Edgar Filing: IMMTECH PHARMACEUTICALS, INC. - Form 10-K

IMMTECH PHARMACEUTICALS, INC.
Form 10-K
June 18, 2008

UNITED STATES
SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

FORM 10-K

IXIANNUAL REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT OF
1934 for the fiscal year ended March 31, 2008.

|__ITRANSITION REPORT PURSUANT TO SECTION 13 OR 15(d) OF THE SECURITIES EXCHANGE ACT
OF 1934 for the transition period from [__]Jto [__].

Commission file number 001-14907

IMMTECH PHARMACEUTICALS, INC.
(Exact Name of Registrant as Specified in Its Charter)

Delaware 39-1523370
(State or Other Jurisdiction of (I.R.S. Employer Identification No.)
Incorporation or Organization)

One North End Avenue
New York, New York 10282
(Address of Principal Executive Offices) (Zip Code)

Registrant’s telephone number, including area code: (847) 573-0033
Securities registered pursuant to Section 12(b) of the Securities Exchange Act of 1934:

Common Stock, par value $0.01 per share
(Title of class)

Securities registered pursuant to Section 12(g) of the Securities Exchange Act of 1934:

None
(Title of class)

Indicate by check mark if the registrant is a well-known seasoned issuer, as defined in Rule 405 of the Securities Act
of 1933. Yes|__| No IXI

Indicate by check mark if the registrant is not required to file reports pursuant to Section 13 or Section 15(d) of the
Securities Exchange Act of 1934. Yes|__| No IXI

Indicate by check mark whether the registrant (1) has filed all reports required to be filed by Section 13 or 15(d) of the
Securities Exchange Act of 1934 during the past 12 months (or for such shorter period that the registrant was required

1



Edgar Filing: IMMTECH PHARMACEUTICALS, INC. - Form 10-K

to file such reports), and (2) has been subject to such filing requirements for the past 90 days. Yes IX| Nol__|

Indicate by check mark if disclosure of delinquent filers pursuant to Item 405 of Regulation S-K (§229.405 of this

chapter) is not contained herein, and will not be contained, to the best of registrant’s knowledge, in definitive proxy or
information statements incorporated by reference in Part III of this Form 10-K or any amendment to this Form

10-K. IXI

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer or

a smaller reporting company. See definition of “large accelerated filer,” “accelerated filer” and “smaller reporting company”
in Rule 12b-2 of the Securities Exchange Act of 1934. Large Accelerated Filer I__| Accelerated

Filer IXI Non-accelerated Filer |__| Smaller reporting company |__|




Edgar Filing: IMMTECH PHARMACEUTICALS, INC. - Form 10-K

Indicate by check mark if the registrant is a shell company (as defined in Rule 12b-2 of the Securities Exchange Act of
1934. Yes|__| No Xl

The aggregate market value of the voting and non-voting common equity held by non-affiliates computed by
reference to the last price at which the common equity was last sold as of the last business day of the registrant’s most
recently completed second fiscal quarter was $124,182,768.

As of June 16, 2008, the total number of shares of the registrant’s common stock outstanding was 15,876,983 shares.

Documents incorporated by reference. None.




ITEM 1.

ITEM 1A.

ITEM 2.

ITEM 3.

ITEM 4.

ITEMMARKET FOR REGISTRANT’S COMMON EQUITY AND RELATED STOCKHOLDER MATTERS

5.

Edgar Filing: IMMTECH PHARMACEUTICALS, INC. - Form 10-K

IMMTECH PHARMACEUTICALS, INC.

TABLE OF CONTENTS
PART L.
BUSINESS
RISK FACTORS
PROPERTIES
LEGAL PROCEEDINGS

SUBMISSION OF MATTERS TO A VOTE OF SECURITY HOLDERS

PART II.

ITEMSELECTED FINANCIAL DATA

6.

25

39

39

40

Page

40

44

ITEMMANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND RESULTS OF 46
7.  OPERATIONS

ITEMQUANTITATIVE AND QUALITATIVE DISCLOSURES ABOUT MARKET RISK

TA.

ITEMFINANCIAL STATEMENTS AND SUPPLEMENTARY DATA

8.

ITEMCHANGES IN AND DISAGREEMENTS WITH ACCOUNTANTS ON ACCOUNTING AND

9.  FINANCIAL DISCLOSURE

ITEMCONTROLS AND PROCEDURES

9A.

ITEMOTHER INFORMATION

9B.

PART IIL

ITEM DIRECTORS, EXECUTIVE OFFICERS AND CORPORATE GOVERNANCE

10.

ITEM EXECUTIVE COMPENSATION

11.

58

58

58

58

59

60

65



Edgar Filing: IMMTECH PHARMACEUTICALS, INC. - Form 10-K

ITEM SECURITY OWNERSHIP OF CERTAIN BENEFICIAL OWNERS AND MANAGEMENT AND 77
12. RELATED STOCKHOLDER MATTERS
ITEM CERTAIN RELATIONSHIPS AND RELATED TRANSACTIONS, AND DIRECTOR 80
13. INDEPENDENCE
ITEM PRINCIPAL ACCOUNTANT FEES AND SERVICES 81
14.

PART IV.
ITEM 15. EXHIBITS, FINANCIAL STATEMENT SCHEDULES 82




Edgar Filing: IMMTECH PHARMACEUTICALS, INC. - Form 10-K

FORWARD-LOOKING STATEMENTS

This annual report on Form 10-K and the documents incorporated by reference herein regarding Immtech
Pharmaceuticals, Inc.’s business contain “forward-looking statements” within the meaning of the Private Securities
Litigation Reform Act of 1995 and are subject to risks and uncertainties. All statements other than statements of
historical fact may be deemed to be forward-looking statements. Forward-looking statements frequently, but not
always, use the words “may,” “intends,” “plans,” “believes,” “anticipates” or “expects” or similar words and may inc
statements concerning our strategies, goals and plans. Actual results could differ materially from these
forward-looking statements. Factors that could cause or contribute to such differences include, but are not limited to,

the following: (i) Immtech’s ability to develop commercially viable products; (ii) Immtech’s ability to achieve
profitability; (iii) Immtech’s ability to retain key personnel; (iv) the ability of Immtech’s scientists and collaborators to
discover new compounds; (v) the availability of additional research grants; (vi) Immtech’s ability to obtain regulatory
approval of its drugs candidates; (vii) the success of Immtech’s clinical trials; (viii) dependence upon and contractual
relationship with partners; (ix) Immtech’s ability to manufacture or to contract with a third party to manufacture its

drug candidates at a reasonable cost; (x) Immtech’s ability to protect its intellectual property; (xi) competition and
alternative technologies; (xii) Immtech’s ability to obtain reimbursement from third party payers for any product it
commercializes and (xiii) potential exposure to significant product liability. We undertake no obligation to update or

revise any forward-looking statements, whether as a result of new information, future events or otherwise.

LR INT3 99 ¢

PART I
ITEM 1. BUSINESS
A.Business Overview

Immtech Pharmaceuticals, Inc., (the “Registrant”) is focused on global opportunities in the healthcare
sector. Globalization and the increased income levels seen in numerous emerging regions have created significant
opportunities in both the development of new drugs and, more broadly, in healthcare services for drug developers and
for physicians and patients. Immtech aims to leverage its established expertise and other assets in both new drug sales
and enhanced healthcare-related services, including laboratory research and information-providing services, for
developed and developing countries. To capitalize on the opportunities arising in the global healthcare marketplace,
we seek to develop proprietary, high-growth operations in the People’s Republic of China (“China”) and potentially in
other regional markets.

As one opportunity for growth, we plan to further our focus on the discovery and development of drugs to treat
infectious diseases. These diseases present significant unmet needs and will increase dramatically as threats to the
global community. According to the World Health Organization (“WHO”), infectious diseases are collectively the most
common cause of death in the world today. Yet relatively few new drugs for the treatment of infectious diseases have
been brought to market in the past two decades. New drugs are needed to address the risk
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of drug resistance by known pathogens and the emergence of new pathogens in the years ahead. Accordingly,
infectious diseases will continue to be a prime focus for Immtech.

Much of the drug development being conducted today emphasizes the chronic conditions of citizens of developed
nations, and often requires lengthy, complex clinical trials to establish both drug efficacy and superiority to an existing
standard of care. By contrast, infectious disease-related drug development generally involves clinical trials with
well-defined endpoints that can be evaluated clearly over a relatively short duration. We have worked with
world-renowned universities and scientific institutions since 1999 and plan to expand our scientific consortium for
drug discovery.

Our focus on global opportunities leads naturally to an expansion of business development in China, given that China

has 20% of the world’s population. Our experience there also creates various opportunities outside the laboratory
environment as China expands its healthcare infrastructure. According to Boston Consultancy, an independent

consulting group, China is projected to become the world’s fifth largest pharmaceutical market by 2010. Further, it is
estimated that demand for drugs, healthcare information, education, and services will propel China’s pharmaceutical
market to grow by more than 20% a year even as growth rates in key European and U.S. markets are

decelerating. According to the WiCon International Group, the publisher of Pharma China, sales of pharmaceutical,

herbal, and Chinese medicine drug products reached $50 billion in 2007. The growth and expansion of healthcare

needs in China will require a vastly expanded supply of both products and services, and we believe that we are well

poised to benefit in this dynamic market.

In addition to our internal drug discovery programs, the growing demand for contract research services (“CRS”) in
China and other rapidly emerging markets represents an attractive commercial opportunity. Clinical research
programs in these markets require a depth of understanding related to research capabilities, regulatory guidelines and
cultural knowledge. Because of our capabilities in each of these areas, we plan to leverage our experience by
partnering with local institutions and providing CRS to other international companies involved in drug
development. We believe that our experience in drug development in international markets has positioned us to
develop a valuable and competitive range of business services related to clinical research.

As an expansion of the strategy to pursue our drug development and CRS businesses, we also anticipate cultivating
business opportunities to distribute healthcare information. We believe that most healthcare systems could be
enhanced through improved continuing education and training programs to professional medical staff as well as
through the distribution of high-quality healthcare information to the general public. Therefore, we plan to implement
medical information initiatives in China and potentially throughout Asia. We believe that these medical education
initiatives present growth opportunities for us and may lead to the development of unique assets.

These services must be positioned to meet the needs of consumers and medical professionals alike by providing
high-quality, accurate information. We believe our experience and established business relationships represent
valuable resources in support of our efforts to build and expand content distribution in China and elsewhere in
Asia. We plan to access content

2-




Edgar Filing: IMMTECH PHARMACEUTICALS, INC. - Form 10-K

from universities, research institutions, and media outlets with extensive libraries of materials. The dynamic nature of
electronic content distribution could lead to the creation of unique assets in this area.

During the year ended March 31, 2008, our drug development program for pafuramidine was discontinued due to
findings of renal and liver adverse events among participants in our study of healthy volunteers conducted in South
Africa. This clinical trial had been initiated to provide safety data in support of the African sleeping sickness and
pneumocystis pneumonia indications. It was halted in December 2007 after several subjects developed abnormal liver
function (“clinical hold”). The program was formally discontinued in February 2008 when five subjects in the same
study developed renal abnormalities that required medical intervention and hospitalization. All affected subjects have
recovered fully, and to date, no lasting adverse effects have been observed in these volunteers. See “Products and Drug
Development Programs—Pafuramidine.”

In addition to licenses related to pafuramidine, we hold worldwide exclusive licenses to develop and commercialize an
expanding library of compounds, some of which are in early stages of research. These compounds target fungal
infections, the Hepatitis C virus (“HCV”), drug resistant Gram positive bacteria and other serious
diseases. Furthermore, over the past year we have initiated an independent medicinal chemistry effort to drive these
development programs and to expand our library of both proprietary and Company-owned intellectual property. Our
initial in vitro and in vivo assessments have identified several potential lead compound candidates for each of these
diseases. We continue to test compounds to identify optimum lead candidates to move into preclinical testing and
subsequent human clinical trials, to be followed ultimately by commercialization.

Immtech maximizes its research spending by collaborating with its research partners and designing cost effective
clinical trials targeting indications amenable to shorter duration treatments with well-defined endpoints. Our first drug
candidate, pafuramidine, and several compounds for our discovery programs in fungal diseases, bacterial infections

and HCV were synthesized and initially evaluated by our research partners at The University of North Carolina at
Chapel Hill (“UNC-CH”) and Georgia State University (“Georgia State”). We have exclusive worldwide licenses to
develop and commercialize compounds discovered and patented by scientists at these universities, and we have access

to their large library of compounds. We call these scientists, and others from whom we have rights to commercialize
technology discovered or developed by them, our consortium scientists. Our license rights include 148 issued
domestic U.S. and foreign patents that cover many classes of novel chemical compounds.

A predecessor of the Registrant was incorporated under the laws of the State of Wisconsin on October 15, 1984, and
subsequently merged with and into the Registrant on April 1, 1993. We began the development of drugs to treat
infectious disease in 1997. Our executive offices are located at One North End Avenue, New York, New York 10282,
telephone number (212) 791-2911 or toll-free (877) 898-8038. Our common stock (the “Common Stock”) is listed on
The American Stock Exchange (“AMEX") under the ticker symbol “IMM.” Trading on the AMEX commenced on
August 11, 2003.
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For the fiscal year ended March 31, 2008, we had revenues of approximately $9.7 million and a net loss of
approximately $10.5 million which included non-cash compensation expenses of approximately $3.2 million related
to the vesting of Common Stock options, extension of warrants and issuance of Common Stock during the year. We
currently have enough cash to operate through December 31, 2008 and capital resources through the sale of land use
rights that we believe are sufficient to support our operations beyond March 31, 2009. We are a development stage
pharmaceutical company that operates as one segment.

The discontinuation of the pafuramidine development program and the new business opportunities discussed above
raise doubt about our ability to continue as a going concern. If we become unable to continue as a going concern, we
may need to liquidate our assets, and we might realize significantly less than the values at which they are carried on
our financial statements. However, the accompanying financial statements do not include any adjustments or charges
that might be necessary should we be unable to continue as a going concern, such as charges related to impairment of
our assets, the recoverability and classification of assets or amounts and classification of liabilities or other similar
adjustments. In addition, the report of our independent registered public accounting firm on the accompanying
financial statements included in this Annual Report on Form 10-K contains an explanatory paragraph regarding going
concern uncertainty.

We file annual, quarterly and current reports, proxy statements and other documents with the United States Securities
and Exchange Commission (the “SEC”), under the Securities Exchange Act of 1934, as amended (the “Exchange
Act”). You may read and copy any materials that we file with the SEC at the SEC’s Public Reference Room at 100 F
Street, N.E., Washington, D.C. 20549. You may obtain information on the operation of the Public Reference Room
by calling the SEC at 1-800-SEC-0330. Our reports, proxy statements and other documents filed electronically with
the SEC are available at the website maintained by the SEC at http://www.sec.gov. We also make available free of
charge on or through our Internet website at http://www.immtechpharma.com, the annual, quarterly and current
reports, and, if applicable, amendments to those reports, filed or furnished pursuant to Section 13(a) of the Exchange
Act, as soon as reasonably practicable after we electronically file such reports with the SEC. Information on our
website is not incorporated as part of this report.

When we use the words the “Company” or “Immtech” in this report, we are referring to the Registrant and its
subsidiaries. When we use the word “we,” “our” or “us,” we are referring to the Registrant and its subsidiaries or solely the
Registrant as the context requires.

B.Products and Drug Development Programs

The pafuramidine program is currently being closed out. Presently, we are continuing follow-up assessment of
African sleeping sickness subjects in our Phase III study of pafuramidine as planned. These patients completed
treatment in March 2007 and will be followed for 24 months. All other pafuramidine studies have either been closed
or the follow-up of previously treated patients and volunteers is ongoing.

As part of the close out activities of the pafuramidine program, final reports for all clinical trials are being prepared
with primary focus on the safety and tolerability of pafuramidine. These reports will be submitted to the FDA and
other regulatory agencies. A full
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report of our evaluation of the adverse events associated with the use of pafuramidine is also being prepared and will
be submitted to the FDA in response to the full clinical hold. We are also conducting follow up of subjects who have
received pafuramidine in prior clinical trials to assess whether any unexpected adverse events occurred that have not
previously been reported to us by the investigators for such trials.

All documents related to the pafuramidine development program will be archived. The information gained from the
review of the preclinical and clinical studies of pafuramidine and DB75 will be used by the Consortium for Parasitic
Drug Development, led by UNC-CH, as new compounds are evaluated as potential clinical candidates for future
development for African sleeping sickness, Chagas disease or other related diseases.

The following sections provide the current status of the studies that were ongoing at the time of the clinical hold in
December 2007 and update the results presented in our annual report filed with the SEC for the year ended March 31,
2007. We do not anticipate providing any future updates regarding the pafuramidine development program.

1. Pafuramidine
i. Supportive Phase I Safety Study in Healthy Volunteers

The primary goal of this study was to provide a safety database of acceptable size to support the registration of
pafuramidine for both African sleeping sickness and Pneumocystis pneumonia (“PCP”). This was a randomized,
double-blind Phase I safety and tolerability study of pafuramidine maleate (DB289) in healthy subjects. The
secondary objective of this study was to evaluate the potential effect of pafuramidine maleate on specific analytes that
can be assessed by clinical chemistry and hematology testing.

The enrollment of additional subjects was prematurely discontinued on December 20, 2007 after 100 of the
anticipated 175 subjects completed treatment. Eighty subjects received pafuramidine and 20 subjects received
placebo. Approximately 25% of subjects who received pafuramidine developed significant liver function
abnormalities within five days of completing treatment. These abnormalities resulted in the FDA placing a full
clinical hold on the pafuramidine development program and a request for additional follow up from the Data Safety
Monitoring Board. Values in all subjects returned to the normal range during follow up without intervention. A liver
specialist was consulted and it was recommended that laboratory follow up of the subjects at three and six months be
conducted. These follow up evaluations are continuing at present.

During the extended follow up period (approximately eight weeks after the last dose of study drug), five subjects
treated with pafuramidine were hospitalized for acute renal insufficiency. A kidney specialist was consulted and it
was recommended that monthly follow up of all subjects who received pafuramidine for at least six months
post-treatment due to a suspected drug-induced hypersensitivity reaction be conducted. Additional follow up of
subjects who received pafuramidine in this trial is ongoing and will continue until subjects return to baseline.

5.
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ii. Definitive Bioequivalence Study

The primary objective of the definitive bioequivalence study was to establish the bioequivalence of a new formulation
of pafuramidine which was planned for commercial use, to the reference formulation of pafuramidine maleate. A total
of 84 subjects were enrolled in this study, which had completed dosing at the time of the clinical hold. Follow up of
these subjects will continue through at least June 2008.

1i1. Pafuramidine for PCP in HIV/AIDS Patients

PCP is a fungus that overgrows the air sacs in the lungs of people whose immune systems have been significantly
suppressed. PCP can cause life-threatening pneumonia. Moreover, it is one of the most common opportunistic
infections affecting HIV/AIDS patients.

Our Phase III pivotal clinical trial of pafuramidine to treat PCP in patients with HIV/AIDS was being conducted under
an Investigational New Drug (“IND”) application filed with the FDA. This was a comparative clinical trial against the
current standard of care, trimethoprim-sulfamethoxazole (“TMP-SMX”). The main objective of this Phase III clinical
trial was to determine whether the efficacy of pafuramidine is comparable to the efficacy of TMP-SMX. The study
was also to compare the safety and tolerability of pafuramidine and TMP-SMX. At this point, half of the required
patients had been enrolled. Our Phase III clinical trial sites in the US and Latin America have been closed and we are
preparing a final report of the study. All subjects enrolled in this trial underwent additional follow up to identify any
potential late occurring adverse events. After all reports are received, they will be submitted to US FDA and local
regulatory authorities along with our response to the clinical hold.

iv. Pafuramidine for African Sleeping Sickness Treatment

African sleeping sickness is a parasitic disease that is spread by tsetse flies in sub-Saharan Africa. Doctors Without
Borders estimates that the geographical range in sub-Sahara Africa where African sleeping sickness occurs
encompasses 36 countries, in which more than 60 million people are at risk of contracting the disease.

o Pivotal Phase III Clinical Trial

The Phase III clinical trial for first stage African sleeping sickness caused by Trypanosoma brucei gambiense, the
West African form of sleeping sickness (“West African sleeping sickness”) was conducted in six clinical sites in central
Africa and is being wound down. We had completed enrollment of 273 patients. Patients in the study were
administered a study drug, which was either pafuramidine or pentamidine (the current standard of care for first stage
African sleeping sickness). The last patient was treated with pafuramidine in March 2007. Follow up visits are in
progress and patients will be followed for 24 months after completion of their treatment. The interim analysis for this
study was completed by the Data Safety Monitoring Board (“DSMB”) in August 2007 after half of the subjects had
completed the 12 month follow up visit. All subjects have now completed the 12 month follow up visit and a report of
the primary efficacy endpoint of the trial is in preparation.

-6-
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No patient prematurely discontinued study drug treatment due to an adverse event. Three patients have died during
follow up in this trial in the past year; two of these deaths were related to a relapse of African sleeping sickness. None
of these deaths were considered to be related to receiving the study drug.

We were granted access to the information about whether a patient received pafuramidine or pentamidine in order to
fully participate in the review of safety data with the Data Safety Monitoring Board and the risk-benefit assessment
that was conducted by the Governance Council for the UNC-CH grant (as discussed below). The safety data from all
prior and then on-going pafuramidine studies was reviewed subsequent to the clinical hold with particular attention
focused on prior reports of abnormal liver function that were identified in subjects. These data were presented to the
Governance Council in early February 2008 prior to the hospitalization of five subjects in the Phase I safety study for
kidney abnormalities. Following discovery of the renal adverse events, the safety data from all prior studies was again
reviewed for potential kidney abnormalities. Three subjects in the Phase III African sleeping sickness study had
experienced kidney-related serious adverse events, two of which are considered to be possibly related to
pafuramidine. These data were presented to the Governance Council and the Data Safety Monitoring Board. The
consensus of these committees, our research partners, and our management was that the development program for
pafuramidine should be discontinued.

In the next year, we expect to complete the 12 month follow up analysis, which is planned for the second half of 2008,
and we intend to complete the 24 month follow up visits of all patients enrolled in the trial by March 2009. These
reports will be submitted to the FDA.

Our clinical trials of pafuramidine to treat African sleeping sickness were financially supported by a grant to UNC-CH
from the Bill and Melinda Gates Foundation (‘“Foundation”) under a Clinical Research Sub-contract (see “Funding for
African Sleeping Sickness Research and Clinical Trials” below). We do not expect to receive future funding under the
Clinical Research Subcontract unless additional funding is necessary to close out the pafuramidine development
program.

¢ Funding for African Sleeping Sickness Research and Clinical Trials

Our development of pafuramidine for treating African sleeping sickness has been supported financially by a grant to
UNC-CH from the Foundation. To date, the Foundation has granted to UNC-CH approximately $40 million for the
development of pafuramidine to treat this disease. This total includes a grant to UNC-CH for $22.6 million in 2006 to
complete the Phase III clinical trial of pafuramidine to treat African sleeping sickness and prepare the drug for
commercialization, initiate a Phase I1Ib expanded access clinical trial, develop a pediatric formulation for use by
infants and children, and test pafuramidine in a pilot program for the East African form of African sleeping
sickness. Pursuant to the Clinical Research Subcontract and Amended and Restated Clinical Research Subcontract (as
discussed below), we have received approximately $17.3 million of the approximately $40 million granted to
UNC-CH by the Foundation.

In November 2000, the Foundation awarded a $15.1 million grant to a research group led by UNC-CH to develop new
drugs to treat African sleeping sickness and leishmaniasis. The
-
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research group led by UNC-CH includes Immtech and, in addition to UNC-CH, five other universities and research
centers around the world that collectively employ scientists and physicians considered to be the foremost experts in
one or both of these diseases.

On March 29, 2001, we entered into a clinical research subcontract (“Clinical Research Subcontract”) with UNC-CH to
advance the work funded by the Foundation’s $15.1 million grant. Under the terms of the Clinical Research
Subcontract, we are responsible for the oversight of Phase II and Phase III clinical trials of the drug candidate
pafuramidine for African sleeping sickness. The terms of the Clinical Research Subcontract require us to segregate
the Clinical Research Subcontract funds from our other funds and to use the proceeds only for developing a drug to
treat African sleeping sickness.

In June 2003, the Foundation awarded an additional $2.7 million grant to the UNC-CH led research group to
(1) expand the Phase IIb trial of pafuramidine to treat African sleeping sickness into the pivotal multi-phase, multi-site
Phase II/IIl randomized clinical trial described below, (ii) implement an improved method of synthesizing
pafuramidine to reduce drug manufacturing costs and (iii) improve the formulation of pafuramidine to facilitate
increased drug absorption into blood circulation. Under the Clinical Research Subcontract, approximately
$1.0 million of the additional grant was paid to us in June 2003 and approximately $1.4 million was paid to us on
March 14, 2005 (approximately $1.4 million of the $3.0 million March 14, 2005 payment described below was
attributable to our services under the additional grant).

Effective March 28, 2006, we amended and restated the Clinical Research Subcontract (“Amended and Restated
Clinical Research Subcontract™) to continue the Phase III clinical trial of pafuramidine to treat African sleeping
sickness and to prepare the drug for commercialization, conduct an expanded access trial, develop a pediatric
formulation for infants and children, and test pafuramidine in a pilot study of the East African form of African
sleeping sickness. Under the Amended and Restated Clinical Research Subcontract, we received from the UNC-CH
led consortium a five year funding commitment of approximately $13.6 million to support the Phase III trial and
development of the drug for commercialization, and to conduct the additional research. Under the Amended and
Restated Clinical Research Subcontract, we received on May 24, 2006, the first payment of approximately $5,649,000
and on November 2, 2007, the second payment of approximately $5,123,000 of the five year approximately $13.6
million contract. Since the pafuramidine program was cancelled on February 22, 2008, no further funding is expected
under the Amended and Restated Clinical Research Subcontract unless more funds are required for closing out the
project.

In the aggregate, we have received the following under the Clinical Research Subcontract and the Amended and
Restated Clinical Research Subcontract: (a) $4.3 million paid to us in fiscal year 2001 to fund Phase II clinical trials to
test the safety/tolerability and efficacy of pafuramidine against African sleeping sickness in approximately 30 patients;
(b) approximately $1.4 million paid to us in September 2002 upon the successful completion of our Phase Ila clinical
trial; (c¢) approximately $2.0 million paid to us in December 2002 upon the delivery of the final Phase Ila report in
respect of the Phase II clinical trial; (d) approximately $1.0 million paid to us in June 2003 relating to the additional
grant for improving drug synthesis and formulation; (e) approximately $3.0 million paid to us on March 14, 2005 (a
portion of which was from the additional acceleration grant described above) to fund Phase IIb and Phase III

_8-
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clinical trials to test the efficacy and safety/tolerability of pafuramidine against African sleeping sickness in a larger,
more diverse group of patients in calendar year 2005; (f) approximately $5.6 million paid to us in May 2006; and (g)
approximately $5.1 million paid to us in November 2007.

v. Pafuramidine for Malaria Prophylaxis (Prevention)

An exploratory study was designed to determine whether we should focus on commercializing a blood-stage or a
liver-stage malaria prevention drug. The malaria parasite initially travels to the liver where it grows for about seven
days before spreading to the blood. Malaria prevention drugs can work by preventing the infection in the liver or in
the blood stream. A liver stage regimen would continue for seven days after travel and a blood stage regiment would
continue for 30 days after travel.

We completed this Phase II malaria challenge clinical trial in healthy volunteers in September 2007. In this study,
volunteers were exposed to mosquitoes infected with a well-characterized strain of malaria that is readily treated with
chloroquine. Nineteen volunteers participated in this study, which included a screening period, a dosing period and a
period following exposure to the mosquitoes in which subjects were monitored for the development of disease due to
malaria. The subjects were randomized to receive one of three treatments prior to mosquito exposure: (a) one
pafuramidine 100 mg tablet was administered on Day 8 (eight days before challenge with the malaria-infected
mosquitoes), (b) one pafuramidine 100 mg tablet was administered on Day 1 (the day prior to challenge), or (c) a
placebo was administered on both days. Clinical trial volunteers were regularly monitored for up to three months after
the exposure, including assessment of fever or other clinical symptoms of malaria, and also by regular blood sampling
to detect the presence of malaria parasites.

All but one volunteer who received pafuramidine and all volunteers who received placebo developed evidence of
malaria and were promptly treated with chloroquine and carefully monitored until they were determined to be free of
disease. These results indicate that a single dose of pafuramidine did not prevent infection but did not determine
whether additional doses prior to exposure and/or after exposure would have prevented infection. These subjects will
undergo their one year follow up evaluations in June 2008, as required by the study protocol and per FDA
requirements.

vi. Pafuramidine for Malaria Treatment

In April 2007, we commenced enrollment in a new Phase IIb clinical trial of pafuramidine in the treatment of
uncomplicated malaria. The study was conducted in Thailand and was to include up to 140 patients. The study is a
partial factorial design and comprised of two stages. The first stage randomized 60 patients (15 per group) to evaluate
the variable components in dosing of pafuramidine tablets, including total daily dose (400 mg vs. 600 mg), dosing
frequency (once daily vs. divided twice daily), and in combination with artesunate (Yes vs. No). The study was
designed such that if none of the three day regimens was considered acceptable, the stage two treatments would be
administered for five days. All patients were to be treated and monitored for 28 days, which was the primary endpoint
for the study.

9.
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Patients’ blood samples were evaluated for parasites prior to enrollment in the study to establish a baseline and
checked at regular times during the therapy, and then periodically until 28 days after commencement of the study. For
purposes of this study, patients were considered “cured” if the malaria parasites were eliminated seven days after the
start of therapy and did not recur within 28 days after the start of treatment.

Following the first stage of the study, the efficacy for each of the four regimens administered for three days was
approximately 80%. Based on these data, the second stage enrollment was initiated and subjects were randomized to
either pafuramidine 200 mg BID for three days or for five days. This study had enrolled 107 subjects at the time of
the clinical hold. Follow up and analysis of data from this study is currently underway.

vii. Pafuramidine Licensing Agreements

On June 8, 2007, we entered into an exclusive licensing agreement pursuant to which we licensed to Par
Pharmaceutical Companies, Inc. (“Par”’) commercialization rights in the U.S. to pafuramidine for the treatment of PCP
in AIDS patients (“Par License Agreement”). In addition, under the Par License Agreement, we could collaborate with
Par on efforts to develop pafuramidine as a preventative therapy for patients at risk of developing PCP, including
people living with HIV, cancer and other immunosuppressive conditions.

In return, we received an initial payment of $3 million. Par was to also pay us as much as $29 million in development
milestones if pafuramidine advanced through ongoing Phase III clinical trials and FDA regulatory review and
approval. In addition to royalties on sales, we could have received up to $115 million in additional milestone
payments on future sales and retain the right to co-market pafuramidine in the U.S. We granted Par a right of first
offer to enter into a license agreement if we determined that pafuramidine could be used for the treatment and/or
prophylaxis of malaria. The Par License Agreement was terminated by Par on May 9, 2008.

Additionally, on December 3, 2007, we entered into a licensing agreement with BioAlliance Pharma SA (“BioAlliance”)
pursuant to which we granted BioAlliance and its affiliates an exclusive license to commercialize pafuramidine in
Europe for the treatment of PCP in AIDS patients and African sleeping sickness (“BioAlliance License
Agreement”). We also granted BioAlliance an option to commercialize pafuramidine in Europe for the prevention and
treatment of malaria in travelers. Pursuant to the BioAlliance License Agreement, we received an initial payment of
$3 million from BioAlliance, and we could receive an additional $13 million upon achieving certain regulatory and
pricing milestones. In addition, we could receive an additional $10 million upon achieving certain sales milestones
and also receive double-digit royalties based on sales.
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2. Drug Discovery and Development Programs
i. Antifungal Program

We have identified several aromatic cationic compounds with the potential to treat both Candida and Aspergillus
infections, which account for a significant percentage of morbidity and mortality in hospitalized patients. In vitro
studies conducted by our consortium scientists and an independent laboratory have identified several compounds that
display broad based antifungal activity against Candida, Aspergillus and Cryptococcus fungi. From these studies, we
have identified a lead group of compounds that display significant in vitro activity against both drug-sensitive and
drug-resistant strains of fungi.

The market for an effective antifungal drug was estimated by Datamonitor in 2003-04 to be approximately $4.0 billion
annually. Datamonitor forecasts the systemic antifungal market to be worth approximately $5.7 billion by 2014 due to
the increasing number of patients who are susceptible to fungal diseases, such as patients undergoing cancer
chemotherapy, patients with HIV and those who have undergone organ transplants. In addition, the frequency of
infections acquired while a patient is in a hospital caused by fungi is now the third most common cause of sepsis,
replacing Escherichia coli (E. coli). Sepsis is an uncommon but serious consequence of an infection that quickly
overwhelms the immune system and can rapidly lead to death. Recently, strains of fungi resistant to currently
available treatments have developed. There is a significant opportunity for new drugs effective against specific strains
of fungi, including drug resistant strains, as well as drugs with broad spectrum effectiveness for both Candida and
Aspergillus infections.

ii. Hepatitis C

According to a December 2005 Decision Resources, Inc. report, the number of prevalent cases of HCV in the major
markets exceeded 11 million in 2004. The HCV drug market, which was approximately $3 billion in 2005, is
projected to grow to $9 billion in 2012 and over $10 billion annually by 2014. Growth in use of HCV therapies also
will come from increasing numbers of patients who do not respond to initial treatments, and are being retreated with
second courses of standard and/or other new therapies.

We base our HCV research activities upon published findings that show compounds active in an HCV-related animal
virus, bovine viral diarrhea virus (“BVDV”), may have similar activity against HCV. We have tested several classes of
compounds against the BVDV virus in vitro, and several compounds exhibited potent inhibitory effects on the BVDV
viral life cycle. We have identified a class of compounds that prevents BVDYV infection at very low concentrations in
cell culture, and have evaluated these compounds in in vitro cell culture assays of HCV infection. Certain classes of
compounds exhibit potent cross-reactivity in this assay and preliminary time of addition studies point to the
compounds having an effect on early events in the virus life-cycle. We are following this important proof-of-concept
with new medicinal chemistry efforts to further optimize the pharmacokinetics, safety and pharmacological activity
characteristics of the lead compound series. The potential novel mechanism of action suggests a compound from this
class could have synergies with other existing and developing anti-HCV compounds.
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iii. Antibacterial Program

We have recently identified a unique class of compounds within our proprietary library that demonstrate significant
activity in inhibiting the growth of antibiotic-susceptible and antibiotic-resistant, Gram positive pathogens, frequently
referred to as “superbugs.” The underserved need for new antibiotics to combat superbugs represents a significant
potential future opportunity for us and these compounds will serve as a starting point for the discovery and
development of a potential new clinical candidate.

In 2004, the global antibacterial market was valued at approximately $24 billion. Following the introduction of
virtually every class of antibiotics in the past 50 years, antibiotic resistance has emerged that limits or is threatening to
limit their efficacy. Drug resistance has and will continue to be an incessant source of medical need. Novel classes of
antibacterials are needed to combat multi-drug resistant infections and expand physician treatment options. Rapid
uptake of products focused on drug-resistant infections has been driven by the increasing numbers of
immunocompromised patients in hospitals.

Several of our compounds show potent, submicrogram/mL activity against a panel of methicillin-resistant staph
(methicillin-resistant Staphylococcus aureus, “MRSA”), methicillin-sensitive staph (“MSSA”), and vancomycin-resistant
enterococcus (“VRE”). MRSA is a type of bacteria that is resistant to certain antibiotics including methicillin, oxacillin,
penicillin and amoxicillin. Healthcare-associated MRSA and VRE occur most frequently among persons in hospitals

and healthcare facilities who have weakened immune systems. MRSA is a major cause of hospital-acquired infections
that are becoming increasingly difficult to combat because of emerging resistance to all current antibiotic classes and

its appearance as an outpatient infection in individuals with normal immune systems. According to a May 2006
Espicom Business Intelligence report, the market for anti-MRSA antibiotics is expected to reach $2 billion by 2006.

Selected compounds are being tested in in vivo models of efficacy. The first compound to be tested demonstrated
potent activity against a MSSA infection in a neutropenic mouse thigh infection model. Medicinal chemistry lead
optimization is in progress to improve the pharmacokinetics, safety and efficacy profile.

Through macromolecular synthesis profiling, we have determined that our antibiotic compounds are acting through
inhibition of bacterial protein synthesis. The lead compounds in the class were found to be non-selective since they
also inhibited mammalian cell protein synthesis. This observation created a challenge for the program and the class
since mammalian cell protein synthesis inhibition will lead to significant acute systemic toxicity in vivo. A major
medicinal chemistry effort has been undertaken to modify the design of the lead compound to maintain antibiotic
potency while attempting to design out mammalian cell protein synthesis inhibition.

iv. Other Programs and Trials
We have recently generated data that indicates that a subset of compounds generated for the HCV program shows
potent in vitro activity against West Nile virus. Work is ongoing to evaluate the drug development potential of these

findings. We continue to screen our library for
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activity against other viral diseases in search of hits. In addition, research indicates that our aromatic cationic
compounds may be useful as small molecule drugs that can potentially selectively control gene expression.

C.Collaboration in Contract Research Services

On June 18, 2008, we entered into a letter of intent to provide contract research services (“CRS”) in China in
collaboration with Beijing Capital Medical University (“BCMU”) with a primary focus on pre-clinical drug
development. CRS will be available to international corporate and academic institutions seeking to advance research
and discovery platforms quickly and cost effectively. The joint venture will seek to expand access to BCMU’s robust
and well-established research capabilities and experience in in vivo and in vitro characterization for drug discovery.

Through this collaboration, CRS will be available to support all phases of early stage discovery from research,
planning and risk assessment through clinical study design. Our collaboration will also be positioned to support
later-stage clinical development and to provide counsel and support services related to clinical research regulatory
guidelines and regulatory review in China.

The letter of intent provides for the operations of the joint venture to be controlled by us. Services will be available to
guide pre-clinical research efforts within standards compliant with US FDA requirements and other U.S. regulatory
guidelines including both General Lab Practice (GLP) and non-GLP preclinical studies.

D.Technology of Aromatic Cationic Compounds

The pharmaceutical compounds made by the scientists at our consortium universities UNC-CH and Georgia State
generally fall under the broad class of “aromatic cationic” compounds. Aromatic cations are molecules that have at least
one positively charged end and at least one benzene ring in their structure. The cationic species in our library are
largely comprised of amidines, substituted amidines, amidine bioisosteres and prodrugs. Many of the active
compounds in our library are aromatic dications. Our library of compounds also includes a subclass of aromatic
compounds containing a single positive charge (monocations).

One mechanism of action of many of our aromatic cationic compounds involves binding to segments of
deoxyribonucleic acid (“DNA”). Some aromatic cation drugs bind in the minor groove of DNA and in so doing,
interfere with the activity of enzymes needed for microbial and cell growth. The composition of the dications, with
positive charges on the ends and linkers of different length, shape, flexibility and curvature, allows binding to specific
sites of the DNA or other receptors, interfering with key biochemical processes fundamental to microbe growth and
development.

Scientists at UNC-CH and Georgia State used pentamidine as a template to design aromatic compounds that have
significant advantages over pentamidine. While pentamidine has broad based activity against many diseases including
fungal infections and cancer, it can only be administered intravenously, by intramuscular injection, or via inhalation,
and is therefore costly
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and difficult to administer outside of a hospital setting. In addition, pentamidine has many adverse effects and due to
its narrow margin of safety, it needs to be administered by a person trained in the use and administration of this drug.

Consortium scientists have developed a large and growing library of compounds based on decades of work on
aromatic compounds. Several compounds have been tested in a wide variety of assays and animal models for activity
against various diseases. These compounds and their methods of use and manufacture are the subject of over 150
patents that have issued to date to our partner universities, patents to which we have exclusive, worldwide licenses.
See “— Collaborations.”

In the wake of the recent discontinuation of pafuramidine, the emphasis on the consortium’s library of dicationic
compounds and prodrugs thereof is waning. New and independent efforts by us are underway to pursue leads that
differ substantially in structure, mechanism of action, and metabolic fate from dications related to pafuramidine. To
that end, the lead compounds in the antibiotic program appear to act by inhibiting bacterial protein synthesis. The
monocations in the antiviral program appear, in general, to inhibit an early step in the virus lifecycle likely associated
with virus entry.

E.Collaborations
1. Scientific Consortium at UNC-CH, Georgia State, Duke, and Auburn

On January 15, 1997, we entered into a consortium agreement with UNC-CH and a third party (“Consortium
Agreement”) (to which each of Georgia State, Duke University and Auburn University shortly thereafter joined
(collectively with UNC-CH, the “Scientific Consortium”)). The Consortium Agreement provided that aromatic cations
developed by the Scientific Consortium were to be exclusively licensed to us for global commercialization. As
contemplated by the Consortium Agreement, on January 28, 2002, we entered into a license agreement with the
Scientific Consortium whereby we received the exclusive license to commercialize all future technology and
compounds (“future compounds™) developed or invented by one or more of the consortium scientists after January 15,
1997 (the “License Agreement”), and which also incorporated into such License Agreement our license with the
Scientific Consortium with regard to compounds developed on or prior to January 15, 1997 (defined in the
Consortium Agreement as “current compounds”). The License Agreement was amended and restated effective as of
March 24, 2006 (the “Amended and Restated License Agreement”).

Pursuant to the Consortium Agreement, the worldwide license and exclusive right to commercialize (together with
related technology and patents), use, manufacture, have manufactured, promote, sell, distribute or otherwise dispose
of any and all products based directly or indirectly on aromatic cations developed by the Scientific Consortium on or
prior to January 15, 1997 (current compounds), was transferred to us by the third party. The License Agreement
granted to us a similar worldwide license and exclusive right to commercialize discoveries covering products based on
aromatic cationic technology developed by the Scientific Consortium after January 15, 1997 (defined in the License
Agreement as “future compounds”) and incorporated the worldwide license and exclusive right to commercialize
discoveries assigned to us by the Consortium Agreement. The key modifications included in the Amended
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and Restated License Agreement are expansion of the Company’s rights to future technology developed by the
consortium with future grants and increased access to the consortium’s patent counsel.

The Consortium Agreement gives us rights to the Scientific Consortium’s large and growing library of aromatic
cationic compounds and to all future aromatic cation technology designed by them. The consortium scientists are
considered to be among the world’s leading experts in aromatic cations, infectious diseases, computer modeling of
cationic pharmaceutical drugs and computer-generated drug designs.

The Consortium Agreement requires us to (i) reimburse UNC-CH, on behalf of our consortium scientists for certain
patent and patent-related fees, (ii) pay certain milestone payments, and (iii) make royalty payments based on revenue
derived from the licensed technology. Each month on behalf of the consortium scientist or university, as the case may
be, UNC-CH submits to us an invoice to reimburse patenting-related fees incurred prior to the invoice date and related
to patents and patent applications to which we hold a license under the Consortium Agreement. For the fiscal year
ended March 31, 2008, we reimbursed UNC-CH approximately $380,000 for such patent and patent-related costs, and
through March 31, 2008, we have reimbursed to UNC-CH approximately $3,418,000 in the aggregate for patent and
patent-related costs. We are also required to make milestone payments in the form of issuance of 100,000 shares of
our Common Stock to the consortium upon the filing of our first new New Drug Application or an Abbreviated New
Drug Application based on consortium technology developed and are required to pay to UNC-CH on behalf of the
consortium (other than Duke University), (i) royalty payments capped at a percentage of our net worldwide sales of
“current products” and “future products” (products based directly or indirectly on current compounds and future
compounds, respectively), and (ii) a percentage of any fees we receive under sublicensing arrangements. With respect
to products or licensing arrangements emanating from Duke University technology, we are required to negotiate in
good faith with UNC-CH (on behalf of Duke University) royalty, milestone or other fees at the time of such event,
consistent with the terms of the Consortium Agreement.

2. Clinical Research Agreement with UNC-CH

In November 2000, the Foundation awarded to UNC-CH a $15.1 million grant to develop new drugs to treat African
sleeping sickness and leishmaniasis (the “Foundation Grant”). On March 29, 2001, we entered into the Clinical
Research Subcontract with UNC-CH, whereby we were to receive up to $9.8 million to be paid contingent upon
UNC-CH’s receipt of the Foundation Grant. Our continued funding under the Clinical Research Subcontract was
subject to certain terms and conditions over the succeeding five year period. We were required to conduct certain
clinical and research studies related to the Foundation Grant. In April 2003, the Foundation increased the Foundation
Grant by approximately $2.7 million for the expansion of Phase IIb/III clinical trials of pafuramidine to treat African
sleeping sickness and improved manufacturing processes. As of March 31, 2006, we had received, pursuant to the
Clinical Research Subcontract, inclusive of our portion of the Foundation Grant increase, a total amount of funding of
approximately $11.7 million. In March 2006, we amended and restated the Clinical Research Subcontract with
UNC-CH and UNC-CH in turn obtained an expanded funding commitment of $13.6 million from the
Foundation. Under the Amended and Restated
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Clinical Research Subcontract, on May 24, 2006, the Company received the first payment of approximately $5.6
million, and on November 2, 2007, the second payment of approximately $5.1 million of a five year $13.6 million
contract, bringing funds awarded 