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EPICEPTIs a specialty pharmaceutical company that focuses on fulfilling unmet medical
needs in cancer and pain management. 2008 was a pivotal year for us. We reached significant
MILESTONES, particularly with respect to our leading drug Ceplene®, which is now approved
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in the European Union, and also for EpiCept™ NP-1and crinobulin. The MARKETS in which . .

our products compete are global and address considerable, unmet medical needs. With the
prospect of commencing sales of Ceplene in Europe in 2009 and our continuing development of
multiple clinical-stage product candidates we are gathering MOMENTUM towards becoming
afully integrated, profitable hematology/oncology company with our own dedicated sales and

marketing capabilities.

< North America
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Dear Shareholder,

Among one of the most challenging years in
our industry, 2008 was highlighted by our
marketing approval, upon appeal, in the European
Union for Ceplene® (histamine dihydrochloride)
for the remission maintenance and prevention
of relapse in adult patients with Acute Myeloid
Leukemia [AML] in first remission. Ceplene is
the first and only approved therapy in Europe
shown to produce a clear benefit in prolonging
leukemia-free survival and preventing relapse
among patients suffering from AML. This was
a major achievement for our Company, and set
us on a course towards becoming a profitable,
fully-integrated hematology/oncology company
with dedicated sales and marketing capabilities.

At the time of this letter, we are near conclusion of

an agreement with a prospective commercial partner
to license the European marketing rights to Ceplene.
Throughout each step of this selection process, we have
worked diligently to ensure that we optimize the drug's
potential for our Company, our shareholders and
ultimately AML patients. We look forward to announcing
the conclusion of this process shortly and to Ceplene’s
formal launch later this year.

We expect that our licensing agreement for Ceplene

will provide EpiCept with an important, ongoing revenue
stream that will support the continued development of
our balanced ptatform of cancer and pain treatments.
Each of these candidates, if commercialized, will generate
significant financiat returns for the Company and its
shareholders, and we believe the Company is well
positioned in 2009 to further unlock the vast promise

of this portfolio.

AVALUABLE GLOBAL COMMERCIAL OPPORTUNITY

While we move forward with arrangements to launch
Ceplene in the E.U., we are continuing to make important
progress in our advancement of the compound in other
key geographic markets. We recently announced successful
meetings with regulators from the U.S. Food and Drug
Administration [FDA] and Health Canada. As an outcome
of these meetings, we have received permission to file a
New Drug Application [NDA] for Ceplene in the U.S. and
a New Drug Submission [NDS]) for Ceplene in Canada.
We are now in the process of preparing these filings
and expect to submit both applications in 2009.

In addition to seeking approval for Ceplene in new
geographic markets, we are continuing to explore the
utility of Ceplene in other hematologic diseases. Toward
that end, we are in the process of finalizing a protocol
with a prominent European clinical investigator that will
examine the effect of Ceplene on disease progress when

added to REVLIMID® (lenalidomide] in patients with
myelodysplastic syndromes (MDS). This trial is expected
to commence patient enroltment in 2009.

In connection with the EMEA approval, we were requested
to obtain additional pharmacological data by assessing
certain biomarkers in AML patients in first remission, and
to assess the effect of Ceplene/IL-2 on the development
of minimal residual disease in the same patient
population. The EMEA has approved the clinical protocol
we developed for these purposes, which combines these
requirements into a single study. We expect to commence
dosing of this open label study in the second quarter 2009
and to share the cost of this effort with our European
marketing partner.

ADVANCING THE TREATMENT OF PAIN -

We are also focused on advancing EpiCept™ NP-1,

a topical prescription analgesic cream designed to
provide long-term relief from the pain of peripheral
neuropathies, which affects more than 15 million
people in the U.S. alone.

Earlier this year, we announced that the Phase IlIb trial
for NP-1in post herpetic neuralgia (PHN]) met all of its
primary endpoints. NP-1 achieved statistically superior
efficacy compared to placebo and demonstrated at least
equivalent efficacy to the unit market leader Neurontin®
(gabapentin), with fewer CNS side effects than either
placebo or Neurontin. In 2008, we reported encouraging
results from a Phase Il trial of NP-1 in diabetic peripheral
neuropathy {DPN] which demonstrated a positive trend in
pain relief that improved each week of the trial. NP-1 has
now been studied in over 1,000 patients, and these results
add to a growing body of evidence demonstrating the
long-term relief that NP-1 can provide against peripheral
neuropathies. Based on these positive data, we intend

to secure a strategic partner to hetp advance NP-1 to its
pivotal Phase Ill trials and ultimately to commercialize
the drug upon approval.

NP-1 represents a significant commercial opportunity for
EpiCept, as current treatment options do not adequately
meet the needs of sufferers. As global sales of several
approved treatments for peripheral neuropathies exceed
$1 billion each, we believe the market potential with the
inherent ease of use of a topical cream like NP-1 could
range between $500 million and $1 billion.

PURSUING NEW APPLICATIONS IN CANCER TREATMENT -

In 2009, we also intend to continue our development of
crinobulin [EPC2407), a small molecule vascular disruption
agent (VDA] and apoptosis inducer intended for the treatment
of patients with solid tumors. In preclinical in vitro and in vivo
studies, crinobulin has been shown to induce tumor cell
apoptosis and selectively inhibit growth of proliferating

cell lines, including multi-drug resistant cell lines.



Last year, we announced positive preliminary results of a
Phase | dose-escalating monotherapy study in 33 patients
in which visible radiographic evidence of vascular disruptive
anti-cancer activity was observed. We are currently
evaluating the pharmacokinetic and pharmacodynamic
effects of crinobulin with different dosage schedules
from this study and expect to be in a position to initiate

a Phase Ib combination trial for the compound with other
chemo therapeutic agents in the second half of this year.

We will also continue to report on the clinical progress of
Azixa™* a compound discovered by EpiCept and licensed
to Myriad Genetics, Inc. as part of an exclusive, worldwide
development and commerciatization agreement. Myriad
has made progress studying Azixa in both primary

and secondary brain tumors and is currently conducting
Phase |i trials. Azixa represents a significant financial
opportunity for our Company, as our agreement includes
both milestone payments and future royalties. if successful,
these results are expected to advance Azixa to registration
stage trials, which would trigger the next milestone
payment under the agreement.

- IMPROVED FINANCIAL CONDITION

in February 2009, our Company raised more than

$15 million in cash through a public offering of convertible
subordinated notes. This transaction was undertaken in
the midst of turbulent market conditions in order to
ensure that we have sufficient liquidity to reach our
near-term goals, including the signing of the licensing
agreement for Ceplene in the E.U., and to provide
sufficient runway for our operations such that together
with milestone fees and royalties we will require little

or no additional financing in 2009. A substantial portion
of these convertible subordinated notes has converted
into equity.

With the prospect of earning fees and royalties on
European sales of Ceplene starting in 2009 and as they
become more significant in 2010 and thereafter, we are
cutting expenses in 2009 compared to previous years

in order to stretch our current cash as far as possible.
Expense reduction was the primary reason we chose to
discontinue all drug discovery activities at our San Diego
location and implement a significant reduction in our
workforce earlier this year. Although the ASAP program
successfully identified Azixa™, crinobulin, and several
pre-clinical compounds as apoptosis inducers that may
be effective treatments of cancer, we believe the annual
cost of the program, the significant development time-
frame required to demonstrate proof of concept and the
need to conserve capital for our other programs outweighed
the benefits to continuing the program. This action, once
completed, will result in more than $5 million in annual
savings compared to 2008.

LOOKING AHEAD -

We will continue to rely on our talented and dedicated
employees to bring the promise of our pipeline closer
to reality. With our European licensing agreement for
Ceplene nearing completion and a number of important
near-term milestones before us, we believe that we are
well positioned strategically and financially to build
value for our investors.

Our goals for the balance of 2009 are both clear
and achievable:

| Finalize the licensing agreement for Ceplene in Europe

| Continue the requlatory advancement of Ceplene in
North America

| Advance strategic partnership discussions that will propel
NP-1 into Phase Il clinical trials

| Initiate a Phase 1b combination trial for crinobulin

| Report on the advancement of Phase Il oncology trials
for Azixa

Beyond 2009, we look forward to the prospect of becoming
a self-sustaining, profitable, specialty pharmaceutical
company with our own sales and marketing capabilities
and a pipeline of proprietary oncology product candidates
that address significant unmet medical needs.

We will continue to pursue the successful execution of
these milestones with all of our energies and supported
by the careful use of our resources. We look forward to
updating you on our progress.

Thank you for your continued support and interest in
EpiCept Corporation.

Sincerely,
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ROBERT G. SAVAGE
Chairman of the Board

JACK V. TALLEY
President and CEO

*Azixa is a registered trademark of Myriad Genetics, Inc.
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FORWARD-LOOKING STATEMENTS

This Annual Report on Form 10-K contains forward-looking statements that are subject to risks and uncertainties. All statements
other than statements of historical fact included in this Form 10-K are forward-looking statements. Forward-looking statements
give our current expectations and projections relating to our financial condition, results of operations, plans, objectives, future
performance and business. You can identify forward-looking statements by the fact that they do not relate strictly to historical or
current facts. These statements may include words such as “‘anticipate,” “estimate,” “expect,” “project,” “plan,” “intend,”
“believe,” “may,” “should,” “can have,” “likely” and other words and terms of similar meaning in connection with any discussion

of the timing or nature of future operating or financial performance or other events.
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These forward-looking statements are based on assumptions that we have made in light of our industry experience and on our
perceptions of historical trends, current conditions, expected future developments and other factors we believe are appropriate
under the circumstances. As you read and consider this Form 10-K, you should understand that these statements are not guarantees
of performance or results. They involve risks, uncertainties (some of which are beyond our control) and assumptions. Although we
believe that these forward-looking statements are based on reasonable assumptions, you should be aware that many factors could
affect our actual financial results and cause them to differ materially from those anticipated in the forward-looking statements.
These factors include, among others:

« the risk that Ceplene®™ will not be launched in Europe in 2009 or achieve significant commercial success;

* the risk that we are unable to find a suitable marketing partner for Ceplene® on attractive terms, a timely basis or at all;

o the risk that any required post-approval clinical studies for Ceplene® will not be successful;

* the risk that we will not be able to maintain our final regulatory approval or marketing authorization for Ceplene®;

s the risks associated with the adequacy of our existing cash resources, our need to raise additional financing to continue to meet
our capital needs and our ability to continue as a going concern;

* the risks associated with our ability to continue to meet our obligations under our existing debt agreements or that we may
default on our loans or that our lenders may declare us in default;

e the risk that our securities may be delisted by The Nasdaq Capital Market or the OMX Nordic Exchange;

e the risk that Myriad's development of Azixa™ will not be successful;

o the risk that Azixa™ will not receive regulatory approval or achieve significant commercial success;

o the risk that we will not receive any significant payments under our agreement with Myriad;

e the risk that clinical trials for NP-1 or Crinobulin (EPC 2407) will not be successful

* the risk that NP-1 or Crinobulin (EPC 2407) will not receive regulatory approval or achieve significant commercial success;

s the risk that our other product candidates that appeared promising in early research and clinical trials do not demonstrate
safety and/or efficacy in larger-scale or later stage clinical trials;

s the risks associated with dependence upon key personnel;

* the risks associated with reliance on collaborative partners and others for further clinical trials, development, manufacturing
and commercialization of our product candidates;

* the cost, delays and uncertainties associated with our scientific research, product development, clinical trials and regulatory
approval process;

* our history of operating losses since our inception;

s the highly competitive nature of our business,

* risks associated with litigation;

s risks associated with our ability to protect our intellectual property; and

s the other factors described under “Risk Factors” and “Management’s Discussion and Analysis of Financial Condition and
Results of Operations.”

There may be other factors that may cause our actual results to differ materially from the forward-looking statements. Because of
these factors, we caution that you should not place undue reliance on any of our forward-looking statements. Further, any forward-
looking statement speaks only as of the date on which it is made. New risks and uncertainties arise from time to time, and it is
impossible for us to predict those events or how they may affect us. Except as required by law, we have no duty to, and do not intend
to, update or revise the forward-looking statements in this Form 10-K after the date of this Form 10-K. This Form 10-K also
contains market data related to our business and industry. This market data includes projections that are based on a number of
assumptions. If these assumptions turn out to be incorrect, actual results may differ from the projections based on these
assumptions. As a result, our markets may not grow at the rates projected by these data, or at all. The failure of these markets to
grow at these projected rates may have a material adverse effect on our business, financial condition, results of operations and the
market price of our common stock. We do not undertake to discuss matters relating to our ongoing clinical trials or our regulatory
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strategies beyond those which have already been made public or discussed herein. As used herein, references to “we, " "us,
“our,” “EpiCept” or the “Company " refer to EpiCept Corporation and its subsidiaries. References in this Form 10-K (o the
“FDA’ means the U.S. Food and Drug Administration.

ITEM 1. BUSINESS

We are a specialty pharmaceutical company focused on the development and commercialization of pharmaceutical products for
the treatment of cancer and pain. Our strategy is to focus our development efforts on innovative cancer therapies and topically
delivered analgesics targeting peripheral nerve receptors. Our lead product is Ceplene”, which when used concomitantly with
interleukin-2, or IL-2, is intended as remission maintenance therapy in the treatment of acute myeloid leukemia, or AML, for adult
patients who are in their first complete remission. On October 8, 2008, the European Commission issued a formal marketing
authorization for Ceplene” in the European Union. Marketing of Ceplene” is expected to commence in Europe in 2009. In
December 2008, we received permission to proceed with a New Drug Submission, or NDS, filing for Ceplene” with Health Canada
for the treatment of AML in Canada and in January 2009, we received permission to proceed with a New Drug Application, or
NDA., filing with the United States Food and Drug Administration, or FDA. In addition to Ceplene®, we have two oncology
compounds and a pain product candidate for the treatment of peripheral neuropathies in clinical development. We believe this
portfolio of oncology and pain management product candidates lessens our reliance on the success of any single product candidate.

Our cancer portfolio includes Crinobulin, or EPC2407, a novel small molecule vascular disruption agent, or VDA, and apoptosis
inducer for the treatment of patients with solid tumors and lymphomas. We have completed our first Phase I clinical trial for
Crinobulin. Azixa™, an apoptosis inducer with VDA activity licensed by us to Myriad Genetics, Inc., or Myriad, as part of an
exclusive, worldwide development and commercialization agreement, is currently in Phase 11 clinical trials in patients with primary
glioblastoma and cancer that has metastasized to the brain.

Our late-stage pain product candidate, EpiCept™ NP-1 Cream, which we refer to as NP-1, is a prescription topical analgesic
cream designed to provide effective long-term relief of pain associated with peripheral neuropathies. In February 2008, we
concluded a Phase 11 clinical study of NP-1 in patients suffering from diabetic peripheral neuropathy, or DPN. In January 2009, we
concluded a second Phase 11 clinical trial of NP-1 in which we studied its safety and efficacy in patients sutfering from post-herpetic
neuralgia, or PHN, compared to gabapentin and placebo. Both studies support the advancement of NP-1 into a registration-sized
trial. NP-1 utilizes a proprietary formulation to administer FDA approved pain management therapeutics, or analgesics, directly on
the skin’s surface at or near the site of the pain, targeting pain that is influenced, or mediated, by nerve receptors located just
beneath the skin’s surface.

Product Portfolio

The following chart illustrates the depth of our product pipeline:

Initial
Product Indication Phase | Phase Il Phase Il Registration Marketing
Cancer
Ceplene AML - Europe

1 L 1
North America

Azixa™ Brain cancer
Crinobulin Solid tumors
Pain
EpiCept NP-1| Neuropathic pain

PHN, CIN, DPN




Cancer

Cancer is the second leading cause of death in the United States. Half of all men and one third of all women in the United States
will develop cancer during their lifetimes. Today, millions of people are living with cancer or have had cancer. Although there are
many kinds of cancer, they are all caused by the out-of-control growth of abnormal cells. Normal body cells grow, divide, and die in
an orderly fashion. During the early years of a person’s life, normal cells divide more rapidly until the person becomes an adult.
After that, cells in most parts of the body divide only to replace worn-out or dying cells and to repair injuries. Because cancer cells
continue to grow and divide, they are different from normal cells. Instead of dying, they outlive normal cells and continue to form
new abnormal cells.

Cancer usually forms as a tumor. However, some cancers, like leukemia, do not form tumors. Instead, these cancer cells involve
the blood and blood-forming organs and circulate through other tissues where they grow. Often, cancer cells travel to other parts of
the body where they begin to grow and replace normal tissue. Different types of cancer can behave very differently. For example,
lung cancer and breast cancer are very different diseases. They grow at different rates and respond to different treatments. That is
why people with cancer need treatment that is aimed at their particular kind of cancer. The risk of developing most types of cancer
can be reduced by changes in a person’s lifestyle, for example, by quitting smoking and following a better diet. The sooner a cancer
is found and treatment begins, the better are the chances for long term survival.

Ceplene®

Ceplene®, generically named histamine dihydrochloride, is our proprietary product approved for the remission maintenance and
prevention of relapse in adult patients with AML in first remission. Ceplene® is to be administered in conjunction with low-dose IL-
2 and is designed to protect lymphocytes responsible for immune-mediated destruction of residual leukemic cells. Ceplene®reduces
the formation of oxygen radicals from phagocytes, inhibiting nicotinamide adenine dinucleotide phosphate-oxidase, or NADPH
oxidase, and protecting IL-2-activated Natural Killer cells, or NK-cells, and Thymus cells, or T-cells. These two kinds of cells, NK-
cells and T-cells, possess an ability to kill and support the killing of cancer cells and virally infected cells.

In October 2008, we received a full marketing authorization from the European Commission, or EU, for Ceplene®. The
approval allows Ceplene® to be marketed in the 27 member states of the EU, as well as in Iceland, Liechtenstein and Norway. The
approval by the European Commission is based, in part, on the results of the pivotal 320-patient Phase 111 trial for Ceplene® in
conjunction with IL-2. The primary result of this trial was that treatment with Ceplene/IL-2 significantly reduced the occurrence of
relapse among AML patients in complete remission. The improvement of long-term leukemia-free survival in patients receiving
Ceplene/IL-2 exceeded 50%. Moreover, Ceplene® was well tolerated in this patient population and conferred an acceptable risk
benefit profile for AML patients.

Ceplene was designated as an orphan medicinal product in the EU on April 11, 2005 for the treatment of AML. As a result of its
designation as an Orphan Medical Product, we have been granted 10 years of market exclusivity in the EU for Ceplene®. As part of
receiving marketing authorization under Exceptional Circumstances for Ceplene”, we were required to perform two post-approval
clinical studies. This was condensed into a single clinical study. The first part of the study will seek to further elucidate the clinical
pharmacology of Ceplene® by assessing certain biomarkers in AML patients in first remission. The second part of the study will
assess the effect of Ceplene/IL-2 on the development of minimal residual disease in the same patient population.

We have also advanced our efforts to gain approval for Ceplene® as a remission maintenance treatment for AML patients in
North America. In December 2008, we received permission to proceed with a NDS filing for Ceplene® with Health Canada for the
treatment of AML in Canada. In January 2009, we received permission to proceed with a NDA filing with the FDA for the
treatment of AML in the United States.

AML is the most deadly and most common type of acute leukemia in adults. There are approximately 40,000 AML patients in
the EU, with 16,000 new cases occurring each year. Additionally, there are approximately 13,000 new cases of AML and 9,000
deaths caused by this cancer each year in the United States. Once diagnosed with AML, patients typically receive induction and
consolidation chemotherapy, with the majority achieving complete remission. However, about 70-80% of patients who achieve first
complete remission will relapse, with the median time in remission before relapse with current treatments being only 12 months.
Less than 15% of relapsed patients survive long-term.



Crinobulin (EPC2407)

Crivobulin is a novel small molecule vascular disruption agent, or VDA, and apoptosis inducer for the treatment of patients with
solid tumors and lymphomas. Crinobulin has shown promising vascular targeting activity with potent anti-tumor activity in pre-
clinical in vitro and in vivo studies. The molecule has been shown to induce tumor cell apoptosis and selectively inhibit growth of
proliferating cell lines, including multi-drug resistant cell lines. Murine models of human tumor xenografts demonstrated Crinobulin
inhibits growth of established tumors of a number of different cancer types. In preclinical tumored animal models, combination
therapy has demonstrated synergistic activity.

In November 2004, two publications appeared in Molecular Cancer Therapeutics discussing Crinobulin, a journal of the
American Association of Cancer Research ( “Discovery and mechanism of action of a novel series of apoptosis inducers with
potential vascular targeting activity”, Kasibhatla, S., Gourdeau, H., Meerovitch, K., Drewe, J., Reddy, S., Qiu, L., Zhang, H.,
Bergeron, F., Bouffard, D., Yang, Q., Herich, J., Lamothe, S., Cai, S X., Tseng, B., Mol. Cancer Ther. 2004 vol. 3 pp. 1365-1374;
and “Antlvascular and antitumor evaluation of 2-am1no 4-(3- bromo 4,5- d1methoxy -phenyl)-3-cyano-4H-chromenes, a novel series
of anticancer agents”, Henriette Gourdeau, Lorraine Leblond, Bettina Hamelin, Clemence Desputeau, Kelly Dong, Irenej Kianicka,
Dominique Custeau, Chantal Boudreau, Lilianne Geerts, Sui-Xiong Cai, John Drewe, Denis Labrecque, Shailaja Kasibhatla, and
Ben Tseng, Mol. Cancer Ther. 2004 vol. 3 pp.1375-1384). The manuscripts characterize Crinobulin as a potent caspase activator
demonstrating vascular targeting activity and potent antitumor activity in pre-clinical in vitro and in vivo studies. Crinobulin
appeared highly effective in mouse tumor models, producing tumor necrosis at doses that correspond to only 25% of the maximum
tolerated dose, or MTD. Moreover, in combination treatment, Crinobulin significantly enhanced the antitumor activity of
cisplatin/taxane, resulting in tumor-free animals.

In October 2007, we completed a Phase I clinical trial for Crinobulin. We successfully identified the MTD of Crinobulin in the
Phase I study. The MTD was below the dose which produced the expected toxicity based on preclinical studies at higher doses.
Crinobulin was administered as a single agent in increasing doses to small cohorts of patients with solid tumors. A total of
severnteen patients were enrolled in the study. The drug was tested in a variety of cancer types including melanoma, prostate, lung,
breast, colon, and pancreatic cancers. The study, which was initiated in December 2006, was conducted at three cancer centers in
the United States. In addition to determining the MTD of Crinobulin, the primary objective of the study was to determine the
pharmacokinetic profile of the drug. In 2008, we enrolled additional patients into the study, lengthening the infusion period of the
drug in order to increase the MTD. Results from the studies will help characterize the pharmacodynamic effects on tumor blood
flow and potentially identify early signs of objective anti-tumor response as measured by computed axial tomography, or CT scans,
magnetic resonance imaging, or MRI, or positron emission tomography, or PET scan, in advanced cancer patients with well
vascularized solid tumors. A Phase Ib study of Crinobulin in combination with other chemotherapeutic agents is expected to
commence in the first half 2009.

Azixa™ (MPC6827)

Azixa™ is a compound discovered from our ASAP, or Ant1 -cancer Screening Apoptosis Platform, drug discovery platform and
licensed to Myriad Genetics for clinical development. Azixa'™ demonstrated a broad range of anti-tumor activities against many
tumor types in various animal models as well as activity against different types of multi-drug resistant cell lines. The Phase ¥ clinical
testing was conducted by Myriad, on patients with solid tumors with a particular focus on brain cancers or brain metastases due to
the pharmacologic properties of Azixa™ in pre-clinical animal studies that indicated higher drug levels in the brain than in the
blood. Myriad reported in the third quarter of 2006 that a MTD had been reached for Azixa™ and that they had seen evidence of
tumor regression at doses less than the MTD in some patients. In March 2007, Myriad initiated two Phase II registration-sized
clinical trials for Azixa™ in patients with primary bram 1 cancer and in patients with melanoma that has spread to the brain. The
trials are designed to assess the safety profile of Azixa " and the extent to which it can improve the overall survival of these
patients. In March 2008, we received a milestone payment of $1.0 million upon dosing of the first patient in a Phase II registration-
sized clinical trial.

ASAP (Anti-cancer Screening Apoptosis Platform)

Using chemical genetics and our proprietary high-throughput cell-based screening technology, we can effectively identify new
cancer drug candidates and molecular targets with the potential to induce apoptosis selectively in cancer cells. Our screening
technology is particularly versatile, since it can adapt its assays for use in a wide variety of primary cells or cultured cancer cell
lines. We call this platform technology ASAP, which is an acronym for Anti-cancer Screening Apoptosis Platform. The technology
can monitor activation of caspases inside living cells and is versatile enough to measure caspase activity across multiple cell types



including cancer cells, primary immune cells, cell lines from different organ systems or genetically engineered cells. This allows us
to find potential drug candidates that are selective for specific cancer types, permitting the ability to focus on identifying potential
cancer-specific drugs that will have increased therapeutic benefit and reduced toxicity or for immunosuppressive agents selective for
activated B/T cells. Our high-throughput screening capabilities allow us to screen approximately 30,000 compounds per day. To
date, this program has identified more than 40 in vitro lead compounds with potentially novel mechanisms that induce apoptosis in
cancer cells. Four lead oncology candidates, two in Phase I/ clinical programs and two in pre-clinical, are being developed
independently or through strategic collaborations. The assays underlying the screening technology are protected by issued United
States patents.

In January 2009, we discontinued our drug discovery activity in order to direct our resources toward the registration of Ceplene”
in North America and clinical development programs. We plan to offer our proprietary ASAP drug discovery technology for sale or
partnering to an interested party.

Peripheral Neuropathy

Peripheral neuropathy is a medical condition caused by damage to the nerves in the peripheral nervous system. The peripheral
nervous system includes nerves that run from the brain and spinal cord to the rest of the body. According to Business Insight’s study
“The Pain Market Outlook to 2011” published in June 2006, peripheral neuropathy affects over 15 million people in the United
States and is associated with conditions that injure peripheral nerves, including herpes zoster, or shingles, diabetes, HIV/AIDS and
other diseases. It can also be caused by trauma or may result from surgical procedures. Peripheral neuropathy is usually first felt as
tingling and numbness in the hands and feet. Symptoms can be experienced in many ways, including burning, shooting pain,
throbbing or aching. Peripheral neuropathy can cause intense chronic pain that, in many instances, is debilitating.

Post-herpetic neuralgia, or PHN, is one type of peripheral neuropathic pain associated with herpes zoster, or shingles, which
exists after the rash has healed. According to Datamonitor, PHN affects over 100,000 people in the United States each year. PHN
causes pain on and around the area of skin that was affected by the shingles rash. Most people with PHN describe their pain as
“mild” or “moderate.” However, the pain can be severe in some cases. PHN pain is usually a constant, burning or gnawing pain but
can be an intermittent sharp or stabbing pain. Current treatments for PHN have limited effectiveness, particularly in severe cases
and can cause significant adverse side effects. One of the initial indications for our NP-1 product candidate is for the treatment of
peripheral neuropathy in PHN patients.

Painful diabetic peripheral neuropathy, or DPN, is common in patients with long-standing Type 1(juvenile) and Type 2 (adult
onset) diabetes mellitus. An estimated 18.2 million people have diabetes mellitus in the United States. The prevalence of neuropathy
approaches 50% in those with diabetes mellitus for greater than 25 years. Specifically, the lifetime incidence of DPN is 11.6% and
32.1% for Type | and 2 diabetes, respectively. Common symptoms of DPN are sharp, stabbing, burning pain, or allodynia, which is
pain to light touch, with numbness and tingling of the feet and sometimes the hands.

Various drugs are currently used in the treatment of DPN. These include tricyclic antidepressants, or TCA’s, such as
amitriptyline, anticonvulsants such as gabapentin, serotonin and norepinephrine re-uptake inhibitors (e.g., duloxetine), and opioids
(e.g., oxycodone). Unfortunately, the use of these drugs is often limited by the extent of the pain relief provided and the occurrence
of significant central nervous system, or CNS, side effects such as dizziness, somnolence, and confusion. Because of its limited
systemic absorption into the blood, NP-1 topical cream potentially fulfills the unmet need for a safe, better tolerated, and effective
agent for painful DPN.

Cancer pain represents a large unmet market. This condition is caused by the cancer tumor itself as well as the side effects of
cancer treatments, such as chemotherapy and radiotherapy. According to Business Insight’s study, “Pain Market Outlook for 20117,
published in June 2006, over 5 million patients in the United States experience cancer-related pain. This pain can be placed in three
main areas: visceral, somatic and neuropathic. Visceral pain is caused by tissue damage to organs and may be described as gnawing,
cramping, aching or sharp. Somatic pain refers to the skin, muscle or bone and is described as stabbing, aching, throbbing or
pressure. Neuropathic pain is caused by injury to, or compression of, the structures of the peripheral and central nervous system.
Chemotherapeutic agents, including vinca alkaloids, cisplatin and paclitaxel, are associated with peripheral neuropathies.
Neuropathic pain is often described as sharp, tingling, burning or shooting.

EpiCept"™ NP-1. NP-1 is a prescription topical analgesic cream containing a patented formulation of two FDA-approved drugs,
amitriptyline, which is a widely-used antidepressant, and ketamine, an NMDA antagonist that is used as an intravenous anesthetic.
NP-1 is designed to provide effective, long-term relief from the pain caused by peripheral neuropathies. Since each of these



ingredients has been shown to have significant analgesic effects and because NMDA (N-methyl-D-aspartic acid) antagonists, such
as ketamine, have demonstrated the ability to enhance the analgesic effects of amitriptyline, we believe the combination is a good
candidate for the development of a new class of analgesics. We believe that NP-1 can be used in conjunction with orally delivered
analgesics, such as gabapentin.

NP-1 is an odorless, white vanishing cream that is applied twice daily and is quickly absorbed into the applied area. We believe
the topical delivery of its patented combination represents a fundamentally new approach for the treatment of pain associated with
peripheral neuropathy. In addition, we believe that the topical delivery of our product candidate will significantly reduce the risk of
adverse side effects and drug to drug interactions associated with the systemic delivery of the active ingredients. The results of our
clinical trials to date have demonstrated the safety of the cream for use for up to one year and a potent analgesic effect in subjects
with both post-herpetic neuralgia and other types of peripheral neuropathy, such as those with diabetic, traumatic and surgical
causes.

Current Clinical Initiatives. In January 2009, we completed a Phase I1b, multi-center, randomized, placebo controlled trial in
approximately 360 patients evaluating the analgesic properties and safety of NP-1 cream in patients with PHN. This trial compared
the efficacy and safety of NP-1 against both gabapentin, the leading drug prescribed for this indication, and placebo. The first
primary endpoint was the change in pain intensity over the four week duration of the trial. The data demonstrated that NP-1
achieved statistically significant superior efficacy compared with placebo (p=0.024). An additional primary endpoint, to
demonstrate that NP-1 was not inferior to gabapentin in reducing pain, was also met. A key secondary endpoint measured in the trial
from a responder analysis indicated that 63% of patients in the NP-1 treatment arm achieved a reduction in pain scores of at least
30%, significantly higher than that of patients in the placebo arm (p=0.033). Top-line results further indicate that NP-1 achieved a
superior safety profile when compared with gabapentin, especially with regard to dizziness and somnolence, as evaluated by the
reporting of adverse events.

In February 2008, we completed a Phase I clinical trial in 215 patients suffering from DPN. The results of this double-blind,
placebo-controlled study demonstrated that the primary endpoint, the difference in changes in pain intensity between NP-1 and
placebo over the four week duration of the trial, nearly reached statistical significance (p=0.0715). The analgesic benefits of NP-1
continued to build over time during the course of the study. Key secondary endpoints measured in the trial from a responder
analysis indicate that 60% of patients in the NP-1 treatment arm achieved a reduction of pain scores of at least 30% compared with
48% of patients in the placebo arm (p=0.076). In addition, 33% of patients in the NP-1 treatment arm achieved a reduction in pain
scores of at least 50% compared with 21% of patients in the placebo arm (p=0.078). All pain scores measured trended in favor of
the NP-1 treated patients over the placebo group, indicative of an analgesic effect in this type of peripheral neuropathic pain. We
concluded that preliminary data derived from the trial support the continued study of NP-1 in late-stage pivotal clinical trials.

In the third quarter of 2007, the National Cancer Institute, or NCI, initiated a multicenter, randomized, placebo-controlled
clinical trial in approximately 400 patients evaluating the effects of NP-1 cream in treating patients suffering from chemotherapeutic
induced peripheral neuropathy, also known as CPN. CPN may affect 50% of women undergoing treatment for breast cancer. A
common therapeutic agent for the treatment of advanced breast cancer is paclitaxel, and as many as 80% of the patients with
advanced breast cancer experience some signs and symptoms of CPN, such as burning, tingling pain associated sometimes with
mild muscular weakness, after high dose paclitaxel administration. The study is being conducted within a network of approximately
25 sites under the direction of the NCI funded Community Clinical Oncology Program, or CCOP.

Our Strategic Alliances
Myriad

We licensed the MX90745 series of caspase-inducer anti-cancer compounds to Myriad in 2003. Under the terms of the
agreement, we granted to Myriad a research license to develop and commercialize any drug candidates from the series of
compounds with a non-exclusive, worldwide, royalty-free license, without the right to sublicense the technology. Myriad is
responsible for the worldwide development and commercialization of any drug candidates from the series of compounds. We also
granted to Myriad a worldwide royalty bearing development and commercialization license with the right to sublicense the
technology. The agreement required Myriad to make research payments to us totaling $3 million which was paid and recognized as
revenue prior January 4, 2006. Assuming the successful commercialization of the compound for the treatment of cancer, we are also
eligible to receive up to $24.0 million upon the achievement of certain milestones and the successful commercialization of
compounds for treatment of cancer as well as a royalty on product sales. In March 2007, Myriad initiated Phase II clinical trials for



Azixa™ (MPC6827), a MX90745 series compound. In March 2008, we received a milestone payment of $1.0 million following
dosing of the first patient in these trials.

Durect

In December 2006, we entered into a license agreement with DURECT Corporation (‘DURECT?”), pursuant to which we
granted DURECT the exclusive worldwide rights to certain of our intellectual property for a transdermal patch containing
bupivacaine for the treatment of back pain. Under the terms of the agreement, we received a $1.0 million upfront payment. In
September 2008, we amended our license agreement with DURECT. Under the terms of the amended agreement, we granted
DURECT royalty-free, fully paid up, perpetual and irrevocable rights to the intellectual property licensed as part of the original
agreement in exchange for a cash payment of $2.25 million from DURECT.

Manufacturing

We have no in-house manufacturing capabilities. We intend to outsource all of our manufacturing activities for the foreseeable
future. We believe that this strategy will enable us to direct operational and financial resources to the development of our product
candidates rather than diverting resources to establishing a manufacturing infrastructure.

We have entered into arrangements with qualified third parties for the formulation and manufacture of our clinical supplies and
commercial products. We intend to enter into additional written supply agreements in the future and are currently in negotiations
with several potential suppliers. We generally purchase our supplies from current suppliers pursuant to purchase orders. We plan to
use a single, separate third party manufacturer for each of our product candidates for which we are responsible for manufacturing. In
some cases, the responsibility to manufacture product, or to identify suitable third party manufacturers, may be assumed by our
licensees. We cannot assure you that our current manufacturers can successfully increase their production to meet full commercial
demand. We believe that in most cases there are several manufacturing sources available to us, including our current manufacturers,
which can meet our commercial supply requirements on commercially reasonable terms. We will continue to look for and secure the
appropriate manufacturing capabilities and capacity to ensure commercial supply at the appropriate time.

Sales and Marketing

We do not currently have internal sales or marketing capabilities. In order to commercially market Ceplene” or any of our
product candidates, if we obtain regulatory approval, we must either develop an internal sales and marketing infrastructure or
collaborate with third parties with sales and marketing expertise. We have retained full rights to commercialize Ceplene®, NP-1 and
Crinobulin worldwide. In addition, we have granted Myriad exclusive worldwide commercialization rights, with rights to
sublicense, for Azixa™. We will likely market our products in international markets outside of North America through
collaborations with third parties. We intend to make decisions regarding internal sales and marketing of our product candidates on a
product-by-product and country-by-country basis.

Intellectual Property

Our commercial success will depend in part on obtaining and maintaining patent protection and trade secret protection of our
technologies and drug candidates as well as successfully defending these patents against third-party challenges. We have various
compositions of matter and use patents, which have claims directed to our product candidates or their methods of use. Our patent
policy is to retain and secure patents for the technology, inventions and improvements related to our core portfolio of product
candidates. We also rely on trade secrets, technical know-how and continuing innovation to develop and maintain our competitive
position.

The following is a summary of the patent position relating to our three in-house product candidates:

Ceplene® — The intellectual property protection surrounding our histamine technology includes 24 U.S. patents issued or
allowed, with the term for the latest one expiring in February 2023. Patents issued or pending in the international markets concern
specific therapeutic areas or manufacturing. Claims include the therapeutic administration of histamine or any H2 receptor agonist
in the treatment of cancer, infectious diseases and other diseases, either alone or in combination therapies, the novel synthetic
method for the production of pharmaceutical-grade histamine dihydrochloride, the mechanism of action including the binding
receptor and pathway, and the rate and route of administration.



Crinobulin — The intellectual property protection regarding this compound is covered by two issued U.S. patents , with the
latest one expiring in May 2022 and one application pending covering the composition and uses of this compound and structurally
related analogs. Additional foreign patent applications are pending in major pharmaceutical markets outside the United States.

EpiCept”™ NP-1 — We own a U.S. patent with claims directed to a formulation containing a combination of amitriptyline and
ketamine, which can be used as a treatment for the topical relief of pain, including neuropathic pain, that expires in August 2021.
We also have a license to additional patents, which expire in September 2015 and May 2018, and which have claims directed to
topical uses of tricyclic antidepressants, such as amitriptyline, and NMDA antagonists, such as ketamine, as treatments for relieving
pain, including neuropathic pain.

We may seek to protect our proprietary information by requiring our employees, consultants, contractors, outside partners and
other advisers to execute, as appropriate, nondisclosure and assignment of invention agreements upon commencement of their
employment or engagement. We also require confidentiality or material transfer agreements from third parties that receive our
confidential data or materials.

We also rely on trade secrets to protect our technology, especially where we do not believe patent protection is appropriate or
obtainable. However, trade secrets are difficult to protect. While we use reasonable efforts to protect our trade secrets, our
employees, consultants, contractors, partners and other advisors may unintentionally or willfully disclose information to
competitors. Enforcing a claim that a third party illegally obtained and is using trade secrets is expensive and time consuming, and
the outcome is unpredictable. In addition, courts outside the United States are sometimes less willing to protect trade secrets.
Moreover, our competitors may independently develop equivalent knowledge, methods and know-how.

The pharmaceutical, biotechnology and other life sciences industries are characterized by the existence of a large number of
patents and frequent litigation based upon allegations of patent infringement. While our drug candidates are in clinical trials, and
prior to commercialization, we believe our current activities fall within the scope of the exemptions provided by 35 U.S.C. Section
271(e) in the United States and Section 55.2(1) of the Canadian Patent Act, each of which covers activities related to developing
information for submission to the FDA and its counterpart agency in Canada. As our drug candidates progress toward
commercialization, the possibility of an infringement claim against us increases. While we attempt to ensure that our drug
candidates and the methods we employ to manufacture them do not infringe other parties’ patents and other proprietary rights,
competitors or other parties may assert that we infringe on their proprietary rights.

For a discussion of the risks associated with our intellectual property, see Item 1 A. “Risk Factors — Risks Relating to
Intellectual Property.”

License Agreements
We have in the past licensed and will continue to license patents from collaborating research groups and individual inventors.
Epitome/Dalhousie

In August 1999, we entered into a sublicense agreement with Epitome Pharmaceuticals Limited under which we were granted an
exclusive license to certain patents for the topical use of tricyclic anti-depressants and NMDA antagonists as topical analgesics for
neuralgia that were licensed to Epitome by Dalhousie University. These and other patents cover the combination treatment
consisting of amitriptyline and ketamine in NP-1. This technology has been incorporated into NP-1. In July 2007, we converted the
sublicense agreement previously established with Epitome Pharmaceuticals Limited, related to NP-1, into a direct license with
Dalhousie University. Under this new arrangement, we gained more favorable terms, including a lower maintenance fee obligation
and reduced royalty rate on future product sales.

We have been granted worldwide rights to make, use, develop, sell and market products utilizing the licensed technology in
connection with passive dermal applications. We are obligated to make payments to Dalhousie upon achievement of specified
milestones and to pay royalties based on annual net sales derived from the products incorporating the licensed technology. We are
obligated to pay Dalhousie an annual maintenance fee until the license agreement expires or is terminated, or an NDA for NP-1 is
filed with the FDA, otherwise Dalhousie will have the option to terminate the contract. The license agreement with Dalhousie
terminates upon the expiration of the last to expire licensed patent. The sublicense agreement with Epitome terminated in July
2007. During 2008, 2007 and 2006, we paid Epitome a fee of $0.3 million, $0.3 million and $0, respectively and will be required to



pay a fee of $0.3 million in 2009 if the agreement with Dalhousie remains in effect. During 2008, we paid Dalhousie a maintenance
fee of $0.4 million. During 2007, we paid Dalhousie a signing fee of $0.3 million, a maintenance fee of $0.4 million and a
milestone payment of $0.2 million upon the dosing of the first patient in a Phase III clinical trial for NP-1. These payments were
expensed to research and development.

Shire Biochem

In March 2004 and as amended in January 2005, we entered into a license agreement reacquiring the rights to the MX2105
series of apoptosis inducer anti-cancer compounds from Shire BioChem, Inc., formerly known as BioChem Pharma, Inc., who had
previously announced that oncology would no longer be a therapeutic focus of the company’s research and development efforts.
Under the agreements, Shire BioChem agreed to assign and/or license to us rights it owned under or shared under its oncology
research program. The agreement requires that we provide Shire BioChem a portion of any sublicensing payments we receive if we
relicense the series of compounds, and make milestone payments to Shire BioChem totaling up to $26 million, assuming the
successful commercialization of a compound for the treatment of a cancer indication, as well as pay a royalty on product sales. At
December 31, 2008, we accrued a license fee expense of $0.6 million upon the commencement of a Phase I clinical trial for
Crinobulin in 2006.

Hellstrand

In October 1999, we entered into a royalty agreement with Dr. Kristoffer Hellstrand under which we have an exclusive license to
certain patents for Ceplene® configured for the systemic treatment of cancer, infectious diseases, autoimmune diseases and other
medical conditions. We previously paid Dr. Hellstrand $1 million. In addition, we owe a royalty of 1% of net sales. At December
31, 2008, no royalties have been paid.

Government Regulation
United States
The FDA and comparable state and local regulatory agencies impose substantial requirements upon the clinical development,
manufacture, marketing and distribution of drugs. These agencies and other federal, state and local entities regulate research and
development activities and the testing, manufacture, quality control, safety, effectiveness, labeling, storage, record keeping,
approval, advertising and promotion of our product candidates. In the United States, the FDA regulates drugs under the Federal

Food, Drug, and Cosmetic Act, and implementing regulations. The process required by the FDA before our product candidates may
be marketed in the United States generally involves the following:

« completion of extensive pre-clinical laboratory tests, pre-clinical animal studies and formulation studies all performed in
accordance with the FDA’s good laboratory practice, or GLP, regulations;

« submission to the FDA of an Investigational New Drug, or IND, application that must become effective before clinical trials
may begin;

o performance of adequate and well-controlled clinical trials to establish the safety and efficacy of the product candidate for
each proposed indication;

* submission of an NDA to the FDA;

« satisfactory completion of an FDA pre-approval inspection of the manufacturing facilities at which the product is produced
to assess compliance with current GMP, or cGMP, regulations; and

« FDA review and approval of the NDA prior to any commercial marketing, sale or shipment of the drug.

The testing and approval process requires substantial time, effort and financial resources, and we cannot be certain that any
approvals for our product candidates will be granted on a timely basis, if at all.

Pre-clinical Activities. Pre-clinical activities include laboratory evaluation of product chemistry, formulation and stability, as
well as studies to evaluate toxicity in animals. The results of pre-clinical tests, together with manufacturing information and
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analytical data, are submitted as part of an IND application to the FDA. The IND automatically becomes effective 30 days after
receipt by the FDA, unless the FDA, within the 30-day time period, raises concerns or questions about the conduct of the clinical
trial, including concerns that human research subjects will be exposed to unreasonable health risks. In such a case, the IND sponsor
and the FDA must resolve any outstanding concerns before the clinical trial can begin. Our submission of an IND, or those of our
collaborators, may not result in FDA authorization to commence a clinical trial. A separate submission to an existing IND must also
be made for each successive clinical trial conducted during product development, and the FDA must grant permission before each
clinical trial can begin. Further, an independent institutional review board, or IRB, for each medical center proposing to conduct the
clinical trial must review and approve the plan for any clinical trial before it commences at that center, and it must monitor the study
until completed. The FDA, the IRB or the sponsor may suspend a clinical trial at any time on various grounds, including a finding
that the subjects or patients are being exposed to an unacceptable health risk. Clinical testing also must satisfy extensive Good
Clinical Practice, or GCP, regulations and regulations for informed consent of subjects.

Clinical Trials. For purposes of NDA submission and approval, clinical trials are typically conducted in the following three
sequential phases, which may overlap:

e Phase I: Studies are initially conducted in a limited population to test the drug candidate for safety, dose tolerance,
absorption, metabolism, distribution and excretion in healthy humans or, on occasion, in subjects. In some cases, a
sponsor may decide to run what is referred to as a “Phase 1b” evaluation, which is a second safety-focused Phase I
clinical trial typically designed to evaluate the impact of the drug candidate in combination with currently approved
drugs.

e  Phase II: Studies are generally conducted in a limited patient population to identify possible adverse effects and safety
risks, to determine the efficacy of the drug candidate for specific targeted indications and to determine dose tolerance
and optimal dosage. Multiple Phase Il clinical trials may be conducted by the sponsor to obtain information prior to
beginning larger and more expensive Phase 111 clinical trials. In some instances, a sponsor may decide to run what is
referred to as a “Phase I1a” clinical trial, which is designed to provide dose-ranging and additional safety and
pharmaceutical data. In other cases, a sponsor may decide to run what is referred to as a “Phase I1b” evaluation, which
is a second, confirmatory Phase II clinical trial that could, if positive and accepted by the FDA, serve as a pivotal
clinical trial in the approval of a drug candidate.

e  Phase I1I: These are commonly referred to as pivotal studies. When Phase II clinical trials demonstrate that a dose
range of the drug candidate is effective and has an acceptable safety profile, Phase 11l clinical trials are undertaken in
large patient populations to further evaluate dosage, to provide substantial evidence of clinical efficacy and to further
test for safety in an expanded and diverse patient population at multiple, geographically dispersed clinical trial sites.

In some cases, the FDA may give conditional approval of an NDA for a drug candidate on the sponsor’s agreement to conduct
additional clinical trials to further assess the drug’s safety and effectiveness after NDA approval. Such post-approval trials are
typically referred to as Phase 1V clinical trials.

New Drug Application. The results of drug candidate development, pre-clinical testing, chemistry and manufacturing controls
and clinical trials are submitted to the FDA as part of an NDA. The NDA also must contain extensive manufacturing information.
Once the submission has been accepted for filing, by law the FDA has 180 days to review the application and respond to the
applicant. The review process is often significantly extended by FDA requests for additional information or clarification. The FDA
may refer the NDA to an advisory committee for review, evaluation and recommendation as to whether the application should be
approved. The FDA is not bound by the recommendation of an advisory committee, but it generally follows such recommendations.
The FDA may deny approval of an NDA if the applicable regulatory criteria are not satisfied, or it may require additional clinical
data or an additional pivotal Phase III clinical trial. Even if such data is submitted, the FDA may ultimately decide that the NDA
does not satisfy the criteria for approval. Data from clinical trials are not always conclusive and the FDA may interpret data
differently than we do. Once issued, the FDA may withdraw drug approval if ongoing regulatory requirements are not met or if
safety problems occur after the drug reaches the market. In addition, the FDA may require testing, including Phase IV clinical trials,
and surveillance programs to monitor the effect of approved products that have been commercialized, and the FDA has the power to
prevent or limit further marketing of a drug based on the results of these post-marketing programs. Drugs may be marketed only for
the approved indications and in accordance with the provisions of the approved label. Further, if there are any modifications to the
drug, including changes in indications, labeling or manufacturing processes or facilities, we may be required to submit and obtain
FDA approval of a new NDA or NDA supplement, which may require us to develop additional data or conduct additional pre-
clinical studies and clinical trials.
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Satisfaction of FDA regulations and requirements or similar requirements of state, local and foreign regulatory agencies
typically takes several years, and the actual time required may vary substantially based upon the type, complexity and novelty of the
product or disease. Government regulation may delay or prevent marketing of drug candidates for a considerable period of time and
impose costly procedures upon our activities. The FDA or any other regulatory agency may not grant approvals for new indications
for our drug candidates on a timely basis, if at all. Even if a drug candidate receives regulatory approval, the approval may be
significantly limited to specific usages, patient populations and dosages. Further, even after regulatory approval is obtained, later
discovery of previously unknown problems with a drug may result in restrictions on the drug or even complete withdrawal of the
drug from the market. Delays in obtaining, or failures to obtain, regulatory approvals for any of our drug candidates would harm its
business. In addition, we cannot predict what additional governmental regulations may arise from future U.S. governmental action.

Any drugs manufactured or distributed by us or our collaborators pursuant to FDA approvals are subject to continuing regulation
by the FDA, including record keeping requirements and reporting of adverse experiences associated with the drug. Drug
manufacturers and their subcontractors are required to register their establishments with the FDA and certain state agencies and are
subject to periodic unannounced inspections by the FDA and certain state agencies for compliance with ongoing regulatory
requirements, including cGMPs, which impose certain procedural and documentation requirements upon us and our third-party
manufacturers. Failure to comply with the statutory and regulatory requirements can subject a manufacturer to potential legal or
regulatory action, such as warning letters, suspension of manufacturing, seizure of product, injunctive action or civil penalties. We
cannot be certain that we or our present or future third-party manufacturers or suppliers will be able to comply with the cGMP
regulations and other ongoing FDA regulatory requirements. If our present or future third-party manufacturers or suppliers are not
able to comply with these requirements, the FDA may halt our clinical trials, require us to recall a drug from distribution, or
withdraw approval of the NDA for that drug.

The FDA closely regulates the post-approval marketing and promotion of drugs, including standards and regulations for direct-
to-consumer advertising, off-label promotion, industry-sponsored scientific and educational activities and promotional activities
involving the Internet. A company can make only those claims relating to safety and efficacy that are approved by the FDA. Failure
to comply with these requirements can result in adverse publicity, warning letters, corrective advertising and potential civil and
criminal penalties. Physicians may prescribe legally available drugs for uses that are not described in the drug’s labeling and that
differ from those tested by us and approved by the FDA. Such off-label uses are common across medical specialties. Physicians may
believe that such off-label uses are the best treatment for many patients in varied circumstances. The FDA does not regulate the
behavior of physicians in their choice of treatments. The FDA does, however, impose stringent restrictions on manufacturers’
communications regarding off-label use.

Section 505(b)(2) Drug Applications. Once an FDA-approved new drug is no longer patent-protected, another company may
sponsor a new indication, a new use or put the drug in a new dosage form. Each new indication from a different company requires
an NDA filing. As an alternate path to FDA approval for new or improved formulations of previously approved products, a
company may file a Section 505(b)(2) NDA. Section 505(b)(2) permits the filing of an NDA where at least some of the information
required for approval comes from studies not conducted by or for the applicant and for which the applicant has not obtained a right
of reference. However, this NDA does not have to contain all of the information or data that was submitted with the original NDA
because of the FDA’s prior experience with the drug product. An original NDA for an FDA-approved new drug would have
required numerous animal toxicology studies that have been reviewed by the FDA. These can be referenced in the 505(b)(2) NDA
submitted by the new applicant. Many studies in humans that support the safety of the drug product may be in the published
literature. The FDA allows the new sponsor company to submit these publications to support its 505(b)(2) NDA. By allowing the
new sponsor company to use this information, the time and cost required to obtain approval for a drug product for the new
indication can be greatly reduced. The FDA may also require companies to perform additional studies or measurements to support
the change from the approved product. The FDA may then approve the new product candidate for all or some of the label
indications for which the referenced product has been approved, as well as for any new indication sought by the Section 505(b)(2)
applicant.

To the extent that the Section 505(b)(2) applicant is relying on studies conducted for an already approved product, the applicant
is required to certify to the FDA concerning any patents listed for the approved product in the FDA’s Orange Book publication.
Specifically, the applicant must certify that: (i) the required patent information has not been filed; (ii) the listed patent has expired;
(iii) the listed patent has not expired, but will expire on a particular date and approval is sought after patent expiration; or (iv) the
listed patent is invalid or will not be infringed by the new product. If the applicant does not challenge the listed patents, the Section
505(b)(2) application will not be approved until all the listed patents claiming the referenced product have expired. The Section
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505(b)(2) application also will not be approved until any non-patent exclusivity, such as exclusivity for obtaining approval of a new
chemical entity, listed in the Orange Book for the referenced product has expired.

Foreign Regulation

Whether or not we obtain FDA approval for a product, we must obtain approval of a product by the comparable regulatory
authorities of foreign countries before we can commence clinical trials or marketing of the product in those countries. The approval
process varies from country to country, and the time may be longer or shorter than that required for FDA approval. The
requirements governing the conduct of clinical trials, product licensing, pricing and reimbursement also vary greatly from country to
country. Although governed by the applicable country, clinical trials conducted outside of the United States typically are
administered with the three-phase sequential process that is discussed above under “Government Regulation — United States.”
However, the foreign equivalent of an IND is not a prerequisite to performing pilot studies or Phase 1 clinical trials.

Under European Union regulatory systems, we may submit marketing authorization applications either under a centralized or
decentralized procedure. The centralized procedure, which is required for oncology products and is available for medicines
produced by biotechnology or which are highly innovative, provides for the grant of a single marketing authorization that is valid
for all member states. This authorization is a marketing authorization application, or MAA. The decentralized procedure provides
for mutual recognition of national approval decisions. Under this procedure, the holder of a national marketing authorization may
submit an application to the remaining member states. Within 90 days of receiving the applications and assessment report, each
member state must decide whether to recognize approval. This procedure is referred to as the mutual recognition procedure.

In addition, regulatory approval of prices is required in most countries other than the United States. We face the risk that the
resulting prices would be insufficient to generate an acceptable return to us or our collaborators.

Corporate Information

We were incorporated in Delaware in March 1993. We have two wholly-owned subsidiaries, EpiCept GmbH, based in Munich,
Germany, which is engaged in research and development activities on our behalf and Maxim Pharmaceuticals, Inc. which we
acquired in January 2006. Our principal executive offices are located at 777 Old Saw Mill River Road, Tarrytown, NY, and our
telephone number is (914) 606-3500. Our website address is www.epicept.com. Our website, and the information contained in our
website, is not a part of this annual report.

Employees

As of March 11, 2009, our workforce consists of 20 full-time employees and one part-time employee, seven of whom hold a
Ph.D. or M.D., and one of whom holds another advanced degree. We have no collective bargaining agreements with our employees
and have not experienced any work stoppages. We believe that our relations with our employees are good.

Research and Development

Since our inception, we have made substantial investments in research and development. In the years ended December 31, 2008,
2007 and 2006, we incurred research and development expenses of $12.6 million, $15.3 million and $15.7 million, respectively.

Availability of SEC Filings

We have filed reports, proxy statements and other information with the SEC. Copies of our reports, proxy statements and other
information may be inspected and copied at the public reference facilities maintained by the SEC at SEC Headquarters, Public
Reference Section, 100 F Street, N.E., Washington D.C. 20549. The public may obtain information on the operation of the SEC’s
public reference facilities by calling the SEC at 1-800-SEC-0330. The SEC maintains a website that contains reports, proxy
statements and other information regarding us. The address of the SEC website is http://www.sec.gov. We will also provide copies
of our Forms 8-K, 10-K, 10-Q, Proxy and Annual Report at no charge available through our website at www.epicept.com as soon as
reasonably practicable after filing electronically such material with the SEC. Copies are also available, without charge, from
EpiCept Corporation, 777 Old Saw Mill River Road, Tarrytown, NY, 10591.
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ITEM 1A. RISK FACTORS

An investment in our common stock involves a high degree of risk. You should carefully consider the risk factors described
below as well as the other information contained in this Annual Report before buying shares of our common stock. If any of the
following risks or uncertainties occurs, our business, financial conditions and operating results could be materially and adversely
affected. As a result, the trading price of our common stock could decline and you may lose all or a part of your investment in our
common stock.

Risks Relating to our Financial Condition
We have limited liquidity and, as a result, may not be able to meet our obligations.

We believe that our existing cash resources, together with the proceeds received from the issuance in February 2009 of 7.5556%
convertible subordinated notes due 2014, will be sufficient to meet our projected operating and debt service requirements into the
fourth quarter of 2009 but may not be sufficient to meet our obligations thereafter. 1f our anticipated revenues from the sales of
Ceplene® in Europe do not meet our expectations and we do not raise additional funds during the fourth quarter of 2009, we will be
unable to meet our obligations, which would materially and adversely affect our business, financial condition, results of operations,

the value of our securities and our ability to raise capital and could result in the termination of our collaborative and licensing
arrangements.

Our indebtedness is significant and could have a material adverse effect on our business.

We have a significant amount of indebtedness. As of December 31, 2008, we had $3.6 million in notes and loans payable. As of
the date hereof, we have approximately $12 million in loans payable and long-term debt outstanding, of which $10 million is
convertible into our common stock.

Our significant indebtedness may:

e increase our vulnerability to general adverse economic, competitive and industry conditions;

e limit our ability to obtain additional financing in the future for working capital, capital expenditures, acquisitions,
general corporate purposes or other purposes on satisfactory terms or at all;

e require us to dedicate a portion of our cash flow from operations to the payment of our indebtedness, thereby reducing
the funds available to us for operations and any future business opportunities;

e restrict us from making strategic acquisitions or cause us to make non-strategic divestitures;
e limit our planning flexibility for, or ability to react to, changes in our business and the industries in which we operate;
e limit our ability to adjust to changing market conditions; and

e place us at a competitive disadvantage with competitors who may have less indebtedness and other obligations or
greater access to financing.

Any one or more of these consequences could have a material adverse effect on our business and results of operations.

We have a history of losses and have never generated revenue from product sales and we expect to incur substantial losses in
the future.

We have incurred significant losses since our inception, and we expect that we will experience net losses and negative cash flow
for the foreseeable future. Since our inception in 1993, we have incurred significant net losses in each year. Our losses have resulted
principally from costs incurred in connection with our development activities and from general and administrative costs associated
with our operations. Our net loss for the fiscal year ended December 31, 2008 and 2007 was $25.4 and $28.7 million, respectively.
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As of December 31, 2008 and 2007, our accumulated deficit was $196.2 and $170.8 million, respectively. We may never generate
sufficient net revenue to achieve or sustain profitability.

We expect to continue to incur significant expenses over the next several years as we:
e continue to conduct clinical trials for Ceplene® and our product candidates;
e seek regulatory approvals for Ceplene® and our product candidates;
e develop, formulate and commercialize Ceplene® and our product candidates;
e implement additional internal controls and reporting systems and further develop our corporate infrastructure;
e acquire or in-license additional products or technologies or expand the use of our technologies; and
e maintain, defend and expand the scope of our intellectual property.

We expect that we will have large fixed expenses in the future, including significant expenses for research and development and
general and administrative expenses. We will need to generate significant revenues to achieve and maintain profitability. If we
cannot successfully develop, obtain regulatory approvals for and commercialize our product candidates, we will not be able to
generate significant revenue from product sales or achieve profitability in the future. As a result, our ability to achieve and sustain
profitability will depend on our ability to generate and sustain substantially higher revenue while maintaining reasonable cost and
expense levels.

We may not be able to continue as a going concern.

Our recurring losses from operations and our stockholders’ deficit raise substantial doubt about our ability to continue as a going
concern and as a result our independent registered public accounting firm included an explanatory paragraph in its report on our
consolidated financial statements for the year ended December 31, 2008, which is included herein, with respect to this uncertainty.
We will need to generate significant revenue from the sale of Ceplene® or raise additional capital to continue to operate as a going
concern. In addition, the perception that we may not be able to continue as a going concern may cause others to choose not to deal
with us due to concerns about our ability to meet our contractual obligations and may adversely affect our ability to raise additional
capital.

Credit market volatility may affect our ability to refinance our existing debt or incur additional debt.

The credit markets have been experiencing extreme volatility and disruption for several months. Recently, the volatility and
disruption have reached unprecedented levels. In many cases, the markets have limited credit capacity for certain issuers and lenders
have requested more restrictive terms. The market for new debt financing is extremely limited and in some cases not available at all.
If current levels of market disruption and volatility continue or worsen, we may not be able to refinance our notes or incur additional
debt, particularly convertible debt, which may require us to seek other funding sources to meet our liquidity needs. We cannot
assure you that we will be able to obtain debt or other financing on reasonable terms, or at all.

Our quarterly financial results are likely to fluctuate significantly, which could have an adverse effect on our stock price.

Our quarterly operating results will be difficult to predict and may fluctuate significantly from period to period, particularly
because we are a relatively small company and we have not generated any meaningful revenue to date. The level of our revenues
and expenses and our results of operations at any given time could fluctuate as a result of any of the following factors:

e research and development expenses incurred and other operating expenses;

e results of our clinical trials;

e our ability to obtain regulatory approval for our product candidates;

16



e our ability to achieve milestones under our strategic relationships on a timely basis or at all;

e timing of new product offerings, acquisitions, licenses or other significant events by us or our competitors;
o regulatory approvals and legislative changes affecting the products we may offer or those of our competitors;
e our ability to establish and maintain a productive sales force;

e demand and pricing of any of our products;

e physician and patient acceptance of our products;

e levels of third-party reimbursement for our products;

e interruption in the manufacturing or distribution of our products;

e the effect of competing technological and market developments;

e litigation involving patents, licenses or other intellectual property rights; and

e product failures or product liability lawsuits.

With the exception of Ceplene®, we have not yet obtained regulatory approval for any of our product candidates. In addition, we
do not manufacture products or conduct sales and marketing activities. Consequently, it is difficult to make any predictions about
our future success, viability or profitability based on our historical operations. It is also difficult to predict the timing of the
achievement of various milestones under our strategic relationships. In addition, our operating expenses may continue to increase as
we develop product candidates and build commercial capabilities. Accordingly, we may experience significant quarterly losses.

Because of these factors, our operating results in one or more future quarters may fail to meet the expectations of securities
analysts or investors, which could cause our stock price to decline significantly.

We have had limited operating activities, which may make it difficult for you to evaluate the success of our business to date
and to assess our future viability.

Our activities to date have been limited to organizing and staffing our operations, acquiring, developing and securing our
technology, licensing product candidates, and undertaking preclinical and clinical studies and clinical trials. With the exception of
Ceplene®, we have not yet demonstrated an ability to obtain regulatory approval, manufacture products or conduct sales and
marketing activities. Consequently, it is difficult to make any predictions about our future success, viability or profitability based on
our historical operations.

In 2009, we may be required to comply with Section 404(a) of the Sarbanes-Oxley Act of 2002 and obtain an attestation of our
internal controls and procedures, which, if a material weakness exists, could adversely impact our ability to report our
consolidated financial results accurately and on a timely basis.

We may be required to comply with Section 404(a) of the Sarbanes-Oxley Act of 2002 for the year ending December 31, 2009,
which requires annual management assessments of the effectiveness of our internal control over financial reporting and an
attestation to, and testing and assessment of;, our internal control over financial reporting by our independent registered public
accounting firm. For 2008, our internal controls and procedures were not subject to attestation by our independent registered public
accounting firm pursuant to temporary rules of the Securities and Exchange Commission that permit us to provide only our
management’s report in this annual report. There have not been any changes in our internal control over financial reporting during
the fiscal quarter ended December 31, 2008 that have materially affected, or are reasonably likely to materially affect our internal
control over financial reporting. We may not be able to maintain the effectiveness of our internal control over financial reporting in
the future.
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Clinical and Regulatory Risks

Other than the marketing authorization for Ceplene® in the European Union, we currently have no products approved for sale
and we cannot guarantee you that we will ever obtain regulatory approval for such other product candidates, which could
delay or prevent us from being able to generate revenue from product sales.

Other than the marketing authorization for Ceplene” in the European Union, we currently have no products approved for sale
and we cannot guarantee you that we will ever obtain regulatory approval for our other product candidates. All of our product
candidates are subject to extensive government regulations related to development, clinical trials, manufacturing and
commercialization. The process of obtaining FDA, European Medicines Agency for the Evaluation of Medicinal Products, or
EMEA, and other governmental and similar international regulatory approvals is costly, time consuming, uncertain and subject to
unanticipated delays. The FDA, EMEA and similar international regulatory authorities may not ultimately approve the candidate for
commercial sale in any jurisdiction. Despite the fact we received the marketing authorization for Ceplene" in the European Union,
we may not receive regulatory approval outside of the European Union, including in the United States or Canada. The FDA, EMEA
and similar international regulators may refuse to approve an application for approval of a drug candidate if they believe that
applicable regulatory criteria are not satisfied. The FDA, EMEA or similar international regulators may also require additional
testing for safety and efficacy. Any failure or delay in obtaining these approvals could prohibit or delay us from marketing product
candidates. If our other product candidates do not meet applicable regulatory requirements for approval, we may not have the
financial resources to continue research and development of these product candidates and we may not generate revenues from the
commercial sale of any of our products.

To obtain regulatory approval for our other product candidates, we or our partners must conduct extensive human tests, which
are referred to as clinical trials, as well as meet other rigorous regulatory requirements. Satisfaction of all regulatory requirements
typically takes many years and requires the expenditure of substantial resources.

We currently have several product candidates in various stages of clinical testing. All of our product candidates are prone to the
risks of failure inherent in drug development and testing. Product candidates in later-stage clinical trials may fail to show desired
safety and efficacy traits despite having progressed through initial clinical testing. In addition, the data collected from clinical trials
of our product candidates may not be sufticient to support regulatory approval, or regulators could interpret the data differently than
we do. The regulators may require us or our partners to conduct additional clinical testing, in which case we would have to expend
additional time and resources. The approval process may also be delayed by changes in government regulation, future legislation or
administrative action or changes in regulatory policy that occur prior to or during regulatory review.

We and other drug development companies have suffered set backs in late-stage clinical trials even after achieving promising
results in early stage development. Accordingly, the results from completed preclinical studies and early stage clinical trials may not
be predictive of results in later stage trials and may not be predictive of the likelihood of regulatory approval. Any failure or
significant delay in completing clinical trials for our product candidates, or in receiving regulatory approval for the sale of our
product candidates, may severely harm our business and delay or prevent us from being able to generate revenue from product sales,
and our stock price will likely decline.

We may not be able to obtain regulatory approval in the United States for Ceplene®, our lead product candidate, which could
delay or prevent us from being able to generate revenue from sales of Ceplene®, and require additional expenditures.

None of our products has received regulatory approval in the United States. In January 2009, the U.S. FDA indicated that we
have the necessary pivotal data to file a NDA for Ceplene" in conjunction with IL-2 as a remission maintenance treatment of AML.
At a pre-NDA meeting, the FDA provided guidance that it would accept the clinical data along with other analyses, some of which
had been submitted as part of the Ceplene”™ Marketing Authorization Application, which was approved in Europe in October 2008.
At the pre-NDA meeting, the FDA requested that we provide additional information to the submission package. The requested
information includes statistical data further supporting the incremental effectiveness of Ceplene” given in conjunction with low-dose
IL-2 and data showing the lack of significant efficacy of IL-2 as a monotherapy for remission maintenance of AML. The FDA also
requested data supporting Leukemia-Free Survival as an appropriate endpoint in the pivotal Phase I1T study for Ceplene”, as
compared with Overall Survival.

We may not be successtul in our efforts to obtain a marketing approval from the FDA. In the event we do not obtain marketing
approval, we may appeal, but such an appeal may not be successful. A negative decision would also delay or prevent us from



generating revenue from product sales of Ceplene” in the United States for the foreseeable future and may require us to conduct
additional costly and time-consuming clinical trials.

The FDA may also require additional testing for safety and efficacy. Any failure or delay in obtaining these approvals could
prohibit or delay us from marketing product candidates. If our product candidates do not meet applicable regulatory requirements
for approval, we may not have the financial resources to continue research and development of these product candidates, and we
may not generate revenues from the commercial sale of any of our products in the U.S.

Clinical trial designs that were discussed with regulatory authorities prior to their commencement may subsequently be
considered insufficient for approval at the time of application for regulatory approval.

We or our partners discuss with and obtain guidance from regulatory authorities on clinical trial protocols. Over the course of
conducting clinical trials, circumstances may change, such as standards of safety, efficacy or medical practice, which could affect
regulatory authorities” perception of the adequacy of any of our clinical trial designs or the data we develop from our studies.
Changes in circumstances could affect our ability to conduct clinical trials as planned. Even with successful clinical safety and
efficacy data, we may be required to conduct additional, expensive trials to obtain regulatory approval.

We may not be able to maintain European Union regulatory approval for Ceplene®, our lead product candidate, which could
delay or prevent us from being able to generate revenue from sales of Ceplene® and require additional expenditures.

Ceplene® is our lead product candidate and our only product candidate currently under regulatory consideration. In July 2008,
the European Committee for Medicinal Products for Human Use, or CHMP, of the EMEA recommended that Ceplene” be granted
full marketing authorization under the provision of Exceptional Circumstances for the remission maintenance and prevention of
relapse in patients with AML in first remission. In October 2008, Ceplene® was granted full marketing authorization by the
European Commission, which allows Ceplene® to be marketed in the 27 member states of the European Union, as well as in [celand,
Liechtenstein and Norway. Ceplene” is to be administered in conjunction with low-dose interleukin-2 (IL-2). As part of granting the
marketing authorization under Exceptional Circumstances, we have agreed to perform two post-approval clinical studies. One of the
studies seeks to further elucidate the clinical pharmacology of Ceplene” by assessing certain biomarkers in AML patients in first
remission. The other study will assess the effect of Ceplene®/IL-2 on the development of minimal residual disease in the same
patient population. We may not receive a positive outcome in one or both of these studies, and our marketing authorization in the
European Union may be terminated. A negative outcome or terminated marketing authorization would delay or prevent us from
generating revenue from product sales of Ceplene”™ and may require us to conduct additional costly and time-consuming clinical
trials. There is no assurance that we will be able to maintain governmental regulatory approvals to market C eplene” in Europe. If we
are unable to maintain regulatory approval to market Ceplene” in Europe, our business, financial condition and results of operations
would be materially and adversely affected.

If we receive regulatory approval, our marketed products will also be subject to ongoing FDA and/or foreign regulatory
agency obligations and continued regulatory review, and if we fail to comply with these regulations, we could lose approvals to
market any products, and our business