, New York 14203, and our telephone number at
that address is (716) 849-6810.
Since inception we have formed several subsidiaries to best capitalize on our unique ability to leverage financial and
clinical development resources in Russia. In December 2009, we created Incuron LLC (“Incuron”) with BioProcess
Capital Ventures ("BCV") to develop Curaxin compounds (defined below). In September 2011, we created Panacela
Labs, Inc. (“Panacela”), a U.S. entity, with Open Joint Stock Company “Rusnano” ("Rusnano") to develop Mobilan and
other product candidates (described below.) Simultaneous with the formation of Panacela, was the creation of a
wholly-owned Russian subsidiary of Panacela named, Panacela Labs, LLC. Finally, we have a wholly-owned Russian
subsidiary, BioLab 612, LLC. As more fully described in Note 5, “Noncontrolling Interests” in our audited financial
statements included in Item 8: "Financial Statements and Supplementary Data," Incuron was included in our
consolidated financial results through November 25, 2014, and then accounted for as an equity investment through
April 29, 2015, after which our remaining equity interest in Incuron was sold by June 30, 2015. Currently we no
longer own equity in Incuron, but do maintain a right to royalty payments, as later described. As such, we conduct
drug development activities in the U.S. and Russia.
CBLI and Panacela, each have worldwide development and commercialization rights to product candidates in
development, subject to certain financial obligations to our current licensors.
The CBLI logo and CBLI product names are proprietary trade names of CBLI, its subsidiaries. We may indicate U.S.
trademark registrations and U.S. trademarks with the symbols “®” and “T™”, respectively. Third-party logos and
product/trade names are registered trademarks or trade names of their respective owners.
PRODUCT DEVELOPMENT PIPELINE
Our product development programs arise from both internally developed and in-licensed intellectual property from
our innovation partners, The Cleveland Clinic and RPCI. In building the Company’s product development pipeline, we
intentionally pursued targets with applicability across multiple therapeutic areas and indications. This approach gives
us multiple product opportunities and ensures that our success is not dependent on any single product or indication.
Our primary product development programs and their respective development stages are illustrated below:
CBLI

PIVOTAL HUMAN
PRODUCT Indication DISCOVERY PRECLINICAL ANIMAL SAFETY / DOSE

STUDIES CONVERSION
ENTOLIMOD-Biodefense Acute
Radiation Syndrome

PRODUCT Indication DISCOVERY  PRECLINICAL PHASEI PHASE II PHASE III
ENTOLIMOD-Oncology
Advanced Solid Tumors
ENTOLIMOD-Oncology
Neo-adjuvant Therapy of
Colorectal Cancer
CBLB612
Chemotherapy-induced
Myelosuppression
Panacela
PRODUCT Indication DISCOVERY PRECLINICAL PHASEI PHASE II PHASE IIT
MOBILAN Targeted
Therapy of Prostate
Cancer
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Our product development efforts were initiated by discoveries related to apoptosis, a tightly regulated form of cell
death that can occur in response to internal stresses or external events such as exposure to radiation or toxic chemicals.
Apoptosis is a major determinant of the tissue damage that occurs in a variety of medical conditions involving
ischemia, or temporary loss of blood flow, such as cerebral stroke, heart attack and acute renal failure. In addition,
apoptotic loss of cells of the hematopoietic system and gastrointestinal tract is largely responsible for the acute
lethality of high-dose radiation exposure. On the other hand, apoptosis is also an important protective mechanism that
allows the body to eliminate defective cells such as those with cancer-forming potential.

We have developed novel strategies to target the molecular mechanisms controlling apoptotic cell death for
therapeutic benefit. These strategies take advantage of the fact that tumor and normal cells respond to
apoptosis-inducing stresses differently due to tumor-specific defects in cellular signaling pathways such as
inactivation of p53 (a pro-apoptosis regulator) and constitutive activation of Nuclear Factor kappa-B ("NF-kB"), (a
pro-survival regulator).

Thus, we designed two oppositely-directed general therapeutic concepts:

temporary and reversible suppression of apoptosis in normal cells to protect healthy tissues from stress-induced

damage using compounds we categorize as Protectans, which include entolimod and CBLB612; and,

(b)reactivation of apoptosis in tumor cells to eliminate cancer using compounds we categorize as Curaxins, which
includes CBL0O137, currently being developed by our former subsidiary, Incuron, LLC ("Incuron").

In recent years, our understanding of the mechanisms of actions underlying the activity of these compounds has grown

substantially beyond the initial founding concepts around modulation of apoptosis.

(a)

Entolimod Biodefense Indication

Our most advanced Protectan product candidate is entolimod, an engineered derivative of the Salmonella flagellin
protein that was designed to retain its specific TLR5-activating capacity while increasing its stability, reducing its
immunogenicity and enabling high-yield production. We are developing entolimod for dual indications: (i) as a
medical radiation countermeasure for prevention of death from ARS, which we refer to as a Biodefense Indication;
and (ii) as an oncology immunotherapy (discussed in the following section).

The market for medical radiation countermeasures grew dramatically following the September 11, 2001 terrorist
attacks and the subsequent use of anthrax in a biological attack in the U.S. Terrorist activities worldwide have
continued in the intervening years and the possibility of chemical, biological, radiation and nuclear attacks continues
to represent a perceived threat for governments world-wide. In addition to the U.S. government, which maintains a
national stockpile of products for emergency use (the "National Stockpile"), we believe the potential markets for the
sale of radiation countermeasures include U.S. federal, state and local governments, including defense and public
health agencies; foreign governments; non-governmental organizations; multinational corporations; transportation and
security companies; healthcare providers; and, nuclear power facilities.

Acute high-dose whole body or significant partial body radiation exposure induces massive apoptosis of cells of the
hematopoietic system and gastrointestinal tract, which leads to ARS, a potentially fatal condition. The threat of ARS
is primarily limited to emergency/defense scenarios and is significant given the possibility of nuclear/radiological
accidents, warfare or terrorist incidents. The scale of possible exposure (number of people affected) has been
estimated by the U.S. government to be in the range of 500,000 based on a modeled 10-kiloton device detonation in
New York City. We believe the significant limitations of the two currently approved treatments to deal with such an
event make entolimod a compelling product candidate. It is not feasible or ethical to test the efficacy of entolimod as a
radiation countermeasure in humans. Therefore, we are developing entolimod under the FDA’s Animal Rule guidance
(see “— Government Regulation — Animal Rule”). The Animal Rule authorizes the FDA to rely on data from animal studies
to provide evidence of a product’s effectiveness under circumstances where there is a reasonably well-understood
mechanism for the activity of the product. Under these requirements, and with the FDA’s prior agreement, medical
countermeasures, like entolimod, may be approved for use in humans based on evidence of effectiveness derived from
appropriate animal studies, evidence of safety derived from studies in humans and any additional supporting data.
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We met with the FDA in July 2014 to present our human dose-conversion and to discuss our intent to submit a

pre-EUA application. As a result of this meeting, the FDA agreed to accept a pre-EUA application for review, which
was filed in the second quarter of
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2015. If authorized by the FDA, pre-EUA status will allow entolimod to be sold into the National Stockpile and used
under a state of emergency. Such authorization is not equivalent to full licensure through approval of a BLA, but
precedes full licensure, and, importantly, would position entolimod for potential sales in advance of full licensure in
the U.S. We further believe pre-EUA status will position us to explore sales opportunities with foreign governments.
Our pivotal efficacy study conducted in 179 non-human primates demonstrated with a high degree of statistical
significance that injection of a single dose of entolimod given to rhesus macaques 25 hours after exposure to a 70%
lethal dose of total body irradiation improved animal survival by nearly three-fold compared to the control group.
Dose-dependence of entolimod’s efficacy was demonstrated with doses above the minimal efficacious dose
establishing a plateau at approximately 75% survival at 60 days after irradiation, as compared to 27.5% survival in the
placebo-treated group.

Our pivotal study conducted in 160 non-irradiated non-human primates established the dose-dependent effect of
entolimod on biomarkers for animal-to-human dose conversion.

Our clinical studies of entolimod in 150 healthy human subjects demonstrated the safety profile of entolimod and
established the dose-dependent effect of entolimod on efficacy biomarkers in humans. In these studies, and in a Phase
1 oncology study in 26 patients with advanced cancer that was reported at ASCO in 2015, transient decrease in blood
pressure and elevation of liver enzymes were observed along with transient mild to moderate flu-like syndrome. Such
effects are the most common adverse events and they are linked to up-regulation of cytokines that are also biomarkers
for efficacy.

The FDA has granted Fast Track status to entolimod (see “— Government Regulation — Fast Track Designation™) and
Orphan Drug status for prevention of death following a potentially lethal dose of total body irradiation during or after
a radiation disaster (see “— Government Regulation — Orphan Drug Designation”). In January 2016, the European
Medicines Agency ("EMA"), granted entolimod Orphan Drug Designation for treatment of ARS (see “— Government
Regulation - Orphan Drug Designation”).

Entolimod Oncology Indication

In addition to developing entolimod as a radiation countermeasure for prevention of death from ARS, we are also
developing entolimod as an oncology immunotherapy. We believe that entolimod has the potential to treat cancer by
activating the innate and adaptive immune response in patients. In preclinical studies, entolimod produced
tissue-specific activation of innate immune responses via interaction with its receptor, TLRS5, and the liver was
identified as a primary mediator of entolimod activity. Entolimod has also been shown to have a direct cytotoxic effect
on tumors expressing TLRS in animal models. Evaluations of local administration of entolimod in organs expressing
TLRS, such as the bladder, have also been performed in animal models.

We have completed a Phase 1 open-label, dose-escalation trial of entolimod in 26 patients with advanced cancer in the
U.S. and data were presented at the 2015 annual meeting of ASCO on May 30, 2015. Twenty-six patients with
previously treated metastatic cancers, including colorectal, non-small cell lung, anal and urothelial bladder tumors
were enrolled in the study. Stable disease for more than 6 weeks was observed in 8 patients with various cancer types;
among these, 3 patients (with anal, colorectal and urothelial cancers) had maintenance of stable disease for more than
12 weeks. Patients exhibited CD8* T-cell activation with stable or decreased levels of myeloid-derived suppressive
cells, accompanied by increased immunostimulatory cytokines (G-CSF, IL-6, and IL-8). The tolerability profile in
patients with advanced cancer was similar to that observed in two previously conducted studies in 150 healthy
volunteers receiving entolimod. As expected with activation of innate immune pathways, common adverse events
were flu-like symptoms and fever, with some patients having transient, spontaneously resolving tachycardia,
hypotension and hyperglycemia. Overall, treatment with entolimod was well tolerated. A small expansion study in
Russia at the highest doses achieved in the US study was temporarily halted due to changes in the MPT development
contract.

In February 2016, we announced the start of dosing in a new Phase 2 clinical study of the safety and tolerability of
entolimod as a neo-adjuvant therapy in treatment-naive patients with primary colorectal cancer who are recommended
for surgery. This study is being conducted in Russia. Our goal is to accumulate additional clinical data regarding
immune cell response to administrations of entolimod in order to guide future oncology development. This study is
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supported by the MPT development contract.

In October 2013, we received a 149 million ruble, matching funds development contract from MPT (see Item 7.
“Management’s Discussion and Analysis of Financial Condition and Results of Operations”).

In February 2016, we announced the publication of studies elucidating immunotherapeutic mechanisms through which
entolimod suppresses metastasis in Proceedings of the National Academy of Sciences of the United States of America
("PNAS"). The studies presented in the PNAS publication decipher the cascade of cell-signaling events that are
triggered by entolimod activation of the TLRS pathway in the liver. The data also define the functional roles of natural
killer ("NK"), dendritic, and CD8+ T-cells in the drug’s activity as a suppressor of metastasis. The studies demonstrate
that entolimod administration induces chemokines that attract
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NK cells to the liver via a CXCR3-dependent mechanism. CXCR3 is a chemokine receptor that is highly expressed on
both NK and effector T cells and plays an important role in cell trafficking to tissues. Once in the liver, NK cells,
which are components of the innate immune system, engage an adaptive antitumor immune response through
dendritic cell activation. This NK-to-dendritic cell interaction generates CD8+ T-cell-dependent antitumor memory
that results in tumor rejection upon animal re-challenge with tumor. Importantly, localized antitumor effects in the
liver combine with systemic responses that enable suppression of metastasis to the lung.

We have worldwide development and commercialization rights to entolimod.

CBLB612

CBLB612 is a proprietary compound based upon a natural activator of another tissue-specific component of the innate
immune system, the TLR2/TLR6 heterodimeric receptor. CBLB612 is a pharmacologically optimized synthetic
molecule that structurally mimics naturally occurring lipopeptides of Mycoplasma (a genus of parasitic bacteria) and
activates NF-kB pro-survival and immunoregulatory signaling pathways via specific binding to TLR2 on a subset of
body tissues and cell types that express this receptor. Preclinical studies have shown that CBLB612 stimulates white
blood cell regeneration. More recent research indicates that stimulation of these toll-like receptors may also enhance
anti-tumor efficacy. We believe an opportunity may exist for CBLB612 to offer a single-dose alternative to existing
hematopoietic growth factors, such as filgrastim (Neupogen™), which comprises a multi-billion-dollar market in support
of chemotherapy administration. Filgrastim modestly shortens the duration of chemotherapy-related neutropenia, but
does not improve thrombocytopenia or anemia, and does not provide antitumor efficacy.

In July 2015, we reported the results of a Phase 1, single-center, blind, placebo-controlled, single ascending dose
study in Russia evaluating the safety and tolerability of CBLB612 in healthy volunteers and measuring response of
various hematopoietic stem and progenitor cell types in order to gain a preliminary estimate of the drug’s
hematopoietic stem cell ("HSC") stimulatory efficacy. Analysis of data from the 56 healthy volunteers enrolled in the
study indicates that single subcutaneous injections of CBLB612 in doses ranging from 0.5 to 4 micrograms were
generally well-tolerated, with the 4 microgram dose identified as the max tolerated dose ("MTD"). Observed adverse
events were typically mild or moderate in severity, transient, and related to the drug’s mechanism of action. Single
injections of CBLB612 induced dose-dependent increases in absolute neutrophil counts lasting approximately 20
hours. Administrations of CBLB612 also resulted in rapid, dose-dependent increases of plasma levels of the specified
cytokines. Cytokine levels returned to baseline levels several hours after administration of the drug.

In January 2016, we announced the start of dosing in a Phase 2, randomized, placebo-controlled clinical study of
CBLB612 as myelosuppressive prophylaxis in patients with breast cancer receiving doxorubicin-cyclophosphamide
chemotherapy. Objectives of the study include evaluation of the depth and duration of chemotherapy-induced
neutropenia and thrombocytopenia, progenitor cell and reticulocyte mobilization, changes in plasma cytokines, and
safety.

These Russian studies are supported by a 139 million ruble matching funds development contract that we received in
July 2012 from MPT (see Item 7. “Management’s Discussion and Analysis of Financial Condition and Results of
Operations”). We licensed CBLB612 to Zhejiang Hisun Pharmaceutical Co., Ltd. for the territories of China, Taiwan,
Hong Kong and Macau. We have rest-of-world development and commercialization rights to CBLB612.

Mobilan

Mobilan is the lead product candidate of Panacela. Mobilan is a recombinant non-replicating adenovirus that directs
expression of TLRS5 and its agonistic ligand, a secretory non-glycosylated version of entolimod. In pre-clinical studies,
delivery of Mobilan to tumor cells results in constitutive autocrine TLRS signaling and strong activation of the innate
immune system with subsequent development of adaptive anti-tumor immune responses. In March 2015, enrollment
was opened in a Phase 1 multicenter, randomized, placebo-controlled, single-blinded study in Russian evaluating
single injections of ascending doses of Mobilan administered directly into the prostate of patients with prostate cancer.
This study is being performed under a 149 million ruble matching funds development contract that Panacela received
in October 2013 from MPT (see Item 7. “Management’s Discussion and Analysis of Financial Condition and Results of
Operations”). Panacela holds worldwide development and commercialization rights to Mobilan. As of December 31,
2015, we owned 66.77% of Panacela.

CBLO0137

12



Edgar Filing: CLEVELAND BIOLABS INC - Form 10-K

CBLO137 is a small molecule with a multi-targeted mechanism of action that may be broadly useful for the treatment
of many different types of cancer and is being developed by Incuron. During 2015 we sold our remaining equity
interest in Incuron but retain a 2% royalty on (a) product sales of CBL0O137, (b) consideration received by Incuron
from a licensee or sublicensee, and
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(c) consideration received in connection with the first change of control of Incuron. Incuron’s royalty obligations
continue until April 29, 2025; however, Incuron has the right, exercisable any time before December 31, 2017, to
buy-out its royalty obligations for a pre-agreed amount ranging from $1,500,000 to $6,000,000 depending on the time
of exercise.

CBLO137 may offer greater efficacy and substantially lower risk for the development of drug resistance than
conventional chemotherapeutic agents. CBL0137 inhibits NF-kB, Heat Shock Factor Protein-1 ("HSF-1"), and
Hypoxia-inducible factor 1-alpha ("HIF1 alpha"); these are transcription factors that are important for the viability of
many types of tumors. The drug also activates tumor suppressor protein pS3 by modulating intracellular localization
and activity of chromatin remodeling complex Facilitates Chromatin Transcription ("FACT"). CBL0137 has been
shown to be efficacious in animal models of colon, lung, breast, renal, pancreatic, head and neck and prostate cancers;
melanoma; glioblastoma; and neuroblastoma. It has also been shown to be efficacious in animal models of
hematological cancers, including lymphoma, leukemia and multiple myeloma.

Incuron is currently enrolling patients with advanced, solid tumors into two Phase 1 studies, one in Russia evaluating
the oral administration of CBL0137 and one in the U.S. evaluating the intravenous administration of CBLO137. These
studies are designed to investigate the safety, pharmacokinetics, pharmacodynamics, and antitumor activity of
CBLO137. Incuron is conducting these parallel evaluations of oral and intravenous routes of administration and
continuous low-dose versus interrupted high-dose schedules to reduce the company’s developmental risk by fully
characterizing the clinical pharmacology of CBL0O137. In addition, the FDA has allowed Incuron’s investigational new
drug application ("IND") for a Phase 1 dose escalating and cohort-expansion study of intravenous formulation of
CBLO137 in previously treated patients with hematological cancers.

Incuron holds worldwide development and commercialization rights to CBL0137.

STRATEGIC PARTNERSHIPS

Since our inception, strategic alliances and collaborations have been integral to our business. We have exclusively
licensed rights in each of our technologies from The Cleveland Clinic and RPCI and maintain innovative partnerships
with each. We have also leveraged the experience, contacts and knowledge of our founders to engage financial
partners in Russia. Through these partnerships we have collaborated with world-class scientists to develop our novel
technologies and accessed non-traditional funding sources, including U.S. federal and foreign government contracts
and project-oriented funding. We have received project-oriented funding from Rusnano through the formation of
Panacela.

Both Panacela, as well as our wholly-owned subsidiary BioL.ab 612, maintain operations in Russia and benefit from
programs supporting domestic pharmaceutical industry development in Russia.

The Cleveland Clinic

In July 2004, CBLI entered into an exclusive license agreement with The Cleveland Clinic ("The Cleveland Clinic
License"), pursuant to which CBLI was granted an exclusive license to The Cleveland Clinic’s research base
underlying our therapeutic platform. We amended The Cleveland Clinic License effective as of September 22, 2011,
pursuant to which we were granted an exclusive license to The Cleveland Clinic’s research base underlying certain
product candidates in development by Panacela ("Panacela Products"), including Mobilan and several earlier stage
compounds that are not currently material to our business. In consideration for The Cleveland Clinic License, we
agreed to issue The Cleveland Clinic common stock and make certain milestone, royalty and sublicense royalty
payments as described below.

The Cleveland Clinic License requires milestone payments, which may be credited against future royalties owed to
The Cleveland Clinic, as described in the table below. We have also agreed to make milestone payments of up to
approximately $6.5 million for each Panacela Product that achieves certain developmental and regulatory milestones,
provided that if CBLI or an affiliate of CBLI and The Cleveland Clinic jointly own the Panacela Product, the
milestone amounts will be reduced by 50%.

For Products Limited to For All Other Products

Biodefense Uses (Maximum amount)*
For any IND filing for a product $ 50,000 $50,000

Milestone Description
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For any product entering Phase II clinical trials or similar registration 100,000
For any product entering Phase III clinical trials —
For any product license application, BLA or NDA Filing for a

350,000
product**
Upon regulatory approval permitting any product to be sold to the

) 1,000,000
commercial market

250,000
700,000

1,500,000

4,000,000
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Maximum amounts listed for achievement of milestone in U.S. If milestones are reached in another country first,
*milestone payments will be prorated for certain products under the license based on the market size for the product
in such country as that market relates to the then current U.S. market.
**New Drug Application ("NDA")
The Cleveland Clinic License requires royalty payments of (a) 2% of net sales of any product candidate under a
licensed patent solely owned by The Cleveland Clinic; and (b) 1% of net sales of any product candidate under a
licensed patent that is jointly owned by The Cleveland Clinic and CBLI or an affiliate of CBLI. Further, if CBLI
receives upfront sublicense fees or sublicense royalty payments for sublicenses granted by CBLI to third parties for
any licensed patents solely owned by The Cleveland Clinic, CBLI will pay The Cleveland Clinic (i) 35% of such fees
if the sublicense is granted prior to filing an IND application, (ii) 20% of such fees if the sublicense is granted after
an IND filing but prior to final approval of the Product License Application or NDA, or (iii) 10% of such fees if the
sublicense is granted after final approval of the relevant Product License Application or NDA, provided that such
sublicense fees shall not be less than 1% of net sales. The above sublicense fees and sublicense royalty payments are
reduced by 50% if The Cleveland Clinic and CBLI or an affiliate of CBLI jointly own the licensed patent.
Through December 31, 2015, CBLI had paid The Cleveland Clinic $150,000 for milestone payments on products
limited to biodefense uses, and $400,000 for all other products.
As each patent covered by The Cleveland Clinic License expires, the license agreement will terminate as to such
patent. The Cleveland Clinic may terminate The Cleveland Clinic License upon a material breach by us, as specified
in the agreement. However, we may avoid such termination if we cure the breach within 90 days of receipt of a
termination notice. CBLI may terminate The Cleveland Clinic License in its entirety or any specific patent licensed
under the agreement by giving at least 90 days written notice of such termination to The Cleveland Clinic. The
agreement will, subject to certain exceptions, automatically terminate with respect to a licensed product if The
Cleveland Clinic does not receive a royalty payment for more than 1-year after the payment of royalties has begun.
Roswell Park Cancer Institute
We have entered into a number of agreements with RPCI relating to the licensure and development of our product
candidates including:

Two exclusive license and option agreements effective December 2007 and September 2011;

Various sponsored research agreements entered into between January 2007 to present; and

Clinical trial agreements for the conduct of our Phase 1 entolimod oncology study and Incuron’s Phase 1 CBLO137
intravenous administration study.

In December 2007, CBLI entered into an agreement with RPCI pursuant to which CBLI has an option to exclusively
license any technological improvements to our foundational technology developed by RPCI for the term of the
agreement. We believe our option to license additional technology under the agreement potentially provides us with
access to technology that may supplement our product pipeline in the future. In consideration for this option and
exclusive license, we agreed to make certain milestone, royalty and sublicense royalty payments. Additionally, RPCI
may terminate the license upon a material breach by us. However, we may avoid such termination if we cure the
breach within 90 days of receipt of a termination notice. The license does not have a specified term; however, as each
patent covered by this license agreement expires, the royalties to be paid on each product relating to the licensed
patent shall cease.

In September 2011, Panacela entered into an agreement with RPCI (the "Panacela-RPCI License") to exclusively
license from RPCI certain rights to the Panacela Products, including Mobilan and several earlier stage compounds that
are not currently material to our business, and to non-exclusively license from RPCI certain know-how relating to the
aforementioned product candidates for the limited purposes of research and development and regulatory, export and
other government filings. Additionally, under the Panacela-RPCI License, Panacela has a right to exclusively license
from RPCI (i) any technological improvements to the Panacela Products developed by RPCI before September 2016,
and (ii) any technology jointly developed by Panacela and RPCI. In consideration for the Panacela-RPCI License,
Panacela agreed to issue RPCI common stock and to make certain milestone, royalty and sublicense royalty payments
as described below.
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The Panacela-RPCI License requires milestone payments for developmental and regulatory milestones reached in the
U.S. of up to approximately $2.5 million for each Panacela Product that achieves certain developmental and
regulatory milestones. Additionally, Panacela will owe additional payments of up to approximately $275,000 for each
other country where a licensed Panacela Product achieves similar milestones.

7
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The Panacela-RPCI License requires royalty payments on net sales based on percentages in the low single digits. In
addition, if Panacela sublicenses any of the licensed Panacela Products, Panacela will owe sublicensing fees ranging
from 5% to 15% of any fees received from the sublicensee by Panacela or an affiliate depending upon whether or not
an IND has been filed or final approval of the relevant NDA has been obtained for such licensed product.

As each patent covered by the Panacela-RPCI License expires, the license agreement will terminate as to such patent.
In addition, the license agreement will terminate with respect to the licensed know-how after 20 years. RPCI may
terminate the license upon a material breach by us, as specified in the agreement. However, we may avoid such
termination if we cure the breach within 90 days of receipt of a termination notice (or 30 days if notice relates to
non-payment of amounts due to RPCI). Panacela may terminate the license agreement in whole or as to any specific
patent licensed under the agreement by giving at least 60 days written notice of such termination to RPCI. The
agreement will, subject to certain exceptions, automatically terminate with respect to a licensed Panacela Product if
Panacela fails to market, promote and otherwise exploit the licensed technology so that RPCI does not receive a
royalty payment during any 12-month period after the first commercial sale of such licensed product.

We have also entered into a number of sponsored research agreements with RPCI pursuant to which both parties have
sponsored research to be conducted by the other party. Under our sponsored research agreement with RPCI, title to
any inventions under the agreement is determined in a manner substantially similar to U.S. patent law, and we have
the option to license from RPCI, on an exclusive basis, the right to develop any inventions of RPCI (whether solely or
jointly developed) under the agreement for commercial purposes. In addition, the sponsored research agreement may
be terminated by one party if the other party becomes subject to bankruptcy or insolvency, the other party is debarred
by the U.S. government or the other party breaches a material provision of the agreement and fails to cure such breach
within 20 days of receiving written notice.

Under the sponsored research agreements with RPCI, we own any invention that is described in our research plan,
co-own any inventions not described in our research plan that are made by Dr. Andrei Gudkov, and RPCI owns any
other inventions not described in our research plan. We further have a right to exclusively license from RPCI any
invention developed under such sponsored research agreements that are owned by RPCI. Such sponsored research
agreements with RPCI expire in 2016, although we expect to enter into similar future arrangements.

We entered into an asset transfer and clinical trial agreement with RPCI for the conduct, by RPCI, of our Phase 1
clinical trial to evaluate the safety and pharmacokinetic profile of entolimod in patients with advanced cancers, which
has now been largely completed.

Rusnano

In 2011, we formed Panacela with Rusnano to carry out a complete cycle of development and commercialization in
Russia for the treatment of oncological, infectious or other diseases. We invested $3.0 million in Panacela preferred
shares and warrants, and, together with certain third-party owners, assigned and/or exclusively licensed, as applicable,
to Panacela worldwide development and commercialization rights to five preclinical product candidates in exchange
for Panacela common shares. Rusnano invested $9.0 million in Panacela preferred shares and warrants. In 2013,
Rusnano loaned Panacela $1.5 million through a convertible term loan (the "Panacela Loan"). In December of 2015,
together with Rusnano, we recapitalized Panacela to fully retire the Panacela Loan and certain other trade payables.
Rusnano maintained its ownership percentage in Panacela, while CBLI's ownership stake grew to 66.77%.
INTELLECTUAL PROPERTY

Our intellectual property consists of patents, trademarks, trade secrets and know-how. Our ability to compete
effectively depends in large part on our ability to obtain patents for our technologies and products, maintain trade
secrets, operate without infringing the rights of others and prevent others from infringing our proprietary rights. We
will be able to protect our proprietary technologies from unauthorized use by third parties only to the extent that they
are covered by valid and enforceable patents, or are effectively maintained as trade secrets. As a result, patents or
other proprietary rights are an essential element of our business. Our patent portfolio includes patents and patent
applications with claims directed to compositions of matter, pharmaceutical formulations and methods of use. Some of
our issued patents, and the patents that may be issued based on our patent applications, may be eligible for patent life
extension under the Drug Price Competition and Patent Term Restoration Act of 1984 in the U.S., supplementary
protection certificates in the European Union ("E.U.") or similar mechanisms in other countries or territories. The
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following are the patent positions relating t