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PART I
Item 1. Business
Introduction

With international operations in the U.S., Scotland and Sweden, we are a bio-pharmaceutical company engaged in
the research, development, manufacture and commercialization of therapeutic proteins for the treatment of cancers and
viral diseases. Our product and product candidate portfolio includes: Multiferon® (multi-subtype, human alpha
interferon) uniquely positioned in valuable niche indications, such as high-risk malignant melanoma, other niche
cancer indications and selected infectious diseases; VG101 (anti-GD3 antibody), a humanized monoclonal antibody
that binds selectively to an antigen over-expressed on Stage IV malignant melanoma tumors; and VG102 (anti-CD55
antibody), a highly novel humanized monoclonal antibody that binds selectively to an antigen that is over-expressed
on nearly all solid tumors. We are also pioneering the development of the OVA System (Avian Transgenics), with the
renowned Roslin Institute, the creators of Dolly the Sheep , as a revolutionary manufacturing platform for the
large-scale, efficient and economical production of human therapeutic proteins and antibodies, by expressing these
products in the egg whites of transgenic hens.

We were incorporated under the laws of the state of Delaware in December 1980. Our executive offices are located
at 865 SW 78th Avenue, Suite 100, Plantation, Florida 33324. Our telephone number is (954) 233-8746; our facsimile
number is (954) 233-1414. You can learn more about us by visiting our web site at www.viragen.com. The
information on our website is neither incorporated into, nor a part of, this report. Our common stock trades on the
American Stock Exchange under the symbol VRA . Unless otherwise indicated, references in this report to we, us and

our are to Viragen, Inc., and our wholly-owned and majority-owned subsidiaries.

We currently own approximately 77.0% of Viragen International, Inc., whose shares of common stock are traded
on the over-the-counter Bulletin Board under the symbol VGNI. Viragen International owns 100% of ViraNative AB,
our Swedish subsidiary, and 100% of Viragen (Scotland) Ltd., our Scottish research center.

We are required to file annual, quarterly and current reports, proxy statements and other information with the
Securities and Exchange Commission, or SEC. You may read and copy these filings at the SEC s Public Reference
Room at 100 F Street, NE, Washington, D.C. 20549. You may request copies of these documents by writing to the
SEC and paying the required fee for copying. Please call the SEC at 1-800-SEC-0330 for more information about the
operation of the Public Reference Room. The SEC also maintains an Internet site that contains reports, proxy and
information statements and other information filed electronically with the SEC. The address of that site is
www.sec.gov. The information on this website is not and should not be considered part of this report and is not
incorporated by reference in this document. This website is and is only intended to be an inactive textual reference.
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Operations
Multiferon®

We produce a human alpha interferon product under the tradename Multiferon® from human white blood cells, also
known as leukocytes. Multiferon®, is comprised of multiple subtype alpha interferons and is unique to any other
interferon alpha product in the world. Multiferon® is currently approved for the second-line treatment of a broad range
of infectious diseases and cancers in nine countries. The product was approved in February 2006 in Sweden for the
first-line treatment of high-risk malignant melanoma following dacarbazine (DTIC) after surgical removal of tumors.
This malignant melanoma indication will be our primary focus in seeking broader approvals throughout the European
Union. The product is also approved for sale in Bulgaria, Chile, Mexico, the Philippines and Sweden as a second-line
therapy for the treatment of any and all diseases in which patients show an initial response to recombinant alpha
interferon followed by treatment failure. It is also approved for sale in Egypt, Hong Kong, Indonesia and South Africa
as a second-line therapy for the treatment of Hairy Cell Leukemia and Chronic Myelogenous Leukemia. Regulatory
approval activities are also underway in a number of other European, South American and Asian territories.
Multiferon® is not approved for sale in the United States or European Union countries, other than Sweden, however,
we are collaborating with the Swedish and European Union regulatory authorities to initiate the process for seeking
broader European approvals through the Mutual Recognition Procedure, or MRP. We have not yet sought the
approval of Multiferon® from the United States Food and Drug Administration, or FDA, and do not anticipate doing
so in the foreseeable future unless we secure licensees to fund such activities or other sources of funding, including
government or private grant funding.

Production of Multiferon® is dependent upon a reliable approved source of human leuckocytes. Interruption of our
supply, currently sourced from the German Red Cross, while not anticipated, would hamper our ability to manufacture
Multiferon®. All other raw materials needed in the manufacturing process are readily available from multiple sources.

We have completed collection of data from a clinical trial in malignant melanoma conducted in Germany,
including a long-term follow-up of those patients, and this clinical trial data demonstrated a statistically significant
advantage over untreated controls in terms of survival without distant metastasis and overall survival and was the
basis for approval in Sweden. We are currently seeking approval from the Swedish Medical Products Agency for the
pre-filled syringe presentation of Multiferon® for this indication. We are now preparing to seek approval of
Multiferon® for the treatment of malignant melanoma in parts of the European Union through the MRP upon approval
of the pre-filled syringe presentation of Multiferon® by the Swedish Medical Products Agency. MRP permits a
registrant of a new drug or biological product to use a single registration dossier to gain marketing authorization in a
number of European Union countries. The prerequisite requirement is that any new registration must have a sponsor
country that has reviewed and approved the registration dossier. In the case of Multiferon®, and following the Swedish
approval of our new pre-filled syringe dosage form, we anticipate that Sweden will agree to act as our sponsor country
for the MRP filing. Once the dossier is approved through the MRP process, it is then permissible to go to each country
that has approved the filing and seek reimbursement authorization. All countries are not required to approve the filing
in the MRP process, and there is no guarantee that any country will agree to reimburse for the product.

Effective March 2006, our two sales representatives in Sweden began promoting this new malignant melanoma
indication to physicians. While there can be no assurance, we expect incremental sales gains over the next several
quarters.

We have committed to conducting a new Phase III, post-marketing clinical trial in high-risk melanoma. We
anticipate approximately 1,000 patients to be enrolled in this new trial possibly in as many as 20 different countries
around the world. We plan to initiate enrollment in this trial in early 2007.

3
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While Multiferon® is approved for sale as a second-line treatment for the treatment of hepatitis B and hepatitis C
for patients that have failed to respond to treatment with recombinant interferon alpha in certain countries, we would
need to conduct additional lengthy and expensive clinical studies in order to provide the necessary supporting
evidence that would position us to effectively market Multiferon® for these indications. Additionally, market analysis
regarding the future treatment of hepatitis strongly suggests a diminishing role for alpha interferon and an emergence
of new, more effective, therapies. Therefore, we have deemphasized our efforts related to the hepatitis indications, and
are now focused on the treatment of malignant melanoma and other cancer and anti-viral indications.

With regard to identifying potential new indications for Multiferon®, we are collaborating with the U.S. Army
Medical Research Institute of Infectious Diseases, or USAMRIID. USAMRIID has verbally agreed to commence with
a new series of in vivo studies (nonhuman primate models) to further determine the potential of Multiferon® as a
potent, broad-acting anti-viral product capable of fighting certain Category A pathogens, a class of highly virulent
viral threats, which have the potential to be used in bio-terrorism. These studies will evaluate Multiferon® s possible
utility as a first-line of defense against unknown infectious agents or when no therapeutic or vaccine exists. These
studies are expected to be completed in 2006 and will help determine the potential role of Multiferon® as a
bio-defense product and as a candidate for development funding under Project Bioshield or other sources of grant
funding.

We are also in the process of identifying potential new oncology indications for Multiferon®. This could result in
decisions to initiate new Phase II and Phase III clinical trials in the near future.

In June 2005, we completed the production of validation batches of Mulriferon® in a new pre-filled syringe dosage
form. This new filling and packaging operation, also located in Germany, is pending completion of stability studies
and is expected to be filed with the Swedish Medical Products Agency during calendar 2006 and approved in calendar
2007. This pre-filled syringe presentation of Multiferon® will also be the subject of our planned European MRP
application, assuming its approval by the Swedish Medical Products Agency.

We have entered into several agreements for the distribution of Multiferon® in various countries. To date, we have
not recognized significant revenue from these agreements. The majority of these agreements require that the
distributor obtain the necessary regulatory approvals, which may not yet be obtained. Regulatory approval is a
mandatory step in the marketing of a drug, but it is by no means the final challenge in marketing a bio-pharmaceutical
product. In many countries, a separate process may be required for obtaining reimbursement authorization. In
addition, physicians must be educated about the merits of the product over time and, in some of these territories,
hospital formularies govern the acceptance for use of a new product. Therefore, we are unable to predict the timing of
approvals or sales in these various countries.

There are challenges associated with international marketing activities including language and cultural barriers,
variations in compliance procedures in certain countries and/or changes in regulatory requirements where our products
may be marketed, performance of our distribution channels, government s willingness to promote cheaper generic
versions of competing products, the general population s inability to afford private care drug products, changes in
economic conditions and instability from country to country, changes in a country s political condition, trade
protection measures, tariffs and other trade barriers, including import and export restrictions, and tax issues. Our
future revenues, costs of operations and profit results could be materially adversely affected by any or all of these
factors. It may take significant time to overcome these challenges with no assurance that a particular market will ever
be effectively penetrated.

Any additional clinical testing that may be required by authorities for approval will be an expensive and complex
process that could take a number of years to complete, with no assurance that regulatory approvals will eventually be
obtained or maintained.

The Interferon Industry

Interferon is the body s first defense response to foreign substances such as viruses, interfering with the viral growth
and replication processes. Interferons induce anti-viral, anti-tumor and immunomodulatory responses within the body.
Clinical studies indicate that interferons may also inhibit malignant cell and tumor growth without affecting normal

cell activity.
4
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There are two commercial production methods of interferon for medical use. They are differentiated primarily by
their source products, methods of manufacture and resulting composition. The first, the type we produce, is a
multi-subtype human leukocyte-derived alpha interferon. This is produced by human white blood cells, induced by a
virus that is not normally pathogenic in humans, to produce a multi-subtype interferon. Our product is then purified to
produce a highly concentrated and highly pure product for clinical use. The second type of interferon is recombinant
or synthetic interferon (typically alpha or beta). Generally, it is produced from a single human gene in bacterial cells
by recombinant DNA techniques.

Prior to 1985, human interferon was the only type of interferon available. Research institutions and other
bio-pharmaceutical companies, including us, were working to solve the problem of the high cost related to the
commercial-scale production. In 1985, Hoffmann-La Roche, Inc. and Schering-Plough Corporation, two major
pharmaceutical companies, successfully developed synthetic interferons using recombinant DNA technology. These
companies subsequently received U.S. Food and Drug Administration approval to produce and market their
recombinant, or synthetic, alpha interferon products for numerous indications.

After the emergence of recombinant alpha interferon, the medical community s interest in human interferon
diminished. Most clinical studies thereafter utilized a recombinant product. We believe this was primarily due to the
lack of competitive clinical data on human interferon, as well as the marketing expertise of those companies that offer
recombinant products. We believe that the clinical data we have developed, as well as new clinical trials currently
under development, will continue to demonstrate the beneficial effects and advantages of our multi-subtype alpha
interferon product. However, we cannot assure you of the success of any new clinical trials or adoption of our product
by the medical community.

Hoffmann-La Roche, Inc., which produces Roferon® and PEGASYS®, and Schering-Plough Corporation, which
produces Intron® A and Peg-Intron®, continue to actively market their products for a wide range of indications and
promote the therapeutic benefits of their synthetic interferon products. Infergen®, which is licensed by InterMune
from Amgen, is approved by the U.S. Food and Drug Administration for the treatment of hepatitis C.

We believe the worldwide market for interferon alpha, which is dominated by the recombinant interferons, was
approximately $3 billion in 2005. Pegylated versions of the drug have been produced to offer patients the convenience
of a weekly dosage, instead of three times a week, thus providing a more convenient mode of administration.
Pegylation is a process which helps prevent the interferon from being broken down by the immune system. As a
result, the interferon persists longer in the body.

Applications of Interferon

Interferon is a naturally occurring protein which serves to enhance the body s immune response to viral infections.
It has been clinically proven that interferons can arrest the progress of many viral based infections, reducing adverse
symptoms and disease related complications. In addition, it is believed that the multi-subtype nature of human
interferons may provide advantages over single subtype recombinant forms.

Melanoma

Cancer of the skin is the most common of all cancers. Melanoma is a type of cancer which originates in the
melanocytes, the cells responsible for pigmentation of the skin. Melanoma accounts for about 4% of skin cancer cases,
but it causes most skin cancer deaths. The number of cases of melanoma in the United States and in many other parts
of the world is on the rise. The American Cancer Society estimates that in 2006, there will be 62,190 new cases of
melanoma in the United States, and about 7,910 will die. On an international basis, the World Health Organization
reports that 48,000 deaths are caused every year by malignant melanomas.

5
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We conducted a Phase II/III clinical trial in Germany with Multiferon® for the adjuvant treatment of malignant
melanoma, which indicated promising results. The study involved 252 patients with malignant melanoma in 20
centers, who were randomized to receive either Multiferon® after dacarbazine or no adjuvant therapy. This study
showed that adjuvant treatment with low doses of Multiferon®, preceded by dacarbazine, significantly increases long
term overall survival in high-risk resected cutaneous melanoma patients. The results suggest a survival benefit which
is at least comparable to that obtained with a recombinant interferon regimen, but over a much shorter, and thus less
expensive, treatment period.

Based on the strength of this clinical data, Multiferon® was approved in Sweden in February 2006 for the first-line
adjuvant treatment of high-risk malignant melanoma following dacarbazine (DTIC) after surgical removal of tumors.
This malignant melanoma indication will be our primary focus in seeking broader approvals throughout the European
Union.

Hepatitis C

The hepatitis C virus is a major worldwide cause of acute and chronic hepatitis. Hepatitis C affects an estimated
4 million Americans and 5 million Europeans. Approximately 26,000 new cases of hepatitis C are diagnosed each
year in the U.S. and it is responsible for an estimated 10,000 to 12,000 deaths annually. Hepatitis C is currently a
leading cause of liver transplantation in the United States. The U.S. Food and Drug Administration has approved
certain synthetic interferon products for the treatment of hepatitis C.

Synthetic interferon has proven to be effective in the treatment of some cases of hepatitis C. Based on limited
clinical experience in Sweden, Multiferon® has also proven effective in the treatment of hepatitis C in a second-line
setting. However, in order to effectively market Mulriferon® for hepatitis C in any country, extensive additional
clinical trials costing many millions of dollars will be required. These studies would take several years to complete.
Additionally, market analysis regarding the future treatment of hepatitis C strongly suggests a diminishing role for
alpha interferon and an emergence of new, more effective, therapies. Therefore, we have deemphasized our efforts
related to hepatitis C, and are now focused on the treatment of malignant melanoma and other cancer and anti-viral
indications. We have no current plans to conduct any additional studies in hepatitis C in any country, however, we
may continue to derive nominal sales in our limited markets for the second-line treatment of this indication.

Chronic Myelogenous Leukemia

Chronic myelogenous leukemia is one of a group of diseases called myeloproliferative disorders. It is usually
recognized by a distinctive cytogenetic abnormality, known as the Philadelphia chromosome. The current treatment
for chronic myelogenous leukemia is high dose chemotherapy with bone marrow transplantation. Interferon therapy
has emerged as a possible effective initial treatment in this disease. This type of therapy affects both the presence of
leukemia cells and the number of bone marrow cells having the Philadelphia chromosome.

Multiferon® is approved in a limited number of countries for the treatment of patients with chronic myelogenous
leukemia who did not respond to treatment with recombinant interferon. We have no current plans to conduct any
additional studies in this indication in any country.

Hairy Cell Leukemia

Hairy cell leukemia is a disease in which a type of white blood cell called the lymphocyte, present in the blood and
bone marrow, becomes malignant and proliferates. It is called hairy cell leukemia because the cells have tiny hair-like
projections when viewed under the microscope. Hairy cell leukemia is a rare cancer. There are approximately 600 new
cases diagnosed every year in the United States, making up about 2% of the adult cases of leukemia each year.

Multiferon® is approved in a limited number of countries for the treatment of patients with hairy cell leukemia who
did not respond to treatment with recombinant interferon. We have no current plans to conduct any additional studies
in these indications in any country.
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The OVA System (Avian Transgenics)

Transgenics is the science of introducing a foreign gene or genetic material from another species into the genome
of the target animal. Some of the more compelling advantages hoped to be derived from transgenic technology
include: improved nutritional value of the products from the animals with enhanced genes; improved animal
productivity and welfare in supplying enough food to support an ever-growing global population; and transgenic
animals are also expected to play a key role in lowering the soaring costs of drug production. Considerable progress
has been achieved in the development of transgenic animals such as cows, sheep, goats and chickens that are capable
of producing human therapeutic protein drugs in their milk or eggs, offering significant efficiency and cost
advantages, all of which must be thoroughly reviewed by the appropriate federal and international regulatory agencies
before entering the marketplace.

We have an ongoing avian transgenic research project in collaboration with the Roslin Institute of Scotland. We
believe that once fully developed, this technology could be used to create hens which produce eggs containing
recoverable therapeutic proteins in the egg white. We believe this technology promises a more cost effective method
of production for many promising bio-pharmaceutical products. Avian transgenic production, based upon genetically
modifying chickens to express human drugs, is expected to offer significant economic and technological advantages
over traditional methods of protein production including: ease of scale-up; low capital risk; deferred capital
investment; and competitive costs.

In January 2006, we successfully achieved expression of significant quantities of the human protein, interferon
beta-1a, in the whites of eggs laid by transgenic hens using the OVA System. Interferon-beta is a key component of
the human immune system and is the active ingredient in several leading multiple sclerosis therapies. This result is the
first in a series of anticipated milestones demonstrating Proof-of-Principle with an avian-expressed version of
beta-interferon, and it is expected that the OVA System will be capable of cost-effectively expressing many types of
therapeutic proteins. While these results suggest that the OVA  System represents a novel biomanufacturing system for
the production of human therapeutic proteins, this technology must be further developed in order to validate and
confirm its viability and economic benefits before entering into commercial production or initiating necessary clinical
trials.

There are a total of four products involved in our avian-expression studies. We have reported expression and
recovery of a functional humanized antibody (a construct of VG101). In addition, we have achieved promising results
with interferon-beta. We are now in the process of fully characterizing the interferon-beta that is recovered from
subsequent generations of hens to confirm the quantities and quality of this product candidate. We have two more
product candidates, which have not yet been publicly disclosed, which are also being expressed in eggs. We hope to
report the achievement of additional key milestones related to these projects during calendar 2006 and 2007.

The potential for reduced capital outlay and cost effectiveness of protein production represent significant incentives
for the use of transgenic hens. Chickens have one of the lowest founder animal development costs of any transgenic
system. The founder hen is bred or cloned to produce a transgenic flock. We believe that eventually a large number of
birds can be produced cheaply compared to other methods. Hens can lay 250 eggs per year with each egg
conservatively projected to be capable of containing significant quantities of the target drug per egg. This
productivity, on a per egg basis, means that large amounts of proteins could be generated relatively inexpensively.

Other key advantages include the relative ease of scale-up and normal protein modifications such as glycosylation
(the sugar structure of a protein which is critical to its function). It is believed that chickens yield a glycosylation
pattern more similar to that found in humans than other transgenic systems such as with mammals or plants. This is
believed to offer distinct clinical advantages for patients who develop neutralizing and binding antibodies to foreign
sugar antigens on transgenic proteins which, in turn, may negate some or all of the beneficial effect of the protein drug
in the patient.

7
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Humanized Monoclonal Antibodies

Substances that are foreign to the body, such as disease-causing bacteria and viruses and other infectious agents,
known as antigens, are recognized by the body s immune system as invaders. The human body s natural defense against
these infectious agents are antibodies, proteins that seek out the antigens and help destroy them. A monoclonal
antibody is highly specific and only binds to one specific antigen. We are developing a portfolio of monoclonal
antibodies that are extremely specific in their binding to antigens expressed on certain cancer cells, in order to target
their destruction. Monoclonal antibodies represent the fastest growing pharmaceutical market segment, with sales
forecast to grow to approximately $20 billion by 2010.

VGI01 (anti-GD3 antibody)

In December 1999, we entered into a collaborative research and development agreement with Sloan-Kettering
Institute, or Sloan-Kettering, for the joint development of an antibody to the GD3 antigen, which is over-expressed on
several types of cancer cells, most notably melanoma. This agreement was extended in February 2002 and will expire
in February 2007, unless extended by mutual consent or unless we exercise our option to negotiate an exclusive
license agreement. Although we have entered into discussions and negotiations with the Sloan-Kettering to license the
anti-GD3 antibodys, it is not known if or when a license agreement will be executed. The agreement provides that the
rights in work product created under the agreement including research results, data, and records will be owned by the
party that generated them and that if work product is generated jointly, it will be jointly owned by us and
Sloan-Kettering. It is believed that antibodies to the GD3 antigen are able to elicit anti-tumor effects, thereby
destroying cancer cells, which have the over-expressed antigen on their surface.

Sloan-Kettering clinicians have previously studied the mouse form of this antibody in a fairly extensive manner in
numerous human clinical trials. However, use of mouse-derived antibodies typically influences the outcome of testing
in humans in that the human body reacts to mouse antibody as if it was a foreign invader, thereby reducing the overall
efficacy, and tolerability, of the product. Sloan-Kettering was able to demonstrate that this antibody had beneficial
effects in patients with Stage IV melanoma. Sloan-Kettering also found that the antibody had therapeutic utility when
used alone and when used with other compounds. If the antibody can be produced in a humanized form, thereby
eliminating at least some of the undesirable effects, whether used alone or in combination with other products, it could
offer significant improvement in this disease setting. Importantly, to date, there are no other products available to
successfully treat Stage IV melanoma. If the antibody can be shown to be efficacious against this stage of the disease,
then it would represent a significant opportunity.

At the current time, we have developed production processes for humanized forms of the antibody, including the
avian transgenics technology. These antibodies will be shared with Sloan-Kettering clinicians for comparability
testing, done in parallel with studies at our Scotland laboratories. We are not able to predict subsequent study dates for
this antibody nor are we able to determine if we will take this candidate further into pre-clinical studies or clinical
development.

VG102 (anti-CDS55 antibody)

In April 2005, we executed a global exclusive license with Cancer Research Technology UK for the rights to
develop and commercialize an anti-CD55 antibody. The murine form of this antibody was developed through the
research of Professor Lindy Durrant of the University of Nottingham, UK. The CD55 antigen is significantly
over-expressed on nearly all solid tumors in humans. Early studies at the University of Nottingham demonstrated that
the antibody was able to bind only to malignant tumor antigen and furthermore, it was shown to bind in a highly novel
manner, different from all anti-CD55 antibodies known in the scientific literature. This novelty underpins the
intellectual property surrounding VG102, in addition to other intellectual property we have created through our
development activities. The CD55 antigen has been shown to block the body s natural immune system from attacking
and killing cancer cells. Theoretically, if an antibody can be developed that binds selectively to tumor CD55 antigen,
this protective mechanism could be removed and the natural immune system, or concomitantly or sequentially
administered anti-tumor agents, would then be able to destroy cancer cells.

8
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Importantly, Professor Durrant has produced the mouse form of an anti-CD55 antibody and has administered it
successfully to humans in immunoscintigraphy studies (imaging). These studies demonstrated the specificity of
binding only to tumor antigen, and not normal cells, and demonstrated tolerability in humans, albeit small numbers
and dosages, without safety incident. It is this data, and our own exploratory data in our laboratories, that has led us to
license the anti-CD55 antibody, which we believe may become an important addition to the arsenal for fighting a
number of types of cancer.

At the current time we have developed production processes for humanized versions of the anti-CD55 antibody to
continue pre-clinical studies. We have not yet selected a target indication for this antibody, although colorectal cancer
may represent a good first indication due to the significant levels of over-expression of the CD55 antigen. At this time,
we are not able to predict any date for the start of clinical trials.

In April 2004, our Scottish subsidiary, Viragen (Scotland), was awarded a grant from the Scottish government for
approximately $833,000 for the purpose of supporting the research and development of VG102. This grant is being
funded over a three year period, with final funding to occur in calendar 2007.

Other Potential Product Candidates

Through our internal research, review of available scientific literature, discussions with leading researchers and
institutions around the world, we continue to evaluate ideas for new product candidates and scientific technologies.
Based upon these efforts, it is highly likely that one or more new product candidates will be added to our portfolio
within the next six to twelve months.

Distribution Agreements and Strategic Alliances

We rely, and expect to rely in the foreseeable future, upon third party marketers and distributors to effectively
market and distribute Multiferon® and our other product candidates after receipt of regulatory approval. As discussed
below, we have established relationships for the marketing and distribution of Multiferon®; however, failure to
maintain these relationships could significantly and adversely affect our business, sales and growth. Additionally, we
are in the process of identifying potential licensees in markets in which we would like to penetrate. If we are unable to
identify and establish relationships with these third parties, our business could be adversely affected. The ultimate
success of our products also depends in large part on our distributors and licensees ability and desire to actively
distribute our products to the target markets. The failure or inability of even a few of our distributors to adequately
market and distribute our products within their territories could harm our sales and affect our ability to continue
operations.

Multiferon®

We have entered into several agreements for the distribution of Multiferon® in various countries, however, to date,
we have not recognized significant revenue from these agreements. These agreements may be terminated if the
distributors fail to obtain or maintain the product license or in the event of breach of the terms and conditions of the
agreements. We are considering proposals from other potential business partners for the development, marketing, sale
and distribution of Multiferon® in other territories around the world.

In November 2005, we entered into a license, development and supply agreement with Kuhnil Pharm Co. Ltd.,
headquartered in Seoul, for the exclusive license to register, market, sell and distribute Multiferon® in South Korea.
While the full financial terms are required to remain confidential, we received a small up-front license fee in exchange
for providing exclusive marketing rights to the drug in South Korea for a period of ten years. Kuhnil Pharm is a
rapidly growing, leading manufacturer, developer and marketer of pharmaceuticals in Korea with a specialty focus in
oncology, covering an expansive network of clinics, physicians and hospitals with over 300 sales representatives. This
agreement provides that Kuhnil shall take all measures necessary to achieve regulatory approval for Multiferon® in
South Korea, as required by the Korean health regulatory authority.
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In November 2003, we entered into a supply and distribution agreement with Pentafarma S.A. (Pentafarma) to
serve as our exclusive distributor of Multiferon® in Chile. Pentafarma retains its exclusive distribution rights in the
event that it generates 70% or more of the sales figures required under the agreement. Headquartered in Santiago,
Pentafarma is a wholly-owned subsidiary of Fresenius Medical Care, the world s largest, integrated provider of
products and services for chronic kidney failure. In June 2005, we reported that Pentafarma received notification of
registration approval for Multiferon® from the Chilean authorities. An initial stocking order has been placed and
Pentafarma is planning a market launch in the second half of 2006.

In May 2003, we entered into an exclusive supply and distribution agreement with Arriani Pharmaceuticals S.A. to
distribute Multiferon® in Greece and designated Balkan countries. The agreement provides that Arriani
Pharmaceuticals, headquartered in Athens, Greece, shall take the measures necessary to achieve regulatory approvals
for Multiferon® in Greece, Cyprus and Slovenia following our receipt of the mutual recognition procedure, or MRP,
approval in the European Union, as well as to obtain and maintain the appropriate regulatory approvals in Bulgaria
and Croatia. We have not yet commenced the MRP registration process. As a result, we are not realizing any financial
benefit from this agreement at this time. MRP approval for Cyprus and Slovenia is subject to their pending acceptance
into the European Union. Arriani has received notification of registration approval in Bulgaria, and reimbursement
authorization is pending for that country. A clinical trial with Multiferon® was initiated by Arriani in 2005 in rescue
treatment of Hepatitis C, but that study has been terminated due to its small size and limited value in providing
sufficient supporting evidence for future regulatory and marketing purposes.

In March 2003, the South African regulatory authorities approved an application filed by Viragen s distribution
partner in that country, Key Oncologics Ltd. The South African regulatory approval allows for the treatment of
patients with hairy cell leukemia and chronic myelogenous leukemia who did not respond to recombinant
(synthetic) interferon regimens. Additional applications have been filed to broaden the product s approved indications
to include the treatment of other viral and malignant diseases.

In January 2003, we renewed and extended our distribution and supply agreement with Laboratorios Pisa, a leading
Mexican pharmaceutical company. The new agreement has a term of ten years and provides Laboratorios Pisa with
the exclusive rights to distribute Multiferon® in Mexico. In February 2004, Multiferon® was approved in Mexico to
target the treatment of hairy cell leukemia, chronic myelogenous leukemia, renal cell carcinoma and malignant
melanoma. The product was launched in Mexico in September 2004 for the treatment of hepatitis B and C. A clinical
trial was initiated by Laboratorios Pisa in the rescue of patients with hepatitis C and this study continues enrollment
with an anticipated completion date in 2007.

The OVA System (Avian Transgenics)

On November 15, 2000, we entered into a development, license and collaboration agreement with the Roslin
Institute (Edinburgh). The agreement provides for joint continued development of transgenics technology in chickens.
The OVA System will be used to create chickens which produce eggs containing targeted new drugs in the egg white
to treat many serious diseases, including cancer. We believe this technology promises a much faster and cost effective
method of production for many promising bio-pharmaceutical products. In March 2004, we extended our agreement
with the Roslin Institute to develop avian transgenic technology. The agreement continues to provide us with the
worldwide exclusive rights to continue development and the ability to commercialize Roslin s proprietary avian
transgenic biomanufacturing technology in consideration for royalty payments to Roslin in the amounts 3.5% of sales
of products developed under the agreement and 17.5% in connection with the sales or transfers of certain intellectual
property. We have not paid any royalties under the agreement to date. In September 2005, we executed a one-year
extension to this agreement with Roslin to December 2006 to successfully complete the research and development
process and to develop new science for the future of the technology. In June 2006, we extended the September 2005
agreement by six months to June 2007.
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In March 2003, we entered into an agreement with Oxford BioMedica plc to obtain rights to a technology for use
in our collaboration with Roslin Institute to develop avian transgenic technology as a novel platform for the efficient,
cost-effective manufacturing of protein drugs. The agreement provided Viragen with an option to acquire an exclusive
worldwide license for proprietary gene transfer vectors, biotechnology tools designed to transfer genes into cells at
high efficiency. In June 2004, we exercised the option, entering into a license agreement for Oxford BioMedica s
Lentivector gene delivery technology, which provided us with worldwide exclusive rights to use this technology in the
creation of transgenic avians for bio-pharmaceutical production. Initial studies evaluating a novel use for these
vectors, which transfer genes for therapeutic proteins into developing chicken embryos, have yielded successful and
consistent results. However, it should be noted that additional work is necessary to be able to express the targeted
proteins in the egg whites of transgenic chickens in sufficient quantities to make the process commercially viable.
This work is currently underway at the Roslin Institute and our own research and development facility in Scotland.
Humanized Monoclonal Antibodies
VGI01 (anti-GD3 antibody)

In December 1999, we entered into a collaborative research agreement with Sloan-Kettering Institute in New York
City. The agreement is for the development of a human monoclonal antibody targeting the ganglioside GD3, which
may be used alone or in combination with our Multiferon® product as well as other products, for the treatment of
melanoma, a potentially fatal skin cancer. This technology could also prove useful in the treatment of certain other
cancers. In February 2002, the agreement was extended through February 2007. The agreement provides that the
rights in work product created under the agreement including research results, data, and records will be owned by the
party that generated them and that if work product is generated jointly, it will be jointly owned by us and
Sloan-Kettering Institute. While working with traditional monoclonal antibody manufacturing methods, we are also
engaged in working with our avian transgenics team on producing VG101.

Although we have entered into discussions and negotiations with Sloan-Kettering Institute to license the anti-GD3
antibody, it is not known if or when a license agreement will be executed. We are currently continuing the
collaborative research agreement and have created a humanized form of this antibody for further studies.

VG102 (anti-CDS55 antibody)

In July 2000, we entered into a research agreement for VG102 with Cancer Research Technology UK in the United
Kingdom and the University of Nottingham to evaluate therapeutics based on the CD55 antigen, which we believe
may have potential in the treatment of several indications including breast, ovarian and colorectal cancers. This
project is based on the development of monoclonal antibodies designed to block the protective effect of the protein
CDS55 on the surface of tumor cells. The initial development work was carried out in collaboration with the Cancer
Research Technology UK Department of Clinical Oncology at the University of Nottingham in England.

In April 2005, we executed an exclusive global license with Cancer Research Technology UK for VG102 to be
developed for the treatment of human disease. Rights include the use of the antibody as a therapeutic and a diagnostic
agent in cancers. We have created a humanized form of this antibody and are currently developing optimized
manufacturing processes in preparation for final pre-clinical testing.

Our license imposes various commercialization milestone payments and other payment obligations on us. If we fail
to reach the material milestones set forth in our development plan contained in the agreement by more than six
months, the licensor may have the right to terminate the license specified in the agreement, in which event we would
lose valuable rights and our ability to develop our product candidates.
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Research and Development

Our research and development programs include ongoing studies in support of Multiferon®, our avian transgenics
platform, two humanized antibodies and potential new product candidates. For the fiscal years ended June 30, 2006,
2005 and 2004, we incurred research and development costs of approximately $4.60 million, $4.96 million and
$3.59 million, respectively.

The timelines and costs for the completion of bio-pharmaceutical research and product development programs are
difficult to accurately predict for various reasons, including the inherent exploratory nature of the work. The
achievement of project milestones is dependent on issues which may impact development timelines and can be
unpredictable and beyond our control. These issues include: availability of capital funding, presence of competing
technologies, unexpected experimental results which may cause the direction of research to change, accumulated
knowledge about the intrinsic properties of the candidate product, the availability of Good Manufacturing Practices
grade material, results from pre-clinical and clinical studies, potential changes in prescribing practice and patient
profiles and regulatory requirements.

The completion of our ongoing and contemplated research and development projects is dependent upon our ability
to raise significant additional funding or our ability to identify potential collaborative partners that would share in
project costs. Our future capital requirements are dependent upon many factors, including: revenue generated from the
sale of Multiferon®; progress with future clinical trials; the costs associated with obtaining regulatory approvals; the
costs involved in patent applications; competing technologies and market developments; and our ability to establish
collaborative arrangements and effective commercialization activities.

Multiferon®

Our human leukocyte-derived multi-subtype interferon alpha product, Multiferon® was originally developed as an
alternative to synthetic (recombinant), single-subtype products, and is currently approved in nine countries in
second-line indications. In February 2006, Multiferon® was approved as a first-line adjuvant treatment for malignant
melanoma in Sweden. Multiferon® is actively marketed in five countries through local distribution partners, and our
own two-person sales team in Sweden.

Interferon alpha is the human body s first line of defense against infectious disease. Human leukocytes, in the
blood, secrete a number of different types of interferon alphas when exposed to attack by viruses and bacteria. Viragen
collects human leukocytes, a by-product of blood collection, and under highly exacting procedures, subjects these to a
viral challenge that is known to be benign to humans, but stimulates the leukocytes to produce a unique mixture of
interferon alpha subtypes. We then collect and purify the resultant interferon alphas using our proprietary technologies
to manufacture Multiferon®. The mixture of subtypes contained in Multiferon® is unique among all interferon alpha
products.

To date, Multiferon® has been primarily marketed as rescue therapy for patients who have been treated with
synthetic interferon alpha products but who have for various reasons not responded to that treatment. With the
approval of Multiferon® in Sweden in February 2006, we are now progressing with regulatory strategies to expand
approvals for Multiferon® with a focus on treating malignant melanoma.

We are collaborating with the Swedish Medical Products Agency and European Union regulatory authorities to
initiate the process for seeking broader European approvals through the MRP. We have initiated the process to
conduct a Phase IIT post-marketing clinical trial with Multiferon® on an international basis. This trial is planned to
include up to 1,000 patients and is expected to build additional clinical evidence of the value of Multiferon® in
high-risk melanoma therapy. This trial is expected to cost approximately $16 million to $18 million and take six to
eight years to complete.

Multiferon® is believed to have other potential uses in other cancer treatment regimens and we are currently
evaluating a number of other possible indications for which clinical trials would be required in order to gain
approvals.
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In order to identify potential new anti-viral indications for Multiferon®, we are collaborating on studies using
Multiferon® being conducted by the U.S. Army Medical Research Institute of Infectious Diseases, or USAMRIID.
Based on previous positive in vitro study results reported in February 2006, USAMRIID has verbally agreed to
commence with a new series of in vivo studies (nonhuman primate models) to further determine the potential of
Multiferon® as a potent, broad-acting anti-viral product capable of fighting certain Category A pathogens, a class of
highly virulent viral threats, which have the potential to be used in bio-warfare. These studies will evaluate
Multiferon® s possible utility as a first-line of defense against unknown infectious agents or when no therapeutic or
vaccine exists. These studies are expected to be completed in 2006 and will help determine the potential role of
Multiferon® as a bio-defense product and as a candidate for development funding under Project Bioshield or other
sources of grant funding.

The OVA System (Avian Transgenics)

Our avian transgenic manufacturing program is designed to enable us to produce protein-based drugs, including
monoclonal antibodies, in the whites of eggs laid by transgenic chickens. Our goal is to develop a technology which
will enable us to offer a viable and cost-effective alternative for the large-scale production requirements of the
bio-pharmaceutical industry and also for our own therapeutic protein products. Existing protein production
technologies are often inefficient and costly. We believe that this technology will allow us to offer the
bio-pharmaceutical industry an efficient method of production of their protein-based products. It is envisaged that this
technology will have a higher capacity, lower manufacturing costs and may be able to offer improvements to the
products themselves.

We believe our avian transgenics project could offer an efficient and cost effective way to produce large volumes
of therapeutic proteins. In addition to meeting the current and future alternative production demands of the
bio-pharmaceutical industry and generating significant revenue for us, this project could also accelerate the progress
of several life-saving drugs to the market.

To date, we have succeeded in proof-of-principle of our avian transgenics system with two product candidates: a
construct of VG101, the anti-GD3 antibody was successfully expressed as reported in June 2005; and interferon
beta-1a was successfully expressed in January 2006. We continue to evaluate methods to optimize expression levels as
well as methods for recovery and purification of these active ingredients.

While our results to date suggest that the OVA  System represents a novel biomanufacturing system for the
production of human therapeutic proteins, this technology must be further developed in order to validate and confirm
its viability and economic benefits before entering into commercial production or initiating necessary clinical trials.

For the fiscal years ended June 30, 2006, 2005 and 2004, we incurred research and development costs related to the
avian transgenics project totaling approximately $1.61 million, $1.69 million and $1.90 million, respectively. Since
the date of inception of this project, we have incurred approximately $7.41 million in research and development costs.
Humanized Monoclonal Antibodies

There have been a great number of developments in the treatment of cancer in humans over the years. Monoclonal
antibodies have been shown to be able to offer significant advantages over other therapies, yet even with this success,
current products still fall far short of the ideal with respect to both efficacy and to a lesser extent, safety. Trends in
treatment options are tending to favor multiple agents and therapies in combination or sequential administration as
well as targeted therapeutics. Still, there remains much room for improvement.

We have selected two monoclonal antibodies for our research and development projects based largely upon prior
pre-clinical information and prior testing in humans. Both of our current antibody projects appear to present
significant advantages in these respects and both offer the potential to be developed into a platform based technology.
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VG101 (anti-GD3 antibody)

In 1999, we entered into a collaborative research and development agreement with Sloan-Kettering Institute, or
Sloan-Kettering, for the joint development of an antibody to the GD3 antigen, which is over-expressed on several
types of cancer cells, most notably melanoma. This agreement was extended in February 2002 and will expire in
February 2007, unless extended by mutual consent or unless we exercise our option for an exclusive license
agreement. It is believed that antibodies to the GD3 antigen are able to elicit anti-tumor effects, thereby destroying
cancer cells, which have the over-expressed antigen on their surface.

Sloan-Kettering clinicians have previously studied the mouse form of this antibody in a fairly extensive manner in
numerous human clinical trials. However, use of mouse-derived antibodies typically influences the outcome of testing
in humans in that the human body reacts to mouse antibody as if it was a foreign invader, thereby reducing the overall
efficacy, and tolerability, of the product. Sloan-Kettering was able to demonstrate that this antibody had beneficial
effects in patients with Stage IV melanoma. Sloan-Kettering also found that the antibody had therapeutic utility when
used alone, but greater therapeutic utility when used with other compounds. If the antibody can be produced in a
humanized form, thereby eliminating at least some of the undesirable effects, whether used alone or in combination
with other products, it could offer significant improvement in this disease setting. Importantly, to date, there are no
other products available to successfully treat Stage [V melanoma. If the antibody can be shown to be efficacious
against this stage of the disease, then it would represent a significant opportunity.

At the current time, we have developed production processes for humanized forms of the antibody, including the
avian transgenics technology. These antibodies will be shared with Sloan-Kettering clinicians for comparability
testing, done in parallel with studies at our Viragen (Scotland) laboratories. We are not able to predict subsequent
study dates for this antibody.

For the fiscal years ended June 30, 2006, 2005 and 2004, we incurred minimal research and development costs
associated with our VG101 project. Since the date of inception of this project, we have incurred approximately
$1.55 million in research and development costs.

VG102 (anti-CDS55 antibody)

In April 2005, we executed a global exclusive license with Cancer Research Technology UK for the rights to
develop and commercialize an anti-CD55 antibody. This specific antibody was developed through the research of
Professor Lindy Durrant of the University of Nottingham, UK. The CD55 antigen is significantly over-expressed on
nearly all solid tumors in humans. Early studies at Nottingham demonstrated that the antibody was able to bind only to
malignant tumor antigen and furthermore, it was shown to bind in a highly novel manner, different from all anti-CD55
antibodies known in the scientific literature. This novelty underpins the intellectual property surrounding VG102, in
addition to other intellectual property we have created through our development activities. The CD55 antigen has been
shown to block the body s natural immune system from attacking and killing cancer cells. Theoretically, if an antibody
can be developed that binds selectively to tumor CD55 antigen, this protective mechanism could be removed and the
natural immune system, or concomitantly or sequentially administered anti-tumor agents, would then be able to
destroy cancer cells.

Importantly, Professor Durrant has produced the mouse form of this antibody and has administered it successfully
to humans in immunoscintigraphy studies (imaging). These studies demonstrated the specificity of binding only to
tumor antigen, and not normal cells, and demonstrated tolerability in humans, albeit small numbers and dosages,
without safety incident. It is this data, and our own exploratory data in our laboratories, that has led us to license what
we believe may become an important addition to the arsenal for fighting a number of types of cancer.

At the current time we have developed production processes for humanized versions of this antibody to continue
pre-clinical studies. We have not yet selected a target indication for this antibody. At this time, we are not able to
predict any date for the start of clinical trials.

14

Table of Contents 18



Edgar Filing: VIRAGEN INC - Form 10-K

Table of Contents

For the fiscal years ended June 30, 2006, 2005 and 2004, we incurred research and development costs related to the
VG102 project totaling approximately $586,000, $575,000 and $200,000, respectively. Since the date of inception of
this project, we have incurred approximately $2.06 million in research and development costs.

Other Potential Product Candidates

Through our internal research, review of available scientific literature, discussions with leading researchers and
institutions around the world, we continue to evaluate ideas for new product candidates and scientific technologies.
Based upon these efforts, it is highly likely that one or more new product candidates will be added to our portfolio
within the next six to twelve months.

Intellectual Property

Intellectual property is important to any bio-pharmaceutical company to protect its investment in new products and
ideas. Whether through patents, trademarks, copyrights or any other means, we endeavor to seek out new intellectual
property in our business and at all levels. In general, we intend to invest in projects and product candidates that afford
the longest possible intellectual property protection. Our business is international in nature and intellectual property
protection may differ between territories, including duration of that protection. Some of our products and technologies
may have patents pending or new patents under internal consideration or may be under consideration by patent
counsel. Due to the competitive nature of our industry, we do not disclose patents, trademarks or copyrights that are
pending.

We believe that our multi-subtype human alpha interferon production techniques are unique and are capable of
yielding a superior quality product and will allow us to produce the product at relatively low costs. We have
developed a broad and valuable intellectual property portfolio on the manufacturing methods used to produce
Multiferon® and continue to develop this portfolio through in-house research and development.

In November 2005, we were notified by the US Patent and Trademark Office that it issued patent no. 6,962,695 to
a wholly-owned subsidiary of Viragen International, our majority-owned subsidiary. This patent, entitled Modification
of Interferon Alpha Production , describes a process relating to the manufacture of Multiferof and relates to the novel
use of an enhancing agent to optimize the yield of interferon from the cell preparation during the production process.
This patent expires in December 2018.

In February 2004, we filed a provisional patent application with the UK Patent Office covering the use of
multi-subtype human alpha interferon for human treatment and prevention of avian influenza virus, commonly known
as avian flu, and this lapsed in February 2005. Subsequent applications were filed with the UK Patent Office in
February and May 2005 and a provisional application was filed with the US Patent and Trademark Office in
March 2005. Avian influenza is an infectious viral disease of birds caused by type A influenza strain. The type A
influenza group of viruses has certain characteristics that make them of particular concern to the human population.
They have a tendency to undergo mutation, resulting in new variants for which no vaccine is available. In addition,
such viruses have the potential to combine with viruses from other species, leading to pandemics due to the resulting
difficulties in developing effective treatments or preventative measures. At the current time, we have no plans to
conduct any significant studies of Multiferon® in avian influenza.

As mentioned previously, we continue to develop our knowledge base of the Multiferon® product, to evaluate new
and beneficial ways of manufacturing. As a result of research and development work performed in house, a
provisional application for a modification to the Multiferon® production process was filed with the UK Patent Office
in February 2005. A provisional patent application was also filed with the US Patent and Trademark Office in
June 2005 and a patent cooperation treaty, or PCT, application was filed in February 2006.

We are developing a broad intellectual property portfolio in the area of avian transgenics. In May 2005 our
International application WO04047531 entitled Protein Production in Transgenic Avians , filed jointly with Oxford
BioMedica UK Ltd. entered into the National Phase in the US, Canada, Europe, China, Japan and Australia. This
patent application describes the use of specific viral based vectors as gene delivery vehicles in creating transgenic
birds that may be used to produce proteins of interest in their eggs.
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In May 2005, our patent application NZ532709 derived from the International application WO03049537 entitled
Methods of Preparing Eggs for Nuclear Transfer and Uses Thereof was accepted for grant by the Intellectual Property
Office of New Zealand. This patent expires in December 2021. Other regional applications for this invention are
progressing through the normal prosecution process. This patent application describes the use of gamma irradiation in
the enucleation of avian cells in preparation for nuclear transfer. This process may be one of the preparatory steps used
in creating transgenic birds.

In September 2004, a provisional patent application (06/024867) was filed with the UK Patent Office describing a
method to optimize gene vector constructs so that expression of the protein is maximized and may be used as one of
the steps in the process of creating transgenic birds which produce proteins of interest in their eggs.

In September 2004, a provisional patent application (06/027606) was filed jointly by Viragen (Scotland) Limited
and Oxford BioMedica with the UK Patent Office describing a system that allows pre-screening of gene vector
constructs to determine their utility in creation of transgenics and this method may be used as one of the steps in the
process of creating transgenic birds which produce proteins of interest in their eggs.

In May 2005, a provisional patent application was filed with the UK Patent Office describing a novel promoter
construct to be used in creation of transgenics. This promoter may be used in the creation of transgenic birds which
produce proteins of interest in their eggs. A PCT application was filed in May 2006.

United States and foreign patents have been issued to others for genetically engineered and human-derived
interferons and methods and processes for producing transgenic birds. In the event of valid claims, we may have to
negotiate license agreements with patent holders to use some processes and products. We believe that we do not
infringe upon any current patent. We have not received any communications or had any conversations with the owners
of related patents that may potentially make claims or who have threatened to make a claim that our patents infringe
their patents.

It is possible to challenge the validity and enforceability of a patent by litigation after its issuance. If the outcome is
against the owner of the patent, other parties may be free to use the subject matter of the patent. Protection provided
by foreign patents may be different than in the United States. The actual protection we receive from a foreign patent
may vary from one country to another. Protection realized may also depend on the type of patent, scope of coverage
granted and the legal remedies available in each country. We cannot guarantee that any future patents will offer
substantial protection or commercial benefit to us.

Regulation

Our activities, products and processes are subject to substantial government regulation for safety, effectiveness and
quality by many governmental agencies within the United States, the European Union and other foreign jurisdictions,
and will be subject to further regulation if approved for commercial sale. The U.S. Food and Drug Administration,
foreign jurisdictions and state and local agencies regulate the testing, manufacturing, safety, effectiveness, advertising,
packaging, labeling, storage, record keeping and sale of biologic substances and pharmaceutical products. Regulatory
authorities have stringent mandatory procedures and standards, which apply to the clinical testing, manufacture and
marketing of any biologic products, including ours. Regulatory approvals for commercialization of any new product
take significant time and capital. The steps ordinarily required before a drug or biological product may be marketed
include:

Pre-clinical testing;

Submission to the relevant regulatory agency, such as the FDA in the United States, of an investigational new
drug application, which must become effective before clinical trials may commence;

Adequate and well-controlled clinical trials to establish the safety and efficacy of the biologic or drug;
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Submission of a marketing application to the relevant regulatory agency for approval to market the product in
that country or jurisdiction;

Approval of the marketing application, which encompasses inspection and licensing of the manufacturing
facility for commercial production of product and approval of all product labeling.

Pre-clinical testing includes laboratory evaluation of product chemistry, formulation and stability, as well as animal
studies to assess the potential safety and efficacy of each product. Laboratories that conduct pre-clinical testing must
comply with regulations regarding good laboratory practices.

In Europe and the United States, human clinical trial programs generally involve a three-phase process. Typically,
Phase [ trials are conducted in healthy volunteers to determine any early side effects and the pattern of drug
distribution and metabolism. Phase II trials are conducted in a limited patient population afflicted with the target
disease to provide preliminary data on the effectiveness and safety of a new drug product and to determine the amount
of the drug that works best and how much can be tolerated. If Phase II evaluations indicate potential effectiveness
with an acceptable safety profile, Phase III trials are performed. Phase III is performed to demonstrate clinical
effectiveness and safety within an expanded patient population from multiple clinical study sites. Regulatory
authorities may also require Phase IV studies to further confirm safety and efficacy and to monitor patients after a
product has been used in clinical practice. The relevant regulatory authority may suspend or cancel clinical trials at
any time if it is felt that patients are being exposed to an unacceptable health risk or if the information submitted to the
agency is incomplete or incorrect, or due to the conduct of the investigation.

The results of the drug development, pre-clinical studies and clinical studies are submitted to the relevant
regulatory authorities in various countries, such as the U.S. Food and Drug Administration, in the application for
marketing authorization, which if accepted clears the way for commercial sale of the drug. Third party manufacturers
and collaborators may be required to pass on-site inspections prior to obtaining regulatory approval.

The process of obtaining marketing approvals takes many years and substantial funding. If we fail to comply with
certain regulatory requirements, we could be subject to sanctions, such as warning letters, penalties, criminal
prosecution, injunctions, product seizure, product recalls, total or partial suspension of production, and refusal to
approve pending applications or costly supplements to approved applications.

Once regulatory approval is obtained, third party collaborators and manufacturers will be required to comply with
regulations setting forth current Good Manufacturing Practices. Good Manufacturing Practice regulations include
requirements relating to quality control and quality assurance, as well as corresponding maintenance of records and
documentation. Facilities may be subject to period and unannounced inspections to confirm compliance with
applicable regulations.

Extension of the number of licenses held in the European Union can be achieved for products like Multiferon®
through the Mutual Recognition Procedure, or MRP. This process makes it possible to hold marketing authorizations
in all, or some, member states. MRP is administered by and between the competent authorities of the member states
where marketing authorizations are sought. Subject to the successful completion of clinical trials, we believe this is
the regulatory route that we will use to secure regulatory approval in the European Union. MRP permits a registrant of
a new drug or biological product to use a single registration dossier to gain marketing authorization in a number of
European Union countries. A prerequisite requirement is that any new registration must have a sponsor country that
has reviewed and approved the registration dossier. In the case of Multiferon®, and following the expected Swedish
approval of our dossier, we anticipate that Sweden will agree to act as our sponsor country for the MRP filing. Once
the dossier is approved through the MRP process, it is then permissible to go to each country that has approved the
filing and seek reimbursement authorization. All countries are not required to approve the filing in the MRP process,
and there is no guarantee that any country will agree to reimburse for the product.
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We are also subject to numerous laws relating to such matters as safe working conditions, manufacturing practices,
environmental protection, fire hazard control, and disposal of hazardous or potentially hazardous substances. We may
incur significant costs to comply with such laws and regulations now or in the future.

Competition

Competition in the research, development and production of interferon and other immunological products is
intense and growing. Our competition includes many major, well-established and well-financed pharmaceutical and
commercial entities, as well as major educational and scientific institutions. Many researchers, some of whom have
substantial private and government funding, are involved with interferon production, including production of
interferon through synthetic DNA technology. A number of large companies, including Hoffmann-La Roche, Inc. and
Schering-Plough Corporation are producing, selling and conducting clinical trials with their recombinant interferons
(alpha interferons) and other immunological products in the areas of cancer and viral infections, including hepatitis C.

We believe that competition is also based on production ability, technological superiority, regulatory expertise in
obtaining governmental approvals for testing and manufacturing and the capabilities of companies in marketing and
selling the product.

We are aware of a number of companies that are engaged in research and development of various transgenic
systems and models that are hoped to be used to efficiently and productively manufacture proteins for human
therapeutic use. These include but are not limited to the use of cattle, goats, plants and avians. Some of these
companies are larger, well-funded enterprises and that have been working in this field for many more years than we
have. There can be no assurance that any of these companies will not complete their research, enlist large,
multinational pharmaceutical and biotechnology companies to invest in their technology and produce a therapeutic
product that comes to market before us.

There are a large number of companies around the world that have monoclonal antibodies in their research,
development or commercial pipelines. There are large, well-financed multinational pharmaceutical and biotechnology
companies that have monoclonal antibodies which have been approved for marketing for a number of years and there
are small, essentially start-up companies, researching and developing new antibodies and complementary technologies
for delivery of antibodies for therapeutic use. Competition in the field of antibodies is extensive and intense.
Intellectual property on monoclonal antibodies is equally extensive making it difficult for new entries to this field to
generate new patents. Although we monitor competitive activity in the field, there can be no assurances that our
antibody projects will be competitive, will have secure intellectual property free of licenses from third parties, or will
ever be clinically proven to be safe and efficacious in comparison to competitive products.

The timing of the entry of a new pharmaceutical product into the market is an important factor in determining that
product s eventual success. Early market entry has advantages in gaining product acceptance and market share. Our
ability to develop products, complete clinical studies and obtain governmental approvals in the past has been
hampered by a lack of adequate capital. We are not presently a competitive factor in the interferons market, nor are
any of our distributors.

Employees

As of September 22, 2006, we have 54 employees. Of these, 38 are research and development, manufacturing and
quality assurance/quality control personnel. The remaining 16 employees are management, sales and/or administrative
personnel. Our domestic and Scottish-based employees are not represented by any collective bargaining agreements.
The majority of our Swedish-based employees are members of a Swedish union representing scientific personnel. We
have never experienced a work stoppage. We believe our relations with our employees and the Swedish unions to be
good.
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Item 1A. Risk Factors
Cautionary Note Regarding Forward-Looking Statements
This report contains forward-looking statements. Also, our management may make forward-looking statements
orally to investors, analysts, the media and others. Forward-looking statements express our expectations or predictions
of future events or results. They are not guarantees and are subject to many risks and uncertainties. There are a number
of factors many beyond our control that could cause actual events or results to be significantly different from those
described in the forward-looking statement. Any or all of our forward-looking statements in this report or in any other
public statements we make may turn out to be wrong.
We caution that these statements are further qualified by important factors that could cause actual results to differ
materially from those contemplated in the forward-looking statements, including, without limitation, the following:
our failure to achieve significant revenues;
our failure to service our debt and preferred stock;
our ability to procure additional funding;

regulation by federal, state and foreign regulatory authorities in the manufacturing and selling of our
Multiferon® product;

our failure to develop and commercialize our avian transgenics platform and antibody product candidates;
our reliance on third parties to market and distribute our Multiferon® product;

the effect of competition in the pharmaceutical and biotechnology industry;

our reliance on foreign third party manufacturers;

the availability of human leukocytes and other materials used in the production of our products;
an adverse change in foreign currency exchange rates;

our ability to protect our intellectual property;

our exposure to litigation;

our dependence on our key managers and scientific personnel and our scientific collaborators;
a decline in demand for shares of our common stock;

volatility in the market for shares of our common stock;

ability of holders to effect resales of securities if we are delisted from AMEX;

our ability to regain compliance with American Stock Exchange listing standards;

our ability to redeem and/or pay dividends on preferred stock under Delaware law;

the effect of economic conditions generally; and
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regulation by federal, state and foreign regulatory authorities in connection with developing, marketing,
manufacturing and selling our product candidates.
Forward-looking statements can be identified by the fact that they do not relate strictly to historical or current facts.
They use words such as anticipate, estimate, expect, project, intend, plan, believe or words of similar mea
may also use words such as, would, should, could or may . Factors that may cause our actual results to differ materi
include the risks described herein. These risks and uncertainties are not the only ones we face. There may be
additional risks and uncertainties that are not known to us or that we do not consider to be material at this time. If the
events described in these risks occur, our business, financial condition and results of operations could be adversely
affected.
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Risks Related to Our Financial Condition and Business

We have a history of operating losses and we expect to continue to incur losses and may never be profitable. If we
do not develop profitable operations, we will have to terminate our operations. As a result, investors will lose their
entire investment.

Since our organization, we have incurred operating losses and negative cash flow from operating activities as a
result of minimal sales coupled with our significant clinical development, research and development, general and
administrative, sales and marketing and business development expenses. We expect to incur losses for at least the next
several years as we expand our sales and marketing capabilities, make use of the sales and marketing capabilities of
third parties and continue our clinical trials and research and development activities. Losses have totaled
approximately:

$18.2 million for the fiscal year ended June 30, 2006;

$26.2 million for the fiscal year ended June 30, 2005; and

$18.2 million for the fiscal year ended June 30, 2004.

At June 30, 2006, we had cash on-hand of approximately $443,000, working capital of approximately $229,000, an
accumulated deficit since organization of approximately $166.2 million and a stockholders deficit of approximately
$1.6 million. These losses, among other things, have had and will continue to have an adverse effect on our working
capital, total assets and stockholders (deficit) equity. In light of our recurring losses, accumulated deficit and cash
flow difficulties, the report of our independent registered public accounting firm on our financial statements for the
fiscal year ended June 30, 2006 contains an explanatory paragraph raising substantial doubt about our ability to
continue as a going concern. Our financial statements do not include any adjustments that may be necessary in the
event we are unable to continue as a going concern.

While, subsequent to June 30, 2006, our majority-owned subsidiary, Viragen International, received net proceeds
of approximately $1.9 million from the sale of its preferred stock and common stock, we continue to experience
operating losses and cash flow difficulties. We believe that this additional funding will provide sufficient cash to
support our operations through at least September 2006. However, we will require substantial additional funding to
support our operations subsequent to September 2006. Our inability to generate substantial revenue or obtain
additional capital through equity or debt financings would have a material adverse effect on our financial condition
and our ability to continue operations. Accordingly, if we are unable to obtain additional financing by the end of
September 2006, we could be forced to significantly curtail or suspend our operations, including laying-off
employees, recording asset impairment write-downs and other measures.

We must generate significant revenues to achieve and maintain profitability. While Multiferon® is in its early stage
of commercialization deriving nominal revenue, most of our products and technologies are either in the research stage
or in pre-clinical stages of development and will require substantial additional funding to reach the commercialization
stage. Even if we succeed in developing and commercializing one or more of our product candidates, we may not be
able to generate sufficient revenues or achieve or maintain profitability. Our failure to achieve and maintain
profitability would depress the market price of our common stock and could impair our ability to raise additional
capital, expand our business, diversify our product offerings and continue operations. Additionally, investors could
lose their entire investment in our securities.

Our business is capital intensive, and we do not currently generate sufficient revenues to offset our debt service
obligations, research and development activities and other operating expenses. If we are unable to obtain
additional funding, as and when required, we may have to significantly curtail or completely terminate our
operations.

We will require substantial future capital in order to continue to complete research, development and
commercialization of our products and technologies, to meet our debt service obligations, to fund other operating
expenses and to otherwise execute our business plan. If we are unable to obtain additional financing or generate
licensing and sales revenue sufficient to sustain our operations, as needed, we could be forced to significantly curtail
or
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suspend our operations, including laying-off employees, recording asset impairment write-downs and other measures.

Additional capital may not be available to us when needed, or on terms that are acceptable to us, or at all. For
instance, our common stock price may not permit us to conduct future financings. Additionally, pursuant to the terms
of our convertible debt issued in June 2004 and September 2005, we are not permitted to incur additional indebtedness
except in limited circumstances. Our ability to raise additional funds through the issuance of additional debt will be
limited absent a waiver from debt holders. There can be no assurance that debt holders will provide waivers, if
required.

We anticipate research and development costs to increase over the next twelve months, particularly in the area of
regulatory-related consulting fees, toxicology studies and clinical trial costs. We also anticipate selling related
expenses will increase over the next twelve months due to the planned expansion of our Multiferon® sales and related
marketing efforts. Our future capital requirements will depend on many factors including:

revenue generated from licensing Multiferon®, our antibody product candidates or our avian transgenics
technology;

revenue generated from the sale of Multiferon®,;

our ability to conduct future financings;

our ability to service our convertible debt and convertible preferred stock;
progress with future research, development, pre-clinical studies and clinical trials;
the costs associated with obtaining regulatory approvals;

the costs involved in patent applications and potential patent enforcement;
competing technologies and market developments; and

our ability to establish collaborative arrangements and effective commercialization activities.
Based on our operating plans, for the fiscal year ending June 30, 2007, we anticipate that we will need approximately
$9.0 million for operating activities, $500,000 for investing activities and $10.2 million to redeem our outstanding
Series J cumulative convertible preferred stock, Viragen International s outstanding Series C and Series D cumulative
preferred stock and service our current debt obligations. Actual expenditures in these areas could vary based on the net
proceeds realized from our proposed secondary offering.

We have received deficiency notices from the American Stock Exchange, or AMEX, and if we are unable to satisfy
the AMEX that we will regain compliance with its continued listing criteria, our common stock and any other security
approved for listing on AMEX may be delisted from AMEX, which could accelerate repayment of outstanding
indebtedness, adversely affecting investor perception and may result in institutional and other investors refraining
from purchasing our common stock, which would adversely affect our ability to raise capital. If adequate funds are not
available to us on a timely basis, we may be required to significantly curtail or suspend a portion or all of our
operations. Further, sufficient funding may not be available to finance planned future scientific collaborations,
planned marketing efforts or planned capital expenditures. Any failure to raise additional funds in the future may also
result in our inability to successfully promote Multiferon®, complete existing and/or undertake new research and
development projects, take advantage of business opportunities or respond to competitive pressures, any of which
would have a material adverse effect on our financial condition, results of operations and ability to continue
operations.

We will be substantially dependent on licensing fees and sales of our human alpha interferon product,
Multiferon®, to generate revenue for the foreseeable future. If we are unable to obtain or maintain the necessary
required regulatory approvals to manufacture and sell Multiferon® throughout the European Union, or if
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Multiferon® is not widely accepted by the markets in which we manufacture and sell it, we may have to
significantly curtail or cease operations and our investors may lose their entire investment.

Our prospects for achieving profitability will depend primarily on how successful we are in executing our business
plan to license, market and sell our human alpha interferon product under the brand Multiferon®. We expect sales of
Multiferon® to be a significant source of income for the foreseeable future. We cannot assure you of the success of our
commercialization efforts. The product is approved in Sweden for the first-line adjuvant treatment of high-risk (Stages
[Ib-1IT) malignant melanoma following dacarbazine (DTIC) after surgical removal of tumors.
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The product is also approved for sale in Bulgaria, Chile, Mexico, the Philippines and Sweden as a second-line
treatment of any and all diseases in which patients show an initial response to recombinant alpha interferon followed
by treatment failure, likely to be caused by neutralizing antibodies. The product is also approved for sale in Egypt,
Hong Kong, Indonesia and South Africa as a second-line therapy for the treatment of chronic myelogenous leukemia
and hairy cell leukemia. Multiferon® is not approved for sale in the United States or European Union countries, other
than Sweden. We have not sought the approval of Multiferon® from the United States Food and Drug Administration
or its European Union counterparts, except Sweden. We will focus on seeking new approvals for Multiferon® in the
European Union for the same indications for which it is approved in Sweden. We may seek approval for other
indications in the European Union in the future. In the foreseeable future, we do not expect to seek regulatory
approval in the United States unless we secure licensees to fund such activities or other sources of funding, including
government or private grant funding. We cannot assure you that we will be able to obtain regulatory approval of
Multiferon® for the indications for which Multiferon® is approved in Sweden or for other indications in the European
Union or in the United States.

Our ability to generate sufficient revenues to attain profitable operations depends in part upon our ability to
establish and maintain manufacturing and distribution agreements with third parties. We will not be able to
significantly reduce our losses or operate profitably until we obtain the necessary approvals to manufacture and sell
Multiferon® on a widely accepted basis throughout the European Union. The successful commercialization of
Multiferon® will require additional marketing and promotional activities and the completion of planned clinical trials,
which are dependent upon our ability to raise significant additional funding, or our ability to generate sufficient cash
flow from operating activities. Investors must understand that Multiferon® may never receive new approvals sought
from regulatory authorities, or be able to maintain current approvals over time. In addition, even if new approvals are
received, we may not be able to achieve sufficient profit from the sale of Multiferon®, unless we successfully meet our
long-term sales objectives. If we do not obtain the required approvals, or we do not achieve profitable operations from
the sale of Multiferon®, we may be forced to significantly curtail or cease operations. In the event we cease operations,
our investors will lose their entire investment.

We may not be able to successfully develop and commercialize our antibody product candidates, which are in early
stage development where there is a significant risk of failure.

Our future growth will depend on our ability, or our licensees ability, to successfully develop, obtain regulatory
approval for and commercialize our product candidates, including VG101 and VG102.

We will have to conduct significant additional tests with respect to these product candidates, including pre-clinical
studies and clinical trials, and obtain regulatory approval before commercialization may commence. We must
demonstrate to the applicable regulatory authorities that each product candidate is safe and effective for their intended
use. Product development is time consuming, expensive and an uncertain process. Pre-clinical studies consist of
laboratory testing using chemical and animal models, and must be completed in order to submit an investigational new
drug application for authorization to conduct human studies. There can be no assurance that a submission of an
investigational new drug application will result in authorization to start clinical trials. Clinical testing consists of
assessment of product safety and efficacy of the product candidate in humans under rigidly controlled conditions. We
are currently conducting pre-clinical research studies on VG101 and VG102. We expect to conduct additional studies
in the future. It may take several years to complete the various stages of testing for each product candidate, and failure
can occur at any stage. Many factors may delay our commencement and completion of clinical trials, including:

the number of patients that participate in the trial;

the length of time required to enroll suitable subjects;
the duration of patient follow-up;

the number of clinical sites included in the trial;
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changes in regulatory requirements or regulatory delays or clinical holds requiring suspension or termination of
the trials;

delays, suspensions or termination of clinical trials due to the institutional review board overseeing the study at
a particular site;

unforeseen safety issues; and

inability to manufacture, through third party manufacturers, adequate supplies of the product candidate being
tested.

We may suffer significant setbacks in advanced clinical trials, even after obtaining promising results from earlier
studies. At any point during clinical trials, undesirable side effects could be detected. These side effects could
interrupt, delay or halt clinical trials of the product candidates being tested and related product candidates and could
result in regulatory authorities denying approval of such product candidates for any or all targeted uses. Also, we rely
on third party consultants to conduct studies of the effects of our product candidates on animals and humans. Our
reliance on these third parties may result in delays in completing, or in failure to complete, these trials if the third
parties fail to perform under our agreements with them.

Based on results at any stage of product development, we may decide to repeat or redesign pre-clinical studies or
clinical trials, conduct entirely new studies or discontinue development of one or more of our product candidates. In
addition, our product candidates may not demonstrate sufficient safety and efficacy in pending or any future
pre-clinical testing or clinical trials to obtain the requisite regulatory approvals and even if such approvals are obtained
for a product candidate, it may not be accepted in the market as a viable alternative to other products already approved
or pending approvals.

Additionally, the conduct of clinical trials is expensive and competition in the bio-pharmaceutical industry is
intense. We have a very limited source of revenue at this time, and we will require significant additional funding to
conduct the clinical trials that will be necessary in order to receive regulatory approvals. We must obtain additional
funding from outside sources to conduct these trials. If we are unable to locate funding or obtain funding on
reasonable terms, we may be forced to cease operations. In that case, our investors will lose their entire investment.

If we are unable to produce safe, efficacious, proteins in egg whites of transgenic chickens in commercially viable
quantities and required quality, we may be unable to recoup our research and development expenses and we may
be unable to successfully market the OVA System used to manufacture these drugs.

Our avian transgenics project, still in the research stage, is designed to enable us to produce therapeutic proteins
and antibodies inside the egg whites of transgenic hens. To date, neither we nor any competitor has commercialized
any therapeutic proteins or antibody therapeutic products based on avian transgenics technologies. Even if we are
successful in producing the targeted commercial proteins in egg whites, we are unable to predict whether this
technology will yield commercially viable quantities of products that are safe and efficacious for patients or that
regulators may approve for human use. Our inability to produce commercially viable quantities of high quality
protein-based drugs may require us to discontinue our avian transgenics activities.

Success in early pre-clinical studies may not be indicative of results obtained in later trials and studies and our
product candidates may not commercialize and we may not recover our investment.

Results of our early pre-clinical studies and those of our partners using our humanized antibody products, including
our VG101 and VG102 projects, are based on a limited number of studies and may, upon review, be revised or
negated by further analysis or by later stage study results, which may prevent them from ever reaching human clinical
evaluations. Historically, the results from pre-clinical studies and early clinical trials have often not been predictive of
results obtained in later clinical trials. A number of new drugs and biologics have shown promising results in initial
clinical trials, but subsequently failed to establish sufficient safety and effectiveness data to obtain necessary
regulatory approvals. Data obtained from pre-clinical and clinical activities are subject to varying interpretations,
which may delay, limit or prevent regulatory approval.
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In addition, regulatory delays or rejections may be encountered as a result of many factors, including changes in
regulatory policy during the period of product development.
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We rely, and expect to rely in the foreseeable future, on third parties in various international territories to
effectively market and distribute Multiferon® and our other product candidates after receipt of regulatory approval.
If these third parties are unable to effectively market Multiferon®, we may be unable to achieve significant product
sales.

One of our business strategies is to license our technologies and products to third parties for marketing and
distribution. For instance, we have entered into agreements with third parties in Mexico, Greece, Chile and South
Africa for the distribution of Multiferon®. These third parties are not our employees and we do not have control over
their performance. To date, we have not recognized significant revenue from these agreements, as some of these
markets are relatively small and highly competitive. The majority of these agreements require that the distributor
obtain the necessary regulatory approvals, which, in some cases, have not yet been obtained. Regulatory approval is a
mandatory step in the marketing of a drug, but it is by no means the final challenge in marketing a bio-pharmaceutical
product. In many countries, a separate process may be required for obtaining reimbursement authorization. In
addition, physicians must be educated about the merits of the product over time and, in some of these territories,
government and/or hospital formularies govern the acceptance for use of a new product. Therefore, we are unable to
predict the timing of approvals or sales in these various countries and we have previously terminated such third party
agreements due to non-performance. The failure of these third parties to sell our product or reach targeted sale
amounts would negatively impact our sales growth. To the extent that we transfer technology to third parties on an
exclusive basis, we will be precluded from granting other parties the opportunity to conduct successful marketing
activities.

If we are unable to establish sales and marketing capabilities or enter into agreements with third parties to market
and sell product candidates, we may be unable to generate significant product revenue to support our continuing
operations.

We have no commercial products, other than Multiferon®, and we do not currently have an organization for the
sales, marketin