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FORWARD-LOOKING STATEMENTS

THIS ANNUAL REPORT ON FORM 10-KSB CONTAINS FORWARD-LOOKING STATEMENTS THAT
INVOLVE RISKS AND UNCERTAINTIES. IN PARTICULAR, STATEMENTS ABOUT OUR
EXPECTATIONS, BELIEFS, PLANS, OBJECTIVES, ASSUMPTIONS OR FUTURE EVENTS OR
PERFORMANCE ARE CONTAINED OR INCORPORATED BY REFERENCE IN THIS REPORT. WE HAVE
BASED THESE FORWARD-LOOKING STATEMENTS ON OUR CURRENT EXPECTATIONS ABOUT FUTURE
EVENTS. WHILE WE BELIEVE THESE EXPECTATIONS ARE REASONABLE, SUCH FORWARD-LOOKING
STATEMENTS ARE INHERENTLY SUBJECT TO RISKS AND UNCERTAINTIES, MANY OF WHICH ARE
BEYOND OUR CONTROL. THE ACTUAL FUTURE RESULTS FOR IR BIOSCIENCES HOLDINGS, INC.
MAY DIFFER MATERIALLY FROM THOSE DISCUSSED HERE FOR VARIOUS REASONS, INCLUDING
THOSE DISCUSSED IN THIS REPORT UNDER THE HEADING "RISK FACTORS," PART II, ITEM 6
ENTITLED "MANAGEMENT'S DISCUSSION AND ANALYSIS OR PLAN OF OPERATION" AND
ELSEWHERE THROUGHOUT THIS ANNUAL REPORT. GIVEN THESE RISKS AND UNCERTAINTIES,
YOU ARE CAUTIONED NOT TO PLACE UNDUE RELIANCE ON SUCH FORWARD-LOOKING
STATEMENTS. THE FORWARD-LOOKING STATEMENTS INCLUDED IN THIS REPORT ARE MADE ONLY
AS OF THE DATE HEREOF. WE DO NOT UNDERTAKE AND SPECIFICALLY DECLINE ANY
OBLIGATION TO UPDATE ANY SUCH STATEMENTS OR TO PUBLICLY ANNOUNCE THE RESULTS OF
ANY REVISIONS TO ANY OF SUCH STATEMENTS TO REFLECT FUTURE EVENTS OR
DEVELOPMENTS. WHEN USED IN THE REPORT, UNLESS OTHERWISE INDICATED, "WE," "OUR,"
"UsS," THE "COMPANY" OR "IMMUNEREGEN" REFERS TO IR BIOSCIENCES HOLDINGS, INC. AND
ITS SUBSIDIARY, IMMUNEREGEN BIOSCIENCES, INC.

PART I
ITEM 1. DESCRIPTION OF BUSINESS

IR BioSciences Holdings, Inc., a development-stage biopharmaceutical
company, 1s engaged in the research, development and commercialization of
important 1life saving, health-enhancing products and therapies. Product
development is focused around Homspera(TM), our proprietary compound that is
derived from homeostatic substance P, a naturally occurring peptide within the
body. The Company's initial area of focus is on the development of products that
we believe will treat the suppression of the body's immune system caused by

exposure to various forms of radiation, toxic inhalants and viral infectious
diseases.

Our company, IR BioSciences Holdings, 1Inc., is a Delaware corporation
and, until July 2001, was engaged in the Dbusiness of assisting unaffiliated
early-stage development and small to mid-sized emerging growth companies with
financial and business development services, including raising capital in
private and public offerings. During 2001, we failed to meet our revenue
targets. On July 27, 2001, a majority interest in our company was acquired by a
private investor, and we installed new management and adopted a new business

plan. The immediate action taken regarding this new Dbusiness plan was to
discontinue our then current operations effective July 27, 2001.
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On July 2, 2003, our company and ImmuneRegen Biosciences, Inc., a
privately-held Delaware corporation ("ImmuneRegen"), entered into and
consummated an Agreement and Plan of Merger (the "Merger"). In accordance with

the Merger, on July 2, 2003, we acquired ImmuneRegen in exchange for 10,531,585
shares of our common stock. The transaction contemplated by the Agreement was
intended to be a "tax-free" reorganization pursuant to the provisions of Section
351 and 368 (a) (1) (A) of the Internal Revenue Code of 1986, as amended. On August
29, 2003, the Registrant's name was changed from GPN Network, Inc. to IR
BioSciences Holdings, Inc.

CORPORATE STRUCTURE

IR BioSciences Holdings 1is a publicly-traded entity and has one
wholly-owned subsidiary: ImmuneRegen BioSciences, Inc. ImmuneRegen BioSciences,
Inc. 1is a Delaware Corporation, and was incorporated on October 30, 2002.
Currently, all of our Company's operations are conducted by ImmuneRegen
BioSciences, Inc.

GENERAL
OVERVIEW

IR BioSciences Holdings, Inc. is a development-stage biopharmaceutical
company. Through our wholly owned subsidiary, ImmuneRegen BioSciences, Inc., we
are engaged in the research and development of health enhancing and potential
life saving products. Our product development is focused around Homspera (TM), a
proprietary compound that is derived from homeostatic substance P, a naturally
occurring peptide. We believe Homspera can be used as treatment for various
medical conditions as our preclinical animal studies have shown the compound to
have very high anti-inflammatory and immunostimulatory properties when
introduced into the body. To date, results from several animal studies and
initial toxicology data have shown Homspera to be safe.

Our patents and continued substance P research are derived from
discoveries made during research studies funded by the Air Force Office of
Scientific Research in early 1991 by our Chief Scientific Officer and Director,
Dr. Mark Witten. These studies further showed that the administration of
Homspera prevented and reversed the damaging effects of jet fuel exposure in the
lungs, as well as protecting and regenerating the immune system. These findings
led to early research on treatments for exposure to acute radiation, toxic
inhalants, viral infection and on the reversal of lung damage.

Our current area of focus is on the development of Radilex(TM) as a
universal protectant against various potential forms of injury caused by

chemical, Dbiological, radiological and nuclear threats. We are developing
Radilex pursuant to a new rule enacted by the U.S. Food and Drug Administration
("FDA") under which approval may be granted solely on the basis of proof of

safety in humans and proof of efficacy 1in relevant animal species. We have
chosen this area of focus 1initially Dbecause we believe that it offers us the
best potential to reach a large market quicker and more cost effectively as
compared to the development of a drug under a traditional medical indication
model.

The majority of our efforts are in the research and development of
Radilex as a countermeasure to the effects of radiological and nuclear threats.
Because of the high anti-inflammatory and immunostimulatory properties of
Radilex that we have witnessed, we believe the compound is well-suited for
treating the damaging effects of radiation injury when given shortly after
exposure to total body irradiation. We have generated a large amount of data in
rodent animal models relating to the activity and safety of both Homspera and
Radilex. To date we have completed seven mouse studies in which Radilex was
administered after exposure to lethal doses of radiation. In these studies we
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witnessed survival rates of up to 100% of the exposed mice.

Based on data collected in our preclinical animal studies, we believe
that similar results would be possible in humans. We are now finalizing the
protocols that we believe will allow us to initiate pivotal large animal trials
that will be necessary for establishing efficacy in treating the effects of
exposure to radiation. Within the next twelve months, we expect to begin studies
in non-human primates in order to

collect data on the efficacy of Radilex 1in the treatment of exposure to
radiation. In conjunction, we are establishing all of the manufacturing,
toxicology and human safety data that will be needed to support a New Drug
Application (NDA) .

We are continuing to research the efficacy of Radilex as a universal
protectant, used to treat not only radiological and nuclear threats, but also as
a treatment for exposure to potential chemical and biological threats. We have
generated data in preclinical studies indicating that Radilex could conceivably
be used in treating respiratory failure caused by exposure to various chemical
and biological threats, such as anthrax, ricin poisoning and other poisonous
inhalants, as well as infectious diseases such as avian flu and SARS. We are
continuing to design and perform studies for the further development of Radilex
in treating these potential threats.

We have observed in early preclinical studies that Homspera may have an
effect 1in promoting or accelerating wound healing. We plan to conduct
preclinical studies to determine 1if Homspera could become a candidate for
further development as a compound to be used in wound healing. We believe that
such an application would have a large potential market and would share
synergies with potential uses for Radilex.

Our initial data shows that both Homspera and Radilex can be produced

quickly and cost-effectively in large quantities, are easily administered using
an inhaler or puffer device, are easy to store and have a reasonable shelf
lives. Further, 1in that Radilex may have efficacy in the treatment of the

life-threatening effects of radiation exposure, we believe there may be strong
interest by government agencies to stockpile Radilex if it is successfully
developed. We believe this would not only provide us with an existing market
opportunity, but would also require less infrastructure to market our product,
thereby allowing us to commercialize Radilex at a substantially lower cost. We
are currently in discussions with drug manufacturers and government officials,
both foreign and domestic, with regard to such possibilities.

Our principal offices are located at 4021 North 75th Street, Suite 201,
Scottsdale, Arizona 85251 and our telephone number is (480) 922-3926. We are
incorporated 1in Delaware. We maintain a website at www.immuneregen.com. The
reference to our worldwide web address does not constitute incorporation by
reference of the information contained on our website.

RECENT EVENTS

In October 2004, we completed a private placement, whereby we sold an
aggregate of $2,450,000 worth of units to accredited investors (the "Private
Placement"). Each unit was sold for $10,000 (the "Unit Price") and consisted of
(a) a number of shares of our common stock determined by dividing the Unit Price
by $0.125, and (b) a warrant to purchase, at any time prior to the fifth
anniversary following the date of issuance of the warrant, a number of shares of
our common stock equal to fifty percent (50%) of the number of shares included
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within the unit, at a price equal to $0.50 per share of common stock. We issued
in the Private Placement an aggregate of 27,560,897 shares of our common stock
and warrants to purchase 13,780,449 shares of our common stock. In consideration
of the investment, we granted to each investor certain registration rights and
anti-dilution rights.

Further to the Private Placement, we entered into a settlement
agreement with certain creditors whereby for full and complete satisfaction of
claims totaling an aggregate of $157,219 (the "Claim Amount"), we issued to the
creditors the following: (a) a number of shares of our common stock determined
by dividing the Claim Amount by $0.125, and (b) warrants to purchase, at any
time prior to the fifth anniversary following the date of issuance of the

warrant, a number of shares of our common stock equal to fifty percent (50%) of
the number of shares described above, at a price -equal to $0.50 per share of

common stock. The warrants are identical to the warrants issued in the Private
Placement. Pursuant to the settlement we issued an aggregate of 1,257,746 shares
of common stock and warrants to purchase 628,873 shares of common stock. Under
the terms of the settlement agreement, the creditors released us from all
claims, known or unknown, relating to the Claim Amount.

—-5-

Pursuant to the terms of a placement agency agreement, dated September
3, 2004, by and between us and Joseph Stevens & Co., Inc., we issued 4,900,000
shares of our common stock to Joseph Stevens & Co., Inc. or its designees, wupon
the closing of the Private Placement. The shares were issued as consideration
for the services of Joseph Stevens & Co., Inc. as our placement agent in the
Private Placement.

We also previously issued convertible promissory notes in the aggregate
principal amount of $558,500. Immediately upon the closing of the Private
Placement, and in accordance with the terms of the promissory notes, all
outstanding principal and accrued interest converted into 6,703,151 shares of
our common stock.

Effective December 17, 2004, Eric Hopkins resigned from his position as
our Chief Financial Officer.

Effective December 22, 2004, Steven J. Scronic resigned from his
position as our Corporate Secretary.

Our board of directors appointed John N. Fermanis to serve as our Chief
Financial Officer, effective as of December 22, 2004. Our Board resolved to
issue 100,000 shares of registered common stock to Mr. Fermanis for his
acceptance of this position.

Our board of directors appointed Michelle R. Laroche to serve as our
Corporate Secretary, effective as of December 22, 2004.

We also previously issued convertible promissory notes in the aggregate
principal amount of $35,000. On December 24, 2004 all outstanding principal and
accrued interest was forgiven by the noteholder. Consideration of $100.00 was
paid by us to the noteholder. ©Under the terms of the agreement, the noteholder
released us from all claims, known or unknown, relating to the amount owed.

In January 2005, we made a tender offer to temporarily reduce the
exercise price of certain warrants issued in October 2004 from $0.50 to $0.20
per share. The tender offer expired on March 4, 2005. We accepted for exercise a
total of 6,600,778 warrants validly tendered and not withdrawn pursuant to the
terms of the tender offer, which represents approximately 48% of the aggregate
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13,780,449 warrants that were subject to the offer.
HOMSPERA AND SUBSTANCE P

Homspera is a proprietary compound created by chemically modifying
substance P to increase desirable properties. The chemical name for Homspera is
Sar9, Met (02)1l-substance P.

Substance P, first isolated in 1931, is a biocactive 1l-amino acid
peptide belonging to a group of neurokinins (small peptides that are broadly
distributed in the central nervous system and peripheral nervous system).
Substance P has Dbeen found to be involved 1in many physiological processes
including pain modulation, smooth muscle contraction, blood pressure control,
kidney function and water homeostasis. The peptide is widely distributed in
numerous tissues and body fluids including the central and peripheral nervous
system, gastrointestinal tract, visual system and circulatory system.

In the 1950s, substance P was considered to be the neurotransmitter for

primary sensory afferent fibers, or the pain transmitter. By the 1970s, the
biochemical properties of purified substance P were found to be a proteinaceous
substance composed of amino acids that, subsequently, could be synthetically
derived.

Since then, substance P has been extensively studied by researchers and
scientists worldwide because of its many general physiological effects (smooth

muscle contraction, inflammation, neurotransmission, blood vessel dilation,
histamine release, and activation of the immune system) including
_6_

its potential to stimulate epithelial growth; heal ulcers and ocular wounds;
and, as a new approach to dulling anxiety and relieving depression and stress.

Our patents and continued research and development efforts are derived
from discoveries made during the early 1990s by our Chief Scientific Officer and
Director, Dr. Mark Witten as a spin-off of an Air Force grant. During this
research it was observed that the exposure of animals to jet fuels resulted in
pathological changes in the lung and immune systems of those exposed. It was
also observed that such exposure resulted in depletion of substance P from the
lungs of the animals. These studies further showed that the administration of
Sar9, Met (02)1ll-substance P prevented and reversed the effects of jet fuel
exposure in the lungs, as well as protecting and regenerating the immune system.
These findings 1led to early research on treatments for exposure to acute
radiation, toxic inhalants and viral infection and on the reversal of lung
damage.

We believe that Homspera and its derivatives are able to be used as
treatments for a diverse array of ailments and bodily injury as it regulates
cellular death and survival. Further, Homspera is highly selective in nature and
as a substance P receptor agonist it blocks the receptor so that other mediators
cannot attach to it and may prevent inflammation and cell death.

PRODUCTS IN DEVELOPMENT
RADILEX (TM)

We are currently focusing our development efforts on Radilex as a
potential countermeasure for exposure to lethal doses of radiation in humans. As

traditional efficacy studies would require healthy human volunteers to be
exposed to potentially lethal effects of radiation, Radilex is being developed
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pursuant to a new rule enacted by the U.S. Food and Drug Administration (FDA)
under which approval may be granted solely on the basis of proof of efficacy in
relevant animal species and proof of safety in humans. We believe that this will
not only greatly accelerate the development of Radilex(TM) but also will
substantially reduce our development costs and allow us to enter the marketplace
more quickly as compared to following a traditional drug development program.

To date we have completed seven radiation studies using Radilex on mice
to determine dose response to radiation, the maximum efficacious dose, the
impact on survival and to distinguish survival response between aerosol versus

intra muscular delivery. 1In each of these studies mice were exposed to varying
levels of radiation. In the fifth study we determined that Radilex aerosol
treatment at a dose of 50 iM can induce a survival rate of 50% in mice at 90
days post-radiation exposure to an administered 1lethal (7.75 Gy) dose of
radiation. Further, it was observed that these mice had normal immune system
function at the 90-day post-radiation time point compared to longitudinal
control mice. In June 2004 we performed our sixth study, conducted at the
request of the Division of Counter-Terrorism of the U.S. Food and Drug
Administration to determine the optimum delivery method. In this study a 2iM

dose of Radilex in a 0.05mL solution was delivered daily via muscle 1injection.
In the study we observed that delivery by aerosol was superior methodology over
direct muscle injection for the administration of Radilex. In our seventh mouse
study, we 1increased the dosage to 75iM and held the mice in a Biolevel II
facility with a low bacterial load. At 17 days post-exposure we observed a one
hundred percent survival rate in the mice given Radilex.

Currently, we are finalizing the protocols for an eighth mouse study.
We are designing this study to achieve ©proof of concept, as well as obtaining
the optimum dosing regime, drug dosage levels and delivery method. This study
will evaluate the survival impact of Radilex following exposure to various gamma
radiation levels; to validate the effects of Radilex on PARP-1 levels/expression
following irradiation; to determine Radilex levels in major organs; to determine
the impact of Radilex on survival when administered 12, 24 and 36 hours
following colbalt radiation exposure; and, to validate and compare survival
rates of aerosol versus intra muscular delivery. We expect this study to begin
within the next 60 days.

We are also finalizing the protocols that we believe will allow us to
initiate pivotal large animal trials that will be necessary for establishing
efficacy. We expect these studies to begin within the next 12 to 18 months. In
conjunction with this, we are establishing protocols for toxicology and human
safety studies that will be needed to support a New Drug Application (NDA).

We are also researching the efficacy of Radilex as a treatment for
exposure to various chemical and biological agents. We have generated data in
preclinical studies indicating that Radilex could potentially be wused in
treating respiratory failure caused by exposure to various chemical and
biological threats, such as anthrax, ricin poisoning and other poisonous
inhalants, as well as infectious diseases.

Acute Radiation Sickness (ARS)

Radiation sickness, known as acute radiation sickness or syndrome, is a
serious illness that occurs when the entire body (or most of it) receives a high
dose of radiation, wusually over a short period of time. Severe body injury can
result from such exposure including: skin damage; lung radiation injury, similar
to Acute Respiratory Distress Syndrome; hematopoietic syndrome, which includes
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thrombocytopenia and neutropenia; and, damage to the body's organs. The chance
of survival for people with ARS decreases with increasing radiation dose. Most
people who do not recover from ARS will die within several months of exposure.
The cause of death in most cases is the destruction of the person's bone marrow,
which results in infections and internal bleeding. For the survivors, the
recovery process may last from several weeks up to 2 years.

Market for Our Products

Because of past terrorist events, people have expressed much greater
concern about the ©possibility of a terrorist attack involving radiocactive
materials, possibly through the use of a "dirty bomb," and the harmful effects
of radiation from such an event.

The adverse health consequences of a terrorist nuclear attack vary according to
the type of attack and the distance a person is from the attack. In light of the
current risk of terrorism, high-risk areas include military installations, major
metropolitan areas and those areas surrounding nuclear power plants or spent
fuel facilities. Additionally, Radilex could potentially be made available for
distribution in the event of a natural disaster or accident to those individuals
living near nuclear power plants, spent fuel facilities and those living along
transport routes of radioactive materials. The wuncertainties of terrorism,
natural disasters and accidents coupled with a virtually unlimited number of
individuals that could potentially be affected, presents us with significant,
untapped market opportunities not only domestically, Dbut also throughout the
world.

Based on our studies we believe that Radilex must be administered as soon
as possible after exposure to radiation. Due to the suddenness of a potential
attack or disaster and the number of people that would be affected, we believe
that Radilex would need to be stockpiled to be appropriately distributed.
Administration of Radilex can be done quickly and cost effectively using an

inhaler or puffer device. 1In that Radilex may prove effective in the treatment
of the life-threatening effects of radiation exposure, we believe there may be
strong interest by government agencies to stockpile Radilex if it is

successfully developed. We are currently in discussions with drug manufacturers
and government officials with regard to such possibilities.

RESEARCH AND DEVELOPMENT

We have spent approximately $150,091 and $42,972 in 2004 and 2003,
respectively, in research and development activities. From our inception in
October 2002, we have spent $193,063 in research and development activities.

COMPETITION

We are engaged in segments of the biopharmaceutical industry that are
intensely competitive and rapidly changing. Based on recent world events and
aggressive governmental legislation, we believe a large market opportunity has
developed. Given this large potential market, numerous pharmaceutical and
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biotechnology companies have directed their research efforts toward developing
therapeutics to treat the same indications that we are researching.

If successfully developed and approved, we believe that there is a
significant market for Radilex relating to the treatment of exposure to
radiation and poisonous inhalants. We anticipate that, even if we successfully
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develop Homspera and Radilex and they are approved for marketing, we will face
intense and increasing competition in the future as new products enter the
market and advanced technologies Dbecome available. There can be no assurance
that existing products or new products for the treatment of such ailments
developed by competitors, including Hollis-Eden Pharmaceuticals, Inc., VaxGen,
Inc., Acambis plc, Emergent BioSolutions, Inc. and other larger
biopharmaceutical companies, will not be more effective or more effectively
marketed and sold. Competitive products or the development by others of a cure
or new treatment methods may render our technologies and products and compounds
obsolete, noncompetitive or uneconomical prior to our recovery of development or
commercialization expenses incurred with respect to any such technologies or
products or compounds.

We believe that due to the global political environment that time to
market is critical in the discovery of an effective countermeasure to radiation
exposure and other biological and chemical threats. New developments in areas in
which we are conducting our research and development are expected to continue at
a rapid pace in both industry and academia. Many of our competitors have
significantly greater financial, technical and human resources than us and may

be Dbetter equipped to develop, manufacture, sell, market and distribute
products. In addition, many of these companies have extensive experience in
preclinical testing and clinical trials, obtaining FDA and other regulatory

approvals and manufacturing and marketing pharmaceutical products. Many of these
competitors also have products for use individually or in combination therapy
that have been approved or are in late-stage development and operate large,
well-funded research and development programs. Smaller companies may also prove
to be significant competitors, particularly through collaborative arrangements
with large pharmaceutical and biotechnology companies.

If our product candidates and compounds are successfully developed and
approved, we will face competition based on the safety and effectiveness of our
products and compounds, the timing and scope o0of regulatory approvals,
availability of manufacturing, sales, marketing and distribution capabilities,
reimbursement coverage, price and patent position. There can be no assurance
that our competitors will not develop more effective or more affordable
technology or products, or achieve =earlier patent protection, product
development or product commercialization than us. Accordingly, our competitors
may succeed in commercializing products more rapidly or effectively than us,
which could have a material adverse effect on our business, financial condition
and results of operations.

GOVERNMENTAL REGULATION

Our technologies are subject to extensive government regulation,
principally by the U.S. Food and Drug Administration and state and 1local
authorities 1in the United States and by comparable agencies in foreign
countries. Governmental authorities in the United States extensively regulate
the pre-clinical and clinical testing, safety, efficacy, research, development,

manufacturing, labeling, storage, record-keeping, advertising, promotion,
export, marketing and distribution, among other things, of pharmaceutical
products wunder various federal laws including the Federal Food, Drug and
Cosmetic Act, or FFDCA, and under comparable laws by the states and in most

foreign countries.

Domestic Regulation

In the ©United States, the FDA, under the FFDCA, the Public Health

Service Act and other federal statutes and regulations, subject pharmaceutical
and biologic products to rigorous review. If we do not comply with applicable
requirements, we may be fined, the government may refuse to approve our

marketing applications or allow us to manufacture or market our products or

10



Edgar Filing: IR BIOSCIENCES HOLDINGS INC - Form 10KSB

product candidates, and we may be criminally prosecuted. The FDA also has the
authority to discontinue or suspend manufacture or distribution, require a
product withdrawal or recall or revoke previously granted marketing
authorizations, 1if we fail to comply with regulatory standards or if we
encounter problems following initial marketing.
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PROJECT BIOSHIELD
The U.S. government, 1in response to the increased threat to its
citizens, has enacted Project BioShield, a comprehensive effort to develop and
make available modern, effective drugs and vaccines to protect against attack by
biological and chemical weapons or other dangerous pathogens. Project BioShield
will:
o Ensure that resources are available to pay for "next-generation"
medical countermeasures. Project BioShield will allow the

government to buy improved vaccines or drugs for smallpox,
anthrax, and botulinum toxin. Use of this authority is currently

estimated to be $6 billion over ten years. Funds would also be
available to buy countermeasures to protect against other
dangerous pathogens, such as Ebola and plague, as soon as

scientists verify the safety and effectiveness of these products.

o Strengthen the development capabilities of the National Institute
of Health ("NIH") by speeding research and development on medical
countermeasures based on the most promising recent scientific

discoveries.
o Give FDA the ability to make promising treatments quickly
available in emergency situations. This tightly controlled new

authority can make the newest treatments widely available to
patients who need it in a crisis.

Project BioShield has three major components:

1. Spending Authority for the Delivery of Next-Generation Medical
Countermeasures. This authority will enable the government to
purchase vaccines and other therapies as soon as experts believe
that they can be made safe and effective, ensuring that the
private sector devotes efforts to developing the countermeasures.

2. New NIH Programs to Speed Research and Development on Medical
Countermeasures. NIH's usual methods for supporting research and
development on conventional diseases have been extremely effective
in those areas but may not always be suited to meet the urgent
demands posed by the risk of terrorism. The new authorities would
apply only to support research and development on Dbioterrorism
threat agents.

3. New FDA Emergency Use Authorization for Promising Medical
Countermeasures Under Development. Some of the most promising
treatments for a terrorist agent may still be under formal FDA
review when an attack occurs. This will improve access to a
potentially Dbeneficial treatment in an emergency situation, when
it is most 1likely to save 1lives, even if it has not yet been
proven to be suitable for routine general use or has not completed
the formal process for full FDA licensure.
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Project BioShield contains provisions enabling the U.S. Department of
Health and Human Services ("HHS") to Dbegin purchasing new medical
countermeasures for the Strategic National Stockpile in advance of formal FDA
approval. This provision, known as an Emergency Use Authorization, has already
been implemented for other development stage medical countermeasures to weapons
of mass destruction.

As the result of the Project BioShield legislation, the Administration
has already begun the process of acquiring several new medical countermeasures.
In late 2004, the HHS issued a Request for Information ("RFI") for therapeutics
to treat ARS. In December 2004 we filed a formal response to this request
detailing the potential for Radilex in this indication.

If we are unable to develop Radilex under the legislation enacted by
Project BioShield, we will be required to follow the traditional FDA approval
process and guidelines. We Dbelieve that approval for Radilex under the
traditional process would be considerably more costly and time consuming.

-10-

FDA Approval Process

To obtain approval of a new product from the FDA, we must, among other
requirements, submit data demonstrating the product's safety and efficacy, as
well as, detailed information and reports on the manufacture and composition of
the product candidate. In most cases, this entails extensive laboratory tests,
pre-clinical and clinical trials. This testing and the preparation of necessary
applications and processing of those applications by the FDA are expensive and
typically take many years to complete. The FDA may deny our applications or may
not act quickly or favorably in reviewing these applications, a