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PART I

This Annual Report on Form 10-KSB contains forward-looking statements within the meaning of Section 27A of the
Securities Act of 1933, as amended, and Section 21E of the Securities Exchange Act of 1934, as amended, which
include, without limitation, statements about the market for our technology, our strategy, competition, expected
financial performance and other aspects of our business identified in this Annual Report, as well as other reports that

we file from time to time with the Securities and Exchange Commission. Any statements about our business, financial
results, financial condition and operations contained in this Annual Report that are not statements of historical fact

may be deemed to be forward-looking statements. Without limiting the foregoing, the words “believes,” “anticipates,”
“expects,” “intends,” “projects,” or similar expressions are intended to identify forward-looking statements. Our actual
results could differ materially from those expressed or implied by these forward-looking statements as a result of
various factors, including the risk factors described in Part II., Item 6, “Plan of Operation—Risk Factors,” and elsewhere
in this report. We undertake no obligation to update publicly any forward-looking statements for any reason, except

as required by law, even as new information becomes available or other events occur in the future

CoFactor™, SeloneO, ThiovirO, EradicAideO, BlockAide/CR™ and BlockAide/VP™ are our trademarks. Product names,
trade names and trademarks of other entities are also referred to in this report.

Item 1. Description of Business.

In this report, the terms “ADVENTRX,” “Company,” “we,” “us” and “our” refer to ADVENTRX Pharmaceuticals, Inc. 1
term “Common Stock” refers to our Common Stock, par value $0.001 per share.

Business Development

We organized as a corporation under the Delaware General Corporation Law in December 1995.

On May 30, 2003, we merged our wholly owned subsidiary, Biokeys, Inc., into itself and changed our name from
Biokeys Pharmaceuticals, Inc. to ADVENTRX Pharmaceuticals, Inc. The merger had no effect on our financial

statements.

In July 2004, we formed a wholly owned subsidiary, ADVENTRX (Europe) Ltd., in the United Kingdom for the
purpose of conducting clinical trials in the European Union.

Business of Issuer

We are a biopharmaceutical research and development company focused on introducing new technologies for
anticancer and antiviral treatments that improve the performance of existing drugs and address significant problems
such as drug metabolism, bioavailability and resistance. Our business is in the development stage; we have not
generated any significant revenues and we have not yet marketed any products.
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Principal Products

General information regarding each of the products currently in our pipeline is listed below.

Product/Description Development Stage Indication Intellectual Property
CoFactor™ Phase I/II trials completed  Metastatic Gl and Exclusive license to use
5-FU Biomodulator  in Europe Breast cancers patents and other

intellectual property from
the University of Southern
California (“USC”).

Phase II first-line U.S. trial Metastatic

began in Q1 2004. Patient  Colorectal Cancer
enrollment complete Q1

2005

Filed in U.S. for Phase Il Metastatic
first- line randomized Colorectal Cancer
controlled trial in Q1 2005

Filed in the UK for Phase Metastatic
IIb first-line randomized Colorectal Cancer

controlled trial in Q1 2005

Plan to file in EU for Phase Metastatic

IIT trial in 1H 2005 Pancreatic Cancer

Selone™ Preclinical Drug Resistant Exclusive license to use

Alkylating Agent Cancers patents and other
intellectual property from
USC.

Thiovir™ Preclinical HIV/AIDS Exclusive license to use

Pyrophosphate patents and other

Analogue intellectual property from
USC.

EradicAide™ Preclinical HIV/AIDS Exclusive license to use

Therapeutic Vaccine patents and other
intellectual property from
MD Anderson.

BlockAide/CR™ Preclinical HIV/AIDS Exclusive license to use

Viral Entry Inhibitor patents and other

intellectual property from
the University of Texas MD
Anderson Cancer Center
(“MD Anderson”) and the
National Institutes of Health
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(GCNIH’?).
BlockAide/VP™ Preclinical HIV/AIDS Exclusive license to use
Viral Entry Inhibitor patents and other

intellectual property from

MD Anderson and NIH.

CoFactor

CoFactor™ is a folate-based biomodulator drug developed to enhance the activity of the widely used cancer
chemotherapeutic, 5-fluorouracil (5-FU). CoFactor enhances 5-FU activity to block cancer cell growth by creating
more stable binding of the target enzyme, thymidylate synthase (TS), compared to leucovorin, which is the currently
approved folate on the market. CoFactor bypasses the chemical pathway required by leucovorin to deliver the active
form of folate to allow 5-FU to work more effectively. This improves 5-FU performance and lowers toxicity. Data
from previous clinical trials in Europe demonstrated clinical benefit and improved overall median survival in patients
with advanced cancer tumors, including colorectal, pancreatic, stomach and breast cancer. We have an exclusive
license from the University of Southern California to develop and commercialize CoFactor.
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In Q1 2004, we launched a Phase II Simon two-stage clinical trial using CoFactor with 5-FU in metastatic colorectal
cancer patients in the US and in Q2 2004, we expanded the trial by including clinical sites in Europe under the same
Investigational New Drug (“IND”) application we filed in the United States. In Q4 2004, the FDA granted allowance to
begin recruiting patients for the second stage of our Phase II trial of CoFactor to treat metastatic colorectal cancer
patients. In Q1 2005, we completed patient enrollment and met the primary endpoint for response rate in this trial.

In Q4 2004, we announced that CoFactor received orphan drug status in the EU and US for pancreatic cancer. In the
US, orphan drug status is available for products to treat diseases that affect fewer than 200,000 people in the US and
provides for tax incentives for clinical development of CoFactor trials conducted in the US and seven years of market
exclusivity following drug approval. In the EU, orphan medicines are defined as those drugs for treating life
threatening medical conditions that affect fewer than 5 out of every 10,000 people in the EU. EU orphan status
provides incentives, such as reduced fees for protocol assistance and scientific advice and ten years of marketing
exclusivity following drug approval.

We announced results of CoFactor preclinical studies at three oncology conferences in 2004. At the American Society
of Clinical Oncology 40th Annual Meeting in June, we presented encouraging data from a xenograft mouse model for
colorectal cancer comparing combination treatments of CoFactor/5-FU and an antibody against VEGF (vascular
endothelial growth factor) with CoFactor/5-FU, leucovorin/5-FU and 5-FU alone. The results were the first to suggest
that treatment with CoFactor/antiVEGF/5-FU might have utility as a colorectal tumor therapy with greater antitumor
activity than standard 5-FU therapies. In June at the American Association for Cancer Research (AACR) Pancreatic
Advances and Challenges Conference in San Francisco, we presented a poster showing significant tumor inhibition in
mice treated with CoFactor/5-FU but not leucovorin/5-FU. Combining anti-VEGF with CoFactor/5-FU resulted in the
greatest tumor inhibition compared to all other treatment groups, including those with or without anti-VEGF.
Likewise, CoFactor/anti-VEGF/5-FU treated mice had significantly greater survival compared to other treatment
groups including mice treated with combination leucovorin/anti-VEGF/5-FU. In September, at the 16th
EORTC/NCI-AACR Symposium on Molecular Targets and Cancer Therapeutics in Geneva, Switzerland, we
presented a poster showing data from a preclinical study in which CoFactor/5-FU showed significantly lowered
toxicity than the leucovorin/5-FU or 5-FU alone treated groups, without concomitant loss of antitumor activity.

In Q1 2005 we filed for clearance with the U.S. Food and Drug Administration (FDA) to launch a Phase III
randomized controlled trial in metastatic colorectal cancer. Additionally, we filed Clinical Trial Applications in the
European Union (EU), including the United Kingdom and Germany, and in countries outside the EU for clearance to
evaluate CoFactor in a Phase IIb, international, multi-center, randomized, controlled trial for metastatic colorectal
cancer. We plan to submit a Clinical Trial Application in Europe to conduct a Phase III study using CoFactor in
patients with advanced pancreatic cancer in 1H 2005 based on a final advice letter from the EMEA.

Selone

Selone™ is a compound in a class of drugs known as organoselenones, consisting of carbon, oxygen and selenium.
Selone and its analogues are effective, at even relatively low concentrations, against human ovarian, breast, lung and
head/neck cancers, and against leukemias and lymphomas, based upon current in vitro screening methods. Their
potency is high for their rate of alkylating activity, suggesting an increased specificity of action. Preclinical efforts
have demonstrated effectiveness of Selone in treatment of leukemia in mice at doses predicted to easily achieve
effective blood concentrations, as well as in a variety of human tumor cell lines in laboratory testing. We intend to
undertake further preclinical testing of Selone during 2005 in order to determine the potential for this drug to be
moved into human testing in the future. We have an exclusive license from the University of Southern California to
develop and commercialize Selone.

Thiovir
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Thiovir™, and other Thiovir-analogues under development, are parts of a class of compounds known as
thiophosphonoformates, which have demonstrated powerful antiviral properties. Thiovir was designed as an oral
replacement for the IV-administered antiviral drug, foscarnet, which is FDA-approved for treatment of
cytomegalovirus (CMV) infection in HIV patients. We have an exclusive license from the University of Southern
California to develop and commercialize Thiovir.
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Although foscarnet is an effective, broad-spectrum antiviral, it has limitations from a commercial perspective.
Foscarnet is a small molecule with a parent structure that restricts modification which could lead to improved oral
bioavailability or effectiveness. We believe that Thiovir can serve as an effective oral replacement for foscarnet as
part of HAART therapy where foscarnet is not currently used since it is difficult to administer. Thiovir is a NNRTI
(non nucleoside reverse transcriptase inhibitor), which we believe can be used with NRTIs (nucleoside reverse
transcriptase inhibitors) and protease inhibitors. Thiovir has a different mode of action toward HIV, which is
complimentary to NRTIs and protease inhibitors, with the added benefit of effectiveness against CMV and HSV-6-8,
associated with Kaposi’s sarcoma. Preclinical studies on human cells have demonstrated that Thiovir is equivalent to
foscarnet as a reverse transcriptase inhibitor and has a dosage profile similar to foscarnet to direct HIV inhibition, with
lower toxicity toward human DNA.

EradicAide

EradicAide™ vaccine technology is based upon a cell-mediated immunity approach to controlling HIV, by stimulating
disease-fighting cells, called killer-T cells (cytotoxic T cells) whose function it is to clear HIV infected cells. We have
an exclusive license from MD Anderson to develop and commercialize EradicAide.

EradicAide is a therapeutic vaccine designed to not stimulate the production of antibodies, which have been shown to
enhance HIV infection in studies designed to observe how HIV spreads. We are the exclusive licensee of this
compound. EradicAide is being studied in preclinical assay systems for its ability to inhibit the spread of HIV. At this
time, we are testing different adjuvants for optimization of the EradicAide vaccine.

BlockAide/CR

BlockAide/CR&#-3884; is a peptide-based drug that is intended to work by blocking viral entry and infection of
human immune system cells. We have an exclusive license from MD Anderson and the NIH to develop and
commercialize BlockAide/CR. BlockAide/CR is being studied in preclinical assays for its ability to inhibit HIV entry
into immune system cells. We have decided to postpone the initiation of a Phase I clinical trial, for which
BlockAide/CR was cleared in Q2 2004, in order to assess the market feasibility of an oral or IV formulation of this
drug.

BlockAide/VP

BlockAide/VP™ is an HIV viral entry inhibitor that mimics a section of the CD4 receptor on human immune system
cells. When BlockAide/VP comes into contact with the gp120 protein present on the surface of HIV, it appears to
cause a change in the protein-folding configuration of gp120, rendering the gp120 unable to initiate the infection
process that requires it to bind to the CD4 receptor. Early in vitro tests indicate that HIV virus exposed to human
immune system cells, with the BlockAide/VP compound present, are unable to bind to and infect such cells.
BlockAide/VP remains in preclinical development. We have an exclusive license from MD Anderson and the NIH to
develop and commercialize BlockAide/VP.

Markets for our Products
Cancer Chemotherapy Market

On a worldwide basis, cancer killed over 6 million people in 2003, according to statistics published by the World
Health Organization. After cardiovascular disease, cancer is the second most frequent cause of death in developing
countries, accounting for 21% of all deaths. In the U.S., cancer is responsible for approximately 23% of all deaths
according to recent statistics. The American Cancer Society estimates that more than 1.3 million new cases of cancer
were diagnosed in the U.S. and over 563,000 people died due to cancer in 2004.



Edgar Filing: ADVENTRX PHARMACEUTICALS INC - Form 10KSB

10



Edgar Filing: ADVENTRX PHARMACEUTICALS INC - Form 10KSB

Treatment choices for the cancer patient depend on the stage of the cancerous tumor, and whether and/or how far the
cancer has spread. Treatment options include surgery, radiation, chemotherapy, hormone therapy and
immunotherapy. Treatment of cancer with chemicals is referred to as chemotherapy, which represents a current
market in the U.S. of approximately $9 billion ($15 billion worldwide) per year, according to Frost & Sullivan Market
Research and IMS Market Research.

Chemotherapy is highly individualized, depending on the type of disease and its progression, the action of the agents
used, and the side effects in the patient, and may be used alone or in combination with other cancer therapies, such as
surgery or radiation. Most chemotherapy drugs are chemical agents that are extremely toxic, are generally not
curative, and historically achieve poor results in extending patient survival. The antimetabolite, 5-FU (5-fluorouracil)
is a widely used chemotherapeutic. Primary use of 5-FU includes treatment of colorectal, breast, gastric and hepatic
cancers. 5-FU is sometimes used to treat other cancers, such as ovarian, pancreatic, prostate, bladder, cervical and
head and neck cancers.

Chemotherapy regimens for diseases such as metastatic colorectal cancer now include the addition of toxic agents,
such as Camptosar™ (CPT-11, irinotecan) and Eloxatin® (oxaliplatin), to 5-FU and the drug Leucovorin. Newer,
less toxic drugs, such as Erbitux™ (cetuximab) and Avastin™ (bevacizumab) are also added to 5-FU and Leucovorin.

In order for 5-FU to work more effectively, the folate-based compound Leucovorin, is often administered to the
cancer patient. However, Leucovorin is inactive directly and must undergo several metabolic steps. Leucovorin has
been shown to be only modestly effective when used with 5-FU in improving clinical outcomes in cancer patients.

Our drug, CoFactor, bypasses the chemical pathway required for Leucovorin metabolism. This biochemical strategy
delivers the correct form of folate that allows 5-FU to kill cancer cells more effectively. We believe that our
understanding of the biochemistry of folate metabolism and 5-FU-based therapies will overcome the limitations of
Leucovorin and lead to developments that will increase patient survival, while reducing side effects and improving the
quality of life of patients on chemotherapy.

We believe that the market potential for CoFactor is related to the broad use of Leucovorin in 5-FU-based cancer
therapies. According to the NDTI database from IMS Health, in 2003 in the U.S. there were 490,000 patient visits for
leucovorian therapy for colorectal cancer in the U.S. This prescription level is significantly larger than that of most
other anticancer drugs used to treat colorectal cancer. We believe that if CoFactor shows improved clinical benefit and
patient survival, it may be widely used as a replacement for Leucovorin in 5-FU based cancer therapies.

Selone, which functions in part as an alkylating agent against cancer cell lines that exhibit drug resistance to currently
available alkylating and platinating agents, may serve as a useful new anticancer drug. Alkylating agents as a class
are the most broadly used anticancer agents in the world, collectively surpassing the use of 5-FU as single agent. In
recent years, they have been used increasingly in dose intensification strategies, such as bone marrow transplant, and
have exhibited further promise when used with the thiophosphate protection agents. Approximately one-half of all
cancers can become resistant to treatment with current chemotherapy products. Accordingly, we believe there is great
potential for new products, such as Selone, that address drug resistance in cancer therapy.

HIV Drug Therapy Market

The World Health Organization and the Centers for Disease Control report that there are 1.5 million HIV positive
individuals in the U.S. and Europe where the vast majority of HIV drugs are used. According to a report by the
United Nations Program on HIV/AIDS (UNAIDS), more than 42 million adults and children in the world are living
with HIV and there are thousands of new infections each day.

5
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Significant advancements have been made in the treatment of asymptomatic HIV positive patients with HAART
treatment (highly active antiretroviral therapy) consisting of a three or four drug “cocktail” that can reduce HIV viral
load to below “detectable levels.” However, studies have shown that poor patient treatment compliance, due to toxic
side effects, number of pills and cost, will continue to cause problems of viral resistance, rendering many drugs
ineffective. HIV has the ability to mutate into forms that are resistant to drug treatments. No one combination of drugs
is effective for all patients and therapies are continually modified based upon patient progress.

According to Datamonitor, the global commercial market for HIV treatments is worth about $6 billion and is expected
to grow to almost $12 billion by 2012. The current HIV market consists of 5 different classes of drugs: nucleoside
reverse transcriptase inhibitors (NRTI), non-nucleoside reverse transcriptase inhibitors (NNRTI), nucleotide reverse
transcriptase inhibitors (NtRTIs) and protease inhibitors (PI), which are dosed orally in various forms, as well as one
entry inhibitor, which was approved in March 2003 and is dosed by injection.

We believe that new options are needed in the fight against HIV/AIDS, including therapies that would be
complementary to current and future approved drugs. We are exploring Thiovir, EradicAide, BlockAide/CR and
BlockAide/VP to address this need.

Marketing, Distribution and Sales

We have not received the necessary regulatory approval from the FDA or any other similar government agency to
commercially market, distribute or sell any of our products. We presently have a Vice President of Business
Development and a Director of Marketing with experience and background in biotechnical business development and
marketing functions. If we approach the point at which we anticipate receiving regulatory approval to commercially
market, distribute or sell any of our products, we will likely arrange with third parties, such as pharmaceutical
companies, to market, distribute and sell our products. While we have held preliminary discussions on a number of
occasions with potential commercialization and marketing partners, we have not yet entered into any binding
agreements regarding the commercialization or marketing of any of our products.

Manufacturing

We do not have our own manufacturing facilities, and do not currently intend to establish them. We contract with
outside manufacturers in order to produce our clinical trial materials. Merck Eprova AG, of Schaffhausen,
Switzerland, currently produces CoFactor for our clinical trial requirements on a purchase order basis. Additional
manufacturers have been contacted and may serve as secondary manufacturing sites for CoFactor. Manufacturing of
the other drugs in our portfolio is similarly outsourced.

Raw Materials

Raw materials and supplies required for the production of our products for clinical trials are generally available from
various suppliers in quantities adequate to meet our needs. However, we will need to be selective with our choice of
suppliers of raw materials for our products and use only suppliers who have expertise in production of either chemical
or biological formulations in accordance with current Good Manufacturing Practices (“cGMP”).

6
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Patents. Licensing and Research Agreements

Patents

Listed below are patents that have issued to USC, M.D. Anderson, and the NIH which have been exclusively licensed
to us. Our rights under these patents are more fully described below.

Licensor: USC

Patent
Number
U.S.
5,376,658
U.S.
5,534,519
CA
2,082,811
U.S.
5,072,032
U.S.
5,183,812
U.S.
6,147,244
U.S.
6,284,909
U.S.
6,441,214
U.S.
6,444,837
U.S.
6,147,245
U.S.
5,614,562

Patent Title

5,10-Methylene-Tetrahydrofolate as a
Modulator of a Chemotherapeutic Agent
5,10-Methylene-Tetrahydrofolate as a
Modulator of a Chemotherapeutic Agent
5,10-Methylene-Tetrahydrofolate as a
Modulator of a Chemotherapeutic Agent
Preparation and use of Thiophosphonates and
Thio-analogues of Phosphonoformic Acid
Preparation and use of Thiophosphonates and
Thio-analogues of Phosphonoformic Acid
Preparations of Thiophosphites and
Thiophosphates

Preparations of Thiophosphites and
Thiophosphates

Derivatives and Analogs

Synthesis and Antiviral Activity of a Series of
Pyrophosphate Analogs

Preparation and use of Alpha-Keto
Bisphosphonates

Method of Treating Drug Resistant Tumor
Cells using Organoselenones

Expiration
Date
12-23-13
10-20-14
05-13-11
06-21-09
09-30-11
05-03-19
11-01-20
07-13-19
03-23-20
07-13-19

03-25-14

14
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Licensor: M.D. Anderson

Patent Patent Title Expiration
Number Date
U.S. Prophylaxis and Therapy of Acquired 09-20-09
5,128,319 Immunodeficiency Syndrome

U.S. Prophylaxis and Therapy of Acquired 07-24-18
6,265,539 Immunodeficiency Syndrome

U.S. CD-4 Peptides for Binding to Viral Envelope 02-18-14
5,603,933 Proteins

U.S. Methods and Compositions for the Priming of ~ 04-03-18
6,210,873 Specific Cytotoxic T-lymphocyte Response

U.S. HIV Specific T-Cell Induction 11-16-19
6,645,471

EP Compositions for Eliciting Cytotoxic 02-12-12

0671947  T-Lymphocyte Responses Against Viruses

Licensor: NIH

Patent Patent Title Expiration
Number Date
U.S. Human Immunodeficiency Virus (HIV) 10-08-13

5,562,905 ENV-coded Peptide Capable of Eliciting HIV
Inhibiting Antibodies in Mammals

EP A Synthetic Antigen Evoking Anti-HIV 01-17-09
0400076  Response
AU A Synthetic Antigen Evoking Anti-HIV 01-17-09
621097 Response
CA A Synthetic Antigen Evoking Anti-HIV 01-17-09

1,340,907 Response

IL 89012  Peptides Eliciting T-Cell Cytotoxicity Against  01-17-09
HIV

Jp Peptides Eliciting T-Cell Cytotoxicity Against  01-17-09

2569185 HIV

In addition to the licensed patents noted above, we have filed three provisional patent applications in the United States
covering technology developed pursuant to our research and development activities.

There can be no assurance that others will not independently develop similar or competing technology or design
around any patents that may be issued to us, or that we will be able to enforce our patents against infringement. The
actual protection afforded by any patent we may be issued or obtain license rights under depends upon the type of
patent, the scope of its coverage, the country issuing such patent and the availability of legal remedies to enforce
rights under such patent.

We consider our patent applications and licenses under patents owned by the third parties listed above of material
importance to our business. Our copyrights, trademarks, trade secrets and similar intellectual property are also critical
to our success. We rely on a combination of patent, trademark, copyright and trade secret laws to protect our
proprietary rights. We cannot, however, assure that the patents and other intellectual property rights we acquire or
hold will afford us significant commercial protection.

15
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The biotechnology industry is characterized by frequent litigation regarding patent and other intellectual property
rights. While we have not received formal notice of any infringement of the rights of any third party, questions of
infringement in the biotechnology industry involve highly technical and subjective analyses. Litigation may be
necessary in the future to enforce any patents we may be issued and other intellectual property rights, to protect our
trade secrets, to determine the validity and scope of the proprietary rights of others or to defend against claims of
infringement or invalidity, and there can be no assurance that we would prevail in any future litigation. Any such
litigation, whether or not determined in our favor or settled by us, would be costly and would divert the efforts and
attention of our management and technical personnel from normal business operations, which would likely have a
material adverse effect on our business, financial condition and results of operations. Adverse determinations in
litigation could result in the loss of our proprietary rights, subject us to significant liabilities, require us to seek
licenses from third parties or prevent us from licensing our technology, any of which could have a material adverse
effect on our business, financial condition and results of operations. Moreover, the laws of certain foreign countries in
which our technology is or may in the future be licensed may not protect our intellectual property rights to the same
extent as the laws of the U. S., thus increasing the possibility of infringement of our intellectual property.

License Agreements

USC Agreements

Under the Option and License Agreement with USC dated January 23, 1998 (as amended August 16, 2000) (“1998
USC License”), we hold exclusive rights under a number of patents that have issued to USC in the United States and
Canada covering products (CoFactor and Selone) and methods intended for use in connection with cancer
chemotherapy. Under the Option and License Agreement with USC dated August 17, 2000 (as amended April 21,
2003) (the “2000 USC License”), we hold exclusive rights under a number of additional patents that have issued in the
United States relating to the antiviral product Thiovir and drugs useful for the treatment of HPV (human
papillomavirus) infections, HIV infections, HIV/HPV coinfections and other human therapeutic uses. Additional
patent applications relating to Thiovir are pending in Europe, Canada and Australia and would be covered by the 2000
USC License upon issuance.

Pursuant to the 1998 USC License we must pay USC a 3% royalty on net sales of products made or sold in a country
in which a patent has issued or is pending. Pursuant to the 2000 USC License we must pay USC a 1% royalty on net
sales of products made or sold in a country in which a patent has issued or is pending. Both the 1998 USC License and
the 2000 USC License require that we pay USC these royalties as well as the cost of filing, prosecuting and
maintaining the licensed patents. We must also make certain milestone payments to USC pursuant to the 2000 USC
License upon entry into human trials and receiving regulatory approval for each drug candidate developed ($75,000 at
Phase I, $100,000 at Phase II, $125,000 at Phase III and $250,000 at market approval). We have not yet paid any
royalties to USC pursuant to either the 1998 USC License or the 2000 USC License.

M.D. Anderson Agreement

Pursuant to the Patent and Technology License Agreement, dated June 14, 1996, as amended June 15, 2000, with MD
Anderson, M.D. Anderson granted to us exclusive, worldwide rights to develop, manufacture and market technologies
in the field of HIV therapy. To date, a number of patents have issued in the United States and Europe covering these
technologies, and several additional patent applications are pending in the United States, Canada and Europe.
Pursuant to this license agreement we must pay MD Anderson a 1.5% royalty on net sales of products covered by the
licensed patents as well as 15% of any sub-licensing revenues we receive. We are also required to reimburse MD
Anderson for the cost of preparing, filing, prosecuting and maintaining the licensed patents. In addition, we must issue
to MD Anderson shares of our Common Stock with a value of $1,000,000 upon the enrollment of the first patient in
the first Phase I human trial of any product that utilizes licensed subject matter. We do not currently have an estimate
of when we expect to be required to issue these shares of Common Stock. We have not yet paid any royalties or
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sublicensing revenues to MD Anderson pursuant to this license agreement.
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Also, we currently plan to renegotiate the terms of our license agreement with MD Anderson. We have no guarantee
that we will be able to negotiate terms, including the royalty and milestone payment terms, which would be mutually
acceptable to both MD Anderson and the Company.

NIH Agreement

In August 2002, we entered into a Patent License Agreement with NIH pursuant to which NIH granted us exclusive,
worldwide rights to patents covering a peptide product (BlockAide) for the treatment and prevention of HIV. The
agreement was amended in February 2003. Under the terms of the agreement, we agreed to pay an annual royalty of
1.5% on net sales of less than $2 million and 2% on net sales above $2 million, with a minimum annual royalty of
$25,000. In addition, we agreed to pay NIH “benchmark royalties” as follows: $25,000 upon initiation of a Phase I trial;
$75,000 upon initiation of a Phase II trial; $150,000 upon initiation of a Phase III trial; $750,000 upon first approval in
the US of a Product License Application for an HIV therapeutic or vaccine; and $750,000 upon first approval of a
product license in Europe.

Sponsored Research Agreements

We periodically enter into sponsored research agreements pursuant to which an institution will provide research
service to us on a fee for services basis. We currently have no obligation to make payments under any such sponsored
research agreements.

Competition

If we receive regulatory approval to market, distribute and sell any of our products, we will face significant
competition and believe significant long-term competition can be expected from pharmaceutical companies,
pharmaceutical divisions of chemical companies and biotechnology companies. This competition can be expected to
become more intense as commercial applications for biotechnology products increase. Most competitors, particularly
large pharmaceutical companies, have greater clinical, regulatory and marketing resources and experience than we
have. Many of these companies have commercial arrangements with other companies in the biotechnology industry to
supplement their own research capabilities.

The introduction of new products or the development of new processes by competitors or new information about our
existing products may impact potential pricing of our products or cause us to discontinue the development of one or
more of our products, even for products protected by patents. However, we believe our competitive position is
enhanced by our commitment to research leading to the discovery and development of new products.

Over the longer term, our and our collaborators' abilities to successfully market, distribute and sell current products,
expand their usage and bring new products to the marketplace will depend on many factors, including, but not limited
to, the effectiveness and safety of the products, FDA and foreign regulatory agencies' approvals of new products and
indications, the degree of patent protection afforded to particular products and the effect of managed care as an
important purchaser of pharmaceutical products.

CoFactor

We intend to target replacement of Leucovorin with CoFactor in 5-FU/Leucovorin-based therapies for various
cancers. With an ongoing need for significant improvement in the clinical response of tens of thousands of cancer
patients, especially those with metastatic colorectal cancer where 5-FU/Leucovorin performs poorly and other
regimens that are highly toxic, we currently believe CoFactor could successfully compete against or be used in
conjunction with other therapies.
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There are approximately 40 different companies marketing generic 5-FU-related drugs. In addition, Roche markets
the branded prodrug (drug that activates in vivo), Xeloda™, which is an oral formulation that converts to 5-FU. Since
CoFactor is formulated for IV delivery, generic forms of oral Leucovorin represent competition for CoFactor. We are
currently working on the development of an oral form for CoFactor. Leucovorin is also marketed by more than a
dozen companies as a generic drug for IV dosing in conjunction with 5-FU. As an IV drug, Leucovorin represents
competition to CoFactor based upon generic pricing.

Thiovir

We currently intend to develop Thiovir as a component of HAART therapy for treatment of HIV/AIDS. Thiovir
would compete in a large market of HAART drugs, and would be only one potential component of a three to four drug
cocktail, but classified as a non-nucleoside reverse transcriptase inhibitor. There are currently three drugs approved in
that specific sector with additional drugs under development.

Government Regulation and Clinical Testing for New Drugs

The manufacture, distribution, marketing and sale of therapeutic drugs are subject to government regulation in the
U.S. and in various foreign countries including Japan and the member countries of the European Union. In the U.S.,
we must follow rules and regulations established by the FDA requiring the presentation of data indicating that our
products are safe and efficacious and are manufactured in accordance with cGMP regulations. Japan, the member
countries of the European Union and various other countries have similar rules and regulation with which we must
comply.

The steps required to be taken before a new prescription drug may be marketed in the U.S. include (i) preclinical
laboratory and animal tests, (ii) the submission to the FDA of an IND application, which must be evaluated and found
acceptable by the FDA before human clinical trials may commence, (iii) adequate and well-controlled human clinical
trials to establish the safety and effectiveness of the drug, (iv) the submission of a New Drug Application (“NDA”) to
the FDA and (v) FDA approval of the NDA. Prior to obtaining FDA approval of an NDA, the facilities that will be
used to manufacture the drug must undergo a preapproval inspection to ensure compliance with the FDA’s cGMP
regulations.

Preclinical tests include laboratory evaluation of product chemistry or biology and animal studies to assess the safety
and effectiveness of the product and its formulation. The results of the preclinical tests are submitted to the FDA as
part of an IND application, and unless the FDA objects, the IND application will become effective 30 days following
its receipt by the FDA, after which clinical trials can begin. If the FDA has concerns about the proposed clinical trial,
it may delay the trial and require modifications to the trial protocol prior to permitting the trial to begin.

Clinical trials involve the administration of the pharmaceutical product to healthy volunteers or to patients identified
as having the condition for which the product is being tested. The pharmaceutical product is administered under the
supervision of a qualified principal investigator. Clinical trials are conducted in accordance with protocols previously
submitted to the FDA as part of the IND application that detail the objectives of the trial, the parameters used to
monitor safety and the efficacy criteria that are being evaluated. Each clinical trial is conducted under the auspices of
an institutional review board (“IRB”) at the institution at which the trial is conducted. The IRB considers, among other
things, ethical factors, the safety of the human subjects and the possible liability risk for the institution.

Clinical trials are typically conducted in three sequential phases that may overlap. In Phase I, the initial introduction
of the pharmaceutical into healthy human volunteers, the emphasis is on testing for safety (adverse effects), dosage
tolerance, metabolism, distribution, excretion and clinical pharmacology. Phase II involves trials in a limited patient
population to determine the effectiveness of the pharmaceutical for specific targeted indications, to determine dosage
tolerance and optimal dosage and to identify possible adverse side effects and safety risks.
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In serious diseases such as HIV/AIDS, patients suffering from the disease rather than healthy volunteers are used in
Phase I trials. In addition, Phase I trials may be divided between Phase Ia, in which single doses of the drug are given,
and Phase Ib, in which multiple doses are given. In the latter instance, some efficacy data may be obtained if the
subjects are patients suffering from the disease rather than healthy volunteers, and these trials are referred to as “Phase
Ib/Ma.”

After a compound has been shown in Phase II trials to have an acceptable safety profile and probable effectiveness,
Phase III trials are undertaken to evaluate clinical effectiveness further and to further test for safety within an
expanded patient population at multiple clinical study sites. The FDA reviews both the clinical trial plans and the
results of the trials at each phase, and may discontinue the trials at any time if there are significant safety issues.

The results of the preclinical tests and clinical trials are submitted to the FDA in the form of an NDA for marketing
approval. The testing and approval process requires substantial time and effort, and FDA approval may not be granted
on a timely basis or at all. The approval process is affected by a number of factors, including the severity of the
disease, the availability of alternative treatments and the risks and benefits demonstrated in clinical trials. Additional
animal studies or clinical trials may be requested during the FDA review process and may delay marketing approval.

Upon approval, a drug may be marketed only for the FDA approved indications in the approved dosage forms.
Further clinical trials are necessary to gain approval for the use of the product for any additional indications or dosage
forms. The FDA may also require post-market reporting and may require surveillance programs to monitor the side
effects of the drug, which may result in withdrawal of approval after marketing begins.

The FDA has developed several regulatory procedures to accelerate the clinical testing and approval of drugs intended
to treat serious or life-threatening illnesses under certain circumstances. We believe that several of our drugs may be
candidates for accelerated development or approval under these procedures.

Once the sale of a product is approved, the FDA regulates the manufacturing and marketing of the product. The FDA
periodically inspects both domestic and foreign drug manufacturing facilities to ensure compliance with applicable
cGMP regulations and other requirements. In addition, manufacturers in the U.S. must register with the FDA and
submit a list of every drug in commercial distribution. Foreign manufacturers are subject only to the drug listing
requirement. Post-marketing reports are also required to monitor the product’s usage and effects. Product approvals
may be withdrawn, or sanctions imposed, if compliance with regulatory requirements is not maintained.

Many foreign countries also regulate the clinical testing, manufacturing, marketing and use of pharmaceutical
products. The requirements relating to the conduct of clinical trials, product approval, manufacturing, marketing,
pricing and reimbursement vary widely from country to country. In addition to the import requirements of foreign
countries, a company must also comply with U.S. laws governing the export of FDA regulated products.

Health Care Reform Measures and Third Party Reimbursement

Pharmaceutical companies are affected by the efforts of governments and third party payors to contain or reduce the
cost of health care through various means. A number of legislative and regulatory proposals aimed at changing the
health care system have been proposed in recent years. In addition, an increasing emphasis on managed care in the
U.S. has and will continue to increase pressures on pharmaceutical pricing. While we cannot predict whether
legislative or regulatory proposals will be adopted or the effect such proposals or managed care efforts may have on
our business, the announcement or adoption of such proposals or efforts could have a material adverse effect on us. In
the U.S. and elsewhere, sales of prescription pharmaceuticals are dependent in large part on the availability of
reimbursement to the consumer from third party payors, such as government and private insurance plans that mandate
predetermined discounts from list prices.
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Research and Development Outlays

During fiscal year 2004 and 2003, we expended $2,744,328 and $748,997, respectively, on research and development
activities.

Environment

We seek to comply with all applicable statutory and administrative requirements concerning environmental quality.
We have made, and will continue to make, expenditures for environmental compliance and protection. Expenditures
for compliance with environmental laws have not had, and are not expected to have, a material effect on our capital
expenditures, results of operation, financial position or competitive position.

Employees

At December 31, 2004, we had twelve employees all of whom were employed on a full-time basis.
Item 2. Description of Property.

Our principal office is located at 6725 Mesa Ridge Road, Suite 100, San Diego, California 92121. Our
principal office consists of 8,865 square feet of office and lab space, which we use pursuant to a lease that will expire
on August 31, 2009. The base rent for this space is currently $177,282 annually, with incremental operating cost
adjustments.

We believe our facilities are in good operating condition and that the real property leased by us is adequate
for all present and near term uses. We believe any additional facilities we may need in the foreseeable future can be
obtained with our capital resources.

We do not have any investments in and do not plan to make any investments in any real estate, real estate
mortgages or securities of or interests in persons primarily engaged in real estate activities. We do not own or have an
interest in any real property the book value of which amounts to 10% or more of our total assets.

Item 3. Legal Proceedings.

From time to time we may be subject to legal proceedings and claims in the ordinary course of business. These
claims, even if not meritorious, could result in the expenditure of significant financial and managerial resources.

On March 28, 2005, the Company received a letter from counsel to a former executive in which the former executive
claims that the Company constructively terminated him, discriminated against him on the basis of age and committed
various torts against him. No settlement demand was specifically made by the former executive in this letter and the
letter otherwise did not state any specific monetary damages that this former executive has purportedly sustained. The
Company believes that these claims lack merit and intends to vigorously defend against them.
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Item 4. Submission of Matters to a Vote of Security Holders.

No matters were submitted to a vote of the holders of the Company's securities, through solicitation of
proxies or otherwise, during 2004.

Part I1
Item 5. Market For Common Equity and Related Stockholder Matters.
Market Information.
Our Common Stock is quoted on the American Stock Exchange under the symbol ANX.
The following table lists the high and low closing price information for our Common Stock for each quarter

for the fiscal years 2003 and 2004. All prices listed herein reflect inter-dealer prices, without retail mark-up,
mark-down or commission, and may not represent actual transactions.

Quarter Ending High Low
March 31, 2003 $ 0.62 $ 0.25
June 30, 2003 $ 145 $ 0.39
September 30, 2003 $ 175 $ 0.90
December 31, 2003 $ 1.61 $ 0.86
March 31, 2004 $ 240 $ 0.87
June 30, 2004 $ 230 $ 1.55
September 30, 2004 $ 1.74 $ 0.99
December 31, 2004 $ 1.19 $ 0.82

Holders.

As of December 31, 2004, there were 270 holders of record of our Common Stock.

Dividends.

We have never paid cash dividends on any of our securities and do not currently expect to pay any cash dividends on
our securities in the foreseeable future. There are no restrictions that limit our ability to pay dividends on our
Common Stock or that are likely to do so in the future other than restrictions under the Delaware General Corporation
Law and other applicable law.

Securities Authorized for Issuance Under Equity Compensation Plans.

As of March 28, 2005, other than the individual compensation arrangements set forth in the table below, we
did not have any compensation plans under which our equity securities are authorized for issuance.

Number of securities
remaining available

Number of shares of Weighted-average for
Common Stock to be exercise price of future issuance under
issued upon exercise of  outstanding options, equity compensation
outstanding options warrants and rights plans
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Equity compensation plans
approved by security holders
Equity compensation plans not
approved by security holders
Total

14

0 $

1,625,000 $
1,625,000 $

0.00

0.75
0.75

)
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The equity compensation plans not approved by our security holders disclosed in the table above consist of individual
option agreements with seven of our employees and eight of our non-employee advisors and directors. The number of
shares subject to each of these option agreements ranges from 25,000 to 500,000. The option agreements have
exercise prices that range from $0.20 to $1.50 and expire on December 30, 2008. The right to exercise shares subject
to these option agreements generally vests over one to five years for employee option grants and non-employee
advisor and director grants. Each of the option agreements permits the optionee to exercise on a cashless basis. None
of the shares issuable upon exercise of these options is covered by a Form S-8 or other registration statement.

Recent Sales of Unregistered Securities.

In October 2004, we issued a warrant to purchase 300,000 shares of Common Stock at $2.50 per share to an individual
in settlement of a claim. No commission or other remuneration was paid or given, directly or indirectly, in connection
with this warrant issuance. The person to whom we issued the warrant represented to us, and we reasonably believe
that, that he is an “accredited investor.” The issuance of this warrant was deemed to be exempt from registration under
the Securities Act of 1933, as amended (the “Securities Act”), in reliance on Section 4(2) of the Securities Act, as a
transaction by an issuer not involving a public offering.

Item 6. Plan of Operations.

This Plan of Operations should be read in conjunction with the accompanying consolidated financial statements and
notes included in this report.

General

As a development-stage biomedical research company, we have not yet generated any operating revenues
from the sale of our products or otherwise. We have had no operating earnings since inception, and have an
accumulated deficit of $(35,182,194) as of December 31, 2004. Our expenses have related mainly to costs incurred in
research activities for the development of our drug candidates and from administrative expenses required to support
these efforts. We expect losses to continue for the near future, and such losses will likely increase as human clinical
trials are undertaken in the U.S. and Europe for our cancer drugs. Future profitability will be dependent upon our
ability to complete the development of our pharmaceutical products, obtain necessary regulatory approvals and
effectively market such products. Also, future profitability will require that we establish agreements with other parties
for the clinical testing, manufacturing, commercialization and sale of our products.

Since inception, we have generally funded our operations through short-term loans and the sale of equity securities.
We will need to obtain additional financing in order to sustain our efforts, as discussed below under “Liquidity and
Capital Resources.”

Plan of Operations

We have used the proceeds from recent private placements of our capital stock primarily to expand our preclinical and
clinical efforts for CoFactor, as well as for general working capital. At this time we are committing significantly

fewer resources to the development of our other programs.
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We began a trial for metastatic colorectal cancer patients with 5-FU in a combination therapy with our drug CoFactor
in QI 2004, based upon an IND application filed in the U.S. to treat metastatic colorectal cancer patients. In Q1 2005
we filed for clearance with the FDA to launch a Phase III randomized controlled trial in metastatic colorectal cancer.
Additionally, we filed Clinical Trial Applications in the European Union (EU), including the United Kingdom and
Germany, and in countries outside the EU for clearance to evaluate CoFactor in a Phase IIb, international,
multi-center, randomized, controlled trial for metastatic colorectal cancer. In Q1 2005 we received of a final advice
letter from the European Medicines Agency (EMEA) for our proposed CoFactor™ trial protocol in pancreatic cancer.
Based on this information, the Company currently plans to file a Clinical Trial Application for a pivotal Phase 111
multinational study in patients with advanced pancreatic cancer in the second quarter of 2005 and will initiate the trial
following regulatory clearance.

We previously reported that we intended to file an IND application in QI 2005 to initiate a clinical trial using Thiovir
in HIV patients. Because of continued unexpected manufacturing delays we do not currently anticipate having the
issue resolved until Q4 2005.

Additional detail regarding the human trials and INDs that we plan to file are discussed in Part I, Item 1, Description
of Business, of this annual report. We currently expect to expend the estimated amounts set forth below over the next
12 months:

Estimated

Expenditure Cost
CoFactor trials $ 5,453,000
Other research and development
costs 2,875,000
Total estimated research and
development 8,328,000
Estimated selling, general and
administrative 3,058,000
Total estimated costs $ 11,386,000

Our current cash position of $13,032,263 is sufficient to meet our currently expected expenditures over the next 12
months as set forth above. However, we continue to evaluate our need to raise additional capital to execute our
research and development plans and believe that we will need to raise additional capital prior to receiving regulatory
approval to sell any of our products.

Our facility is under lease through August 2009. We do not currently believe we will need any additional space for the
remainder of 2005.

In conjunction with the additional research and development activities we expect to conduct, we anticipate adding six
development and administrative personnel in the next 12 months.

Liquidity and Capital Resources
We have incurred negative cash flows since inception, and have funded our activities primarily through short-term
loans and sales of equity securities. As of December 31, 2004 and 2003, we had cash and cash equivalents of

$13,032,263 and $4,226,397. We expect our cash flow to continue to be negative in the foreseeable future and until
such time as one of our drug candidates is approved for commercial production.
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We do not have any bank or any other commercial financing arrangements. Our operations over the last 12 months
have been funded by the proceeds from private equity placements.
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Our dependence on raising additional capital will continue at least until we are able to commercially market one or
more of our products at significant sales level. Depending on profit margins and other factors, we may still need
additional funding to continue research and development efforts. Our future capital requirements and the adequacy of
our financing depend upon numerous factors, including: the successful commercialization of our drug candidates;
progress in our product development efforts; progress with preclinical studies and clinical trials; the cost and timing of
production arrangements; the development of effective sales and marketing activities; the cost of filing, prosecuting,
defending and enforcing intellectual property rights; competing technological and market developments; and the
development of strategic alliances for the marketing of our products.

We will be required to obtain such funding through equity or debt financing, strategic alliances with corporate
partners and others, or through other sources not yet identified. We do not believe that debt financing from financial
institutions will be available until at least the time that one of our products is approved for commercial production.
We do not have any committed sources of additional financing, and cannot guarantee that additional funding will be
available on acceptable terms, if at all. If adequate funds are not available, we will be required to delay, scale-back or
eliminate certain aspects of our operations or attempt to obtain funds through arrangements with collaborative partners
or others that may require us to relinquish rights to certain of our technologies, product candidates, products or
potential markets.

Quantitative and Qualitative Information About Market Risk

We do not engage in trading market-risk sensitive instruments and do not purchase hedging instruments or
“other than trading” instruments that are likely to expose us to market risk, whether interest rate, foreign currency
exchange, commodity price or equity price risk. We have no outstanding debt instruments, have not entered into any
forward or future contracts, and have purchased no options and entered into no swaps. We have no credit lines or
other borrowing facilities, and do not view ourselves as subject to interest rate fluctuation risk at the present time.

Critical Accounting Policies
Use of Estimates

The preparation of financial statements in conformity with accounting principles generally accepted in the U. S.
requires management to make estimates and assumptions that affect the reported amounts of assets and liabilities and
disclosure of contingent assets and liabilities at the date of the financial statements and the reported amounts of
revenues and expenses during the reporting period. Management believes that the estimates utilized in preparing our
financial statements are reasonable and prudent. Actual results could differ from those estimates.

The most significant accounting estimates relate to valuing equity transactions as described below. The value assigned
to stock warrants granted to non-employees are accounted for in accordance with SFAS No. 123 and Emerging Issues
Task Force (EITF) 96-18, Accounting for Equity Instruments That Are Issued to Other Than Employees for Acquiring,
or in Conjunction with Selling, Goods or Services, which require that such costs be measured at the end of each
reporting period to account for changes in the fair value of our Common Stock until the options are vested. We value
warrants using the Black-Scholes pricing model. Common Stock is valued using the market price of Common Stock
on the measurement date as defined in EITF 96-18.

Accounting for Stock-Based Compensation

We apply Statement of Financial Accounting Standards No. 123 and related interpretations in accounting for
employee stock-based compensation and include the required footnote disclosures thereon.
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We account for nonemployee stock-based compensation in accordance with Emerging Issues Task Force (EITF)
96-18, Accounting for Equity Instruments That Are Issued to Other Than Employees for Acquiring, or in Conjunction
with Selling, Goods or Services. Amounts are based on the fair value of the consideration received or the fair value of
the equity instruments issued, whichever is more reliably measurable.

The value assigned to stock warrants granted to non-employees are accounted for in accordance with SFAS No. 123
and EITF 96-18, which require that such costs be measured at the end of each reporting period to account for changes
in the fair value of our Common Stock until the options are vested. We value warrants using the Black-Scholes pricing
model. Common Stock is valued using the market price of Common Stock on the measurement date as defined in
EITF 96-18.

Revenue Recognition

We recognize revenue at the time service is performed on commercial contracts and when ability to collect is assured.
Revenue from government grants is a reimbursement for expenditures associated with the research. We submit bills
to the grant agency and revenue is recognized at the time the reimbursement request is submitted.

New Accounting Pronouncements

In December 2004, the FASB issued Statement of Financial Accounting standards No. 123 (revised 2004),
Share-Based Payment (SFAS 123R). We currently recognize our option grants and associated expenses in accordance
with SFAS 123R guidance, and therefore SFAS 123R is not expected to have a material effect on our consolidated
financial position or results of operations.

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

In November 2004, the FASB issued SFAS No. 151, Inventory Costs, an amendment of ARB No. 43, Chapter 4. This
statement amends the guidance in ARB No. 43, Chapter 4, Inventory Pricing, to clarify the accounting for abnormal
amounts idle facility expense, freight, handling costs, and wasted material (spoilage). We currently have no inventory,
sales or cost of goods, and therefore it is not expected to have a material impact on our financial position and results of
operations.

In May 2003, the FASB issued SFAS No. 150, "Accounting for Certain Financial Instruments with Characteristics of
both Liabilities and Equity." SFAS No. 150 changes the accounting for certain financial instruments with
characteristics of both liabilities and equity that, under previous pronouncements, issuers could account for as equity.
The new accounting guidance contained in SFAS No. 150 requires that those instruments be classified as liabilities in
the balance sheet. The adoption of this new accounting pronouncement is not expected to have a material impact on
the Company's financial statements.

In January 2003, the FASB issued FASB Interpretation No. 46 (revised December 2003), Consolidation of Variable
Interest Entities (FIN 46R) which addressed consolidation by business enterprises of variable interest entities that
meet certain criteria. FIN 46R was effective upon issuance, but did not have an impact on the Company's financial
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position or results of operations.
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Risk Factors

If any of the following risks actually occur, our business, results of operations and financial condition could suffer
significantly.

We have a substantial accumulated deficit and limited working capital.

We had an accumulated deficit of $35,182,194 as of December 31, 2004. Since we presently have no source of
revenues and are committed to continuing our product research and development program, significant expenditures
and losses will continue until development of new products is completed and such products have been clinically
tested, approved by the FDA or other regulatory agencies and successfully marketed. In addition, we fund our
operations primarily through the sale of securities, and have had limited working capital for our product development
and other activities. We do not believe that debt financing from financial institutions will be available until at least the
time that one of our products is approved for commercial production.

We have no current product sales revenues or profits.

We have devoted our resources to developing a new generation of therapeutic drug products, but such products cannot
be marketed until clinical testing is completed and governmental approvals have been obtained. Accordingly, there is
no current source of revenues, much less profits, to sustain our present activities, and no revenues will likely be
available until, and unless, the new products are clinically tested, approved by the FDA or other regulatory agencies
and successfully marketed, either by us or a marketing partner, an outcome which we are not able to guarantee.

It is uncertain that we will have access to future capital or government grants.

It is not expected that we will generate positive cash flow from operations for at least the next several years. As a
result, substantial additional equity or debt financing or the receipt of one or more government grants for research and
development or clinical development will be required to fund our activities. We cannot be certain that we will be able
to consummate any such financing on favorable terms, if at all, or receive any such government grants or that such
financing or government grants will be adequate to meet our capital requirements. Any additional equity financing
could result in substantial dilution to stockholders, and debt financing, if available, will most likely involve restrictive
covenants that preclude us from making distributions to stockholders and taking other actions beneficial to
stockholders. If adequate funds are not available, we may be required to delay or reduce the scope of our drug
development program or attempt to continue development by entering into arrangements with collaborative partners
or others that may require us to relinquish some or all of our rights to proprietary drugs. The inability to fund our
capital requirements would have a material adverse effect on us.

We are not certain that we will be successful in the development of our drug candidates.

The successful development of any new drug is highly uncertain and is subject to a number of significant risks. Our
drug candidates, all of which are in a development stage, require significant, time-consuming and costly development,
testing and regulatory clearance. This process typically takes several years and can require substantially more time.
Risks include, among others, the possibility that a drug candidate will (i) be found to be ineffective or unacceptably
toxic, (ii) have unacceptable side effects, (iii) fail to receive necessary regulatory clearances, (iv) not achieve broad
market acceptance, (v) be subject to competition from third parties who may market equivalent or superior products,
or (vi) be affected by third parties holding proprietary rights that will preclude us from marketing a drug product.
There can be no assurance that the development of our drug candidates will demonstrate the efficacy and safety of our
drug candidates as therapeutic drugs, or, even if demonstrated, that there will be sufficient advantages to their use over
other drugs or treatments so as to render the drug product commercially viable. In the event that we are not successful
in developing and commercializing one or more drug candidates, investors are likely to realize a loss of their entire
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Positive results in preclinical and early clinical trials do not ensure that future clinical trials will be successful
or that drug candidates will receive any necessary regulatory approvals for the marketing, distribution or sale
of such drug candidates.

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

We will face intense competition from other companies in the pharmaceutical industry.

We are engaged in a segment of the pharmaceutical industry that is highly competitive and rapidly changing. If
successfully developed and approved, any of our drug candidates will likely compete with several existing therapies.
In addition, other companies are pursuing the development of pharmaceuticals that target the same diseases as are
targeted by the drugs being developed by us. We anticipate that we will face intense and increasing competition in the
future as new products enter the market and advanced technologies become available. We cannot assure that existing
products or new products developed by competitors will not be more effective, or more effectively marketed and sold
than those we may market and sell. Competitive products may render our drugs obsolete or noncompetitive prior to
our recovery of development and commercialization expenses.

Many of our competitors will also have significantly greater financial, technical and human resources and will likely
be better equipped to develop, manufacture and market products. In addition, many of these competitors have
extensive experience in preclinical testing and clinical trials, obtaining FDA and other regulatory approvals and
manufacturing and marketing pharmaceutical products. A number of these competitors also have products that have
