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File required to be submitted and posted pursuant to rule 405 of Regulation S-T ((§232.405 of this chapter) during the preceding 12 months (or
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Indicate by check mark if disclosure of delinquent filers pursuant to Item 405 of Regulation S-K (§229.405 of this chapter) is not contained
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Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer or a smaller reporting
company. See the definitions of large accelerated filer , accelerated filer and smaller reporting company in Rule 12b-2 of the Exchange Act
(Check one):

Large accelerated filer Accelerated filer

Non-accelerated filer ~~ (Do not check if a smaller reporting company) Smaller reporting company  x
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and non-voting common equity held by non-affiliates was $5,630,275.

Indicate by check mark whether the registrant is a shell company (as defined in Rule 12b-2 of the Exchange Act). Yes ©~ No x

Indicate the number of shares outstanding of each of the issuer s classes of common stock, as of the latest practicable date: 18,043,385 shares of
common stock, $0.001 par value per share, were outstanding as of March 26, 2010.

Part III incorporates certain information by reference from the registrant s definitive proxy statement for the 2010 annual meeting of
stockholders. The proxy statement with respect to the 2010 annual meeting of stockholders will be filed no later than 120 days after the close of
the registrant s fiscal year ended December 31, 2009.
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PART1

You are urged to read this Annual Report on Form 10-K ( Form 10-K ) in its entirety. This Form 10-K contains forward-looking statements that

involve risks and uncertainties. Our actual results may differ significantly from the projected results discussed in these forward-looking

statements. Factors that may cause such a difference include, but are not limited to, those discussed below and in Item 1A, Risk Factors. We,
our, ours, us, Catalyst, orthe Company when used herein, refers to Catalyst Pharmaceutical Partners, Inc., a Delaware corporation.

Forward-Looking Statements

Catalyst Pharmaceutical Partners, Inc. is a development-stage biopharmaceutical company focused on the development and commercialization
of prescription drugs targeting diseases of the central nervous system with a focus on the treatment of drug addiction and epilepsy. We have two
products in development. We are currently evaluating our lead product candidate, CPP-109 (our version of vigabatrin, a GABA
aminotransferase inhibitor) for the treatment of cocaine addiction. CPP-109 has been granted Fast Track status by the U.S. Food & Drug
Administration (FDA) for the treatment of cocaine addiction, which indicates that the FDA has recognized that CPP-109 is intended for the
treatment of a serious or life-threatening condition for which there is no effective treatment and which demonstrates the potential to address an
unmet medical need. We also hope to evaluate CPP-109 for the treatment of other addictions and obsessive-compulsive disorders. Further, we
are in the early stages of developing CPP-115, another GABA aminotransferase inhibitor that we believe is more potent than vigabatrin but may
have reduced side effects (e.g., visual field defects, or VFDs) from those associated with vigabatrin. We are planning to develop CPP-115 for
several indications, including epilepsy and drug addiction. We believe that we control all current intellectual property for drugs that have a
mechanism of action related to GABA aminotransferase.

The successful development of pharmaceutical products is highly uncertain. We cannot reasonably estimate or know the nature, timing, or
estimated expenses of the efforts necessary to complete the development of, or the period in which material net cash inflows are expected to
commence due to the numerous risks and uncertainties associated with developing such products, including the uncertainty of:

the scope, rate of progress and expense of our non-clinical and clinical trials, proof-of-concept studies, and our other product development
activities;

our ability to complete our trials and studies on a timely basis and within the budgets we establish for such trials;

whether our trials and studies will be successful;

the results of our non-clinical and clinical trials, and the number and scope of such trials that will be required for us to seek and obtain
approval of new drug applications (NDA s) for CPP-109 and CPP-115;

our ability to protect our intellectual property and the expense of filing, prosecuting, defending and enforcing any patent claims and other
intellectual property rights;

whether others develop and commercialize products competitive to our products;

changes in the laws and regulations affecting our business including changes that may result from any future healthcare reform legislation
than may become law;

our ability to attract and retain skilled employees; and
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changes in general economic conditions and interest rates.
Our current plans and objectives are based on assumptions relating to the development of our current product candidates. Although we believe
that our assumptions are reasonable, any of our assumptions could prove inaccurate. In light of the significant uncertainties inherent in the
forward-looking statements made herein, which reflect our views only as of the date of this Form 10-K, you should not place undue reliance
upon such statements. We undertake no obligation to update or revise publicly any forward-looking statements, whether as a result of new
information, future events or otherwise.
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Item 1. Business

Catalyst Pharmaceutical Partners, Inc. is a development-stage biopharmaceutical company focused on the development and commercialization
of prescription drugs targeting diseases of the central nervous system with a focus on the treatment of drug addiction and epilepsy. We have two
products in development. We are currently evaluating our lead product candidate, CPP-109 (our version of vigabatrin, a GABA
aminotransferase inhibitor) for the treatment of cocaine addiction. CPP-109 has been granted Fast Track status by the U.S. Food & Drug
Administration (FDA) for the treatment of cocaine addiction, which indicates that the FDA has recognized that CPP-109 is intended for the
treatment of a serious or life-threatening condition for which there is no effective treatment and which demonstrates the potential to address an
unmet medical need. We also hope to evaluate CPP-109 for the treatment of other addictions and obsessive-compulsive disorders. Further, we
are in the early stages of developing CPP-115, another GABA aminotransferase inhibitor that we believe is more potent than vigabatrin but may
have reduced side effects (e.g., visual field defects, or VFDs) from those associated with vigabatrin. We are planning to develop CPP-115 for
several indications, including epilepsy and drug addiction. We believe that we control all current intellectual property for drugs that have a
mechanism of action related to GABA aminotransferase.

Recent Developments
CPP-109

On February 23, 2010, we announced that we signed a non-binding Letter of Intent with the National Institute on Drug Abuse (NIDA) to

conduct a U.S. Phase II(b) clinical trial evaluating CPP-109 for the treatment of cocaine addiction. It is anticipated that NIDA, under their
agreement with Veteran s Administration Cooperative Studies Program, will provide substantial resources for the trial and that we will contribute
approximately $2.8 million in resources as part of the estimated $10 million trial cost. It is anticipated that an approximately 200 patient
double-blind, placebo-controlled trial will be initiated during the summer of 2010 and will take 18 months to complete. It will be conducted at
eight leading addiction facilities across the United States. The clinical trial is designed to confirm the safety and efficacy of CPP-109 for the
treatment of cocaine addiction and if successful, we believe it will qualify to be one of the adequate and well controlled trials to support approval
of an NDA. We expect to sign a binding clinical trial agreement with NIDA with respect to this trial in the near future.

CPP-115

On February 22, 2010, we announced our initial development plans for CPP-115. Over the next year, we plan to advance the development of
CPP-115 by completing a series of non-clinical studies designed to demonstrate critical safety and efficacy characteristics of CPP-115, as
follows:

CPP-115 will be evaluated through the Anticonvulsant Screening Program at the U.S. National Institutes of Health using a variety of
recognized and widely accepted animal models for the evaluation of the effectiveness of potential anti-epileptic drugs.

The visual safety of CPP-115 will be evaluated and compared to the only FDA approved GABA aminotransferase inhibitor drug,
vigabatrin. We hope to demonstrate that CPP-115 s enhanced mechanism of enzyme inactivation results in reduced or eliminated visual
field defects compared to vigabatrin.

We will complete other safety evaluations including genotoxicity and cardiac safety.
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We, through our CPP-109 collaborator, Stephen Dewey, Ph.D., at The North Shore LIJ Hospital, will conduct non-clinical studies to

demonstrate CPP-115 s effectiveness in extinguishing the reinstatement of addictive behavior. Dr. Dewey will also conduct a PET imaging

study to establish the minimum effective dose of CPP-115 required to modulate cocaine-induced dopamine surges. These studies,

including an already completed conditioned place preference study, are considered the most predictive studies of a drug s potential utility as

a treatment for stimulant addiction. Vigabatrin performed well when previously evaluated in these same studies. The results of the

CPP-115 conditioned place preference study referred to above have already been submitted to a peer-reviewed journal for publication.
Most of the safety studies described above, including results from the first assessments of the comparative retinotoxicity of CPP-115 versus
vigabatrin, are expected to be completed by the end of the third quarter of 2010 . During that same period, we also expect to complete the
above-described animal model efficacy screening of CPP-115 as a potential treatment for both epilepsy and drug addiction. We further expect
data from the above-described non-clinical studies, including additional evaluations after 90 days of dosing of visual safety with retinal
histopathology, clinical chemistry, hematology, urinalysis and any necessary organ histopathology, will be completed by the end of the first
quarter of 2011. We expect to spend approximately $1.2 million to complete all the non-clinical studies described herein. There can be no
assurance that CPP-115 will ultimately be proven to be safe and effective to treat epilepsy or that CPP-115 will be determined not to have the
visual field defects side effect profile of vigabatrin.

Capital Resources

We believe that our existing cash resources will allow us: (i) to fund the pre-clinical studies of CPP-115, which are estimated to be
approximately $1.2 million, (ii) to fund our share of the costs of the clinical trial of CPP-109 that we intend to conduct with NIDA, which are
estimated to be approximately $2.8 million over a two-year period, and (iii) to meet general corporate requirements through at least the first
quarter of 2011. However, we will require substantial additional funding to complete the additional clinical trials that we believe will be required
to be completed before we are in a position to file NDAs for CPP-109 and CPP-115. We will also require additional working capital to support
our operations in periods after the first quarter of 2011.

We expect to raise required additional funds through public or private equity offerings, corporate collaborations or other means. We also intend
to seek governmental grants for a portion of the required funding for our clinical and non-clinical trials. We may also seek to raise additional
capital to fund additional product development efforts, even if we have sufficient funds for our planned operations. Any sale by us of additional
equity or convertible debt securities could result in dilution to our stockholders. There can be no assurance that any such required additional
funding will be available to us at all or available on terms acceptable to us. Further, to the extent that we raise additional funds through
collaborative arrangements, it may be necessary to relinquish some rights to our technologies or grant sublicenses on terms that are not favorable
to us. If we are not able to secure additional funding when needed, we may have to delay, reduce the scope of, or eliminate one or more research
and development programs, which could have an adverse effect on our business.

NASDAQ Listing

Our common stock is currently traded on the Nasdaq Capital Market. On November 13, 2009, we were informed by the Nasdaq Stock Market
that, as a result of our common stock no longer meeting the requirement that it trade at a bid price of at least $1.00 per share, our common stock
would be delisted from the Nasdaq Capital Market if, by May 12, 2010, we do not regain compliance with the requirement by our common stock
trading at a bid price of at least $1.00 per share for a period of at least ten consecutive trading days. To date, we have not met that requirement.

If we do not regain compliance with the Rule prior to the expiration of the grace period, we may be eligible for an additional 180-day grace
period if at such time we meet the initial listing standards for listing on the Nasdaq Capital Market, with the exception of the bid price
requirement. At the present time, we do not meet those initial listing standards because our market capitalization held by non-affiliates is less
than $15 million.

If we are not eligible for the additional 180-day grace period and we are not in compliance with the minimum bid price requirement by May 12,
2010, Nasdaq will send us a delisting determination letter. Delisting will occur nine days after the date of the letter unless we appeal to the
Nasdaq Hearings Panel within seven days after the date of the letter. Any delisting is delayed until the appeal is heard and a determination is
made by the Hearings Panel. Generally, a hearing is held within 4-6 weeks after a request for a hearing is made, and a determination is made 2-3
weeks after the date of the hearing. Among other things, the Hearings Panel may grant a further 180 day extension from the date of the delisting
determination letter to us so we can regain compliance with Nasdaq listing rules.
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If the Nasdaq Hearings Panel denies our appeal, we can make a further appeal to the Nasdaq Listings Council. An appeal to the Listings Council
does not automatically delay delisting proceedings, though the Listing Council may, in its sole and absolute discretion, decide to stay delisting
proceedings while it considers an appeal. The Listings Council may grant an extension of up to 360 days from the date of the determination
letter to regain compliance.

While we believe we can regain compliance before May 12, 2010 or otherwise obtain an extension of the period in which we can regain
compliance with the Nasdaq rules, there can be no assurance of this fact. If we are ultimately unable to regain compliance with the Nasdaq rules
(either by May 12, 2010 or during any grace period that we are granted), our common stock will be delisted from trading on the Nasdaq Capital
Market.

Our Strategy

Our strategy is designed to help us become a leading biopharmaceutical company focused on the in-licensing and development of proprietary
product candidates for the treatment of diseases of the central nervous system. Our near-term strategy is to focus on the regulatory approval of
CPP-109 for the treatment of cocaine addiction and to initially demonstrate the safety and efficacy of CPP-115 for the treatment of epilepsy and
addiction in a series of non-clinical studies. Our long-term strategy is to gain approvals for additional indications for CPP-109, including
methamphetamine addiction, seek approvals for CPP-109 internationally and to initially gain approval for CPP-115 to treat epilepsy and later
pursue a second indication for cocaine addiction. Specifically, we intend to:

Focus on CPP-109 for cocaine addiction. A treatment for cocaine addiction addresses a significant unmet medical need, and we believe
that our receipt of Fast Track status from the FDA for CPP-109 for cocaine addiction may facilitate the regulatory approval process. In the
first quarter of 2010, we announced that we signed a non-binding Letter of Intent with NIDA to conduct a U.S. Phase II(b) clinical trial
evaluating CPP-109 for the treatment of cocaine addiction. We expect to execute a clinical trial agreement with NIDA in the near future
with respect to this trial and to commence the trial in the summer of 2010, with a goal of completing this trial by the fourth quarter of
2012. Assuming success, we expect that this trial will serve as one of the adequate and well controlled trials required to support approval
of an NDA.

Establish proof of concept for CPP-115 in non-clinical studies. Over the next year, we plan to advance the development of CPP-115 by
completing a series of non-clinical studies designed to demonstrate critical safety and efficacy characteristics of CPP-115 for the treatment
of epilepsy and cocaine addiction. We hope to have enough data from these studies during the third quarter of 2010 to actively seek a
strategic partner to help fund further development of CPP-115.

Develop additional indications for CPP-109. The mechanism of action of CPP-109 makes it suitable as a potential treatment for addiction
and obsessive-compulsive disorders that share the common element of heightened dopamine levels. Research indicates that CPP-109 is a
platform technology with the potential to treat other conditions involving heightened dopamine levels such as addictions to
methamphetamine, nicotine, prescription pain medications, alcohol, marijuana, and obsessive-compulsive disorders, including binge eating
patterns and compulsive gambling. We hope to develop CPP-109 for one or more of these additional indications, subject to the availability
of funding.

Identify and initiate strategic partnering discussions for specific indications in the U.S. and Europe. We believe that there may be several
potential pharmaceutical partners interested in jointly developing and marketing CPP-109 and CPP-115 in the U.S. and/or Europe. We
have held preliminary discussions with several parties regarding potential transactions, but no agreements have been entered into to date.
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Our Platform Technology: GABA-aminotransferase Inhibition
Mechanism of Action

We believe that our product candidates, CPP-109 and CPP-115, will be effective treatments for addiction and CPP-115 will be an effective
treatment for epilepsy because they increase GABA levels through the inhibition of GABA-aminotransferase (GABA-AT). In the case of
epilepsy, increased GABA decreases the overall excitability by raising the action potential threshold of many neurons. In the case of addiction,
increased GABA dampens the perception of pleasure and reward associated with increased levels of dopamine brought about by all drugs of
abuse, but most notably by stimulants like cocaine and methamphetamine. Addictive drugs have been shown to block or overwhelm mechanisms
involved in the removal of dopamine from synaptic clefts in the mesolimbic pathways of the brain, resulting in highly elevated levels of
dopamine available to stimulate receptors and a dramatically heightened sense of pleasure or reward.

GABA, the most abundant inhibitory neurotransmitter in the brain, inhibits over-excitation of neurons. When GABA binds to a GABA receptor,
it raises the action potential threshold of that neuron and inhibits the post-synaptic neuron from firing and triggering the release of
neurotransmitters and sending a signal to subsequent neurons. GABA helps induce relaxation and sleep, and contributes to functions such as
motor control and vision. An enzyme known as GABA-AT is responsible for the eventual breakdown of GABA and helps to balance the
inhibitory effects of GABA. Disease states like epilepsy and addiction that result from excessive neuronal activity are treatable by enhancing the
amount of endogenous GABA in the brain through the blockade of GABA-AT.

CPP-109 and CPP-115 are GABA analogs that inhibit GABA-AT. CPP-1009 is readily absorbed and promptly available to the central nervous
system, producing effects that last for many hours after a single dose. Therefore, administration of CPP-109 results in significantly elevated
GABA levels. The pharmacokinetic behavior of CPP-115 has not yet been established, but due to the structural similarities between these two
drugs, it is expected to be absorbed and cross the blood-brain-barrier as well. Due to the fact that CPP-109 is nota receptor active drug, its
administration does not appear to affect the baseline levels of dopamine, nor those variations in dopamine levels caused by normal stimuli.
CPP-115, which works by the same mechanism, is expected to exhibit similar neurochemical behavior.

History and Side Effect Profile of Vigabatrin

Vigabatrin has been marketed over the past decade in over 30 countries by Sanofi-Aventis and its predecessors under the brand names Sabril®,
Sabrilex® and Sabrilan® (hereinafter referred to as  Sabrfl ) as a secondary treatment for adult epilepsy and as a primary treatment for the
management of infantile spasms, known as West Syndrome. The composition of matter patents for Sabril® in the U.S. expired more than ten
years ago. On August 21, 2009, the FDA approved two NDAs for Sabril® for the treatment of infantile spasms and as an adjunctive (add-on)
therapy for adult patients with refractory complex partial seizures, who have failed several treatments. The NDAs are for different formulations
of Sabril®, and both NDAs are held by Lundbeck Inc. Because of the risks of visual field damage associated with vigabatrin, Sabril® was
approved under an FDA-mandated Risk Evaluation and Mitigation Strategy (REMS) program and is only available through a special restricted
distribution program approved by the FDA.

In chronic use for the treatment of epilepsy, vigabatrin has been generally well tolerated. The most common side effects reported have been
drowsiness and fatigue. However, one clearly established adverse side effect is the development, with increasing cumulative dosage levels of
vigabatrin approaching 1,500 grams, of peripheral visual field defects, or VFDs, in approximately 33% of users. These VFDs are manifest as a
constriction of the peripheral field of vision.

Prior research has indicated that VFDs occur at doses far higher than the total dosage amount we anticipate will be used for addiction treatment.
However, we have not completed the testing necessary to determine whether this is the case. To date, we believe that no subjects treated in the
three trials conducted in Mexico, described herein, or our U.S. cocaine clinical trial or methamphetamine proof-of-concept study, have shown
evidence of peripheral visual field loss. Other than the visual field defects, vigabatrin is a relatively well tolerated drug with lower than average
neurological side effects compared to other approved epilepsy therapies.
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CPP-115 is structurally similar to vigabatrin. Due to these similarities, we believe that there is a high probability that these two drugs will share a
number of biochemical features related to absorption, metabolism, and elimination. As such, we expect the two drugs to exhibit similar safety
profiles. However, we expect significant differences related to the inactivation of GABA-AT, which we believe may lead to a substantial
reduction, or possibly elimination, of VFDs. Consequently, we postulate that CPP-115 has the capability to exhibit a significant improvement to
visual safety, while having other safety and efficacy characteristics similar to vigabatrin. However, there can be no assurance that this will prove
to be the case.

Underlying Research

Our interest in vigabatrin was based on research undertaken at Brookhaven National Laboratory ( Brookhaven ) regarding the pathology and
treatment of cocaine addiction and other addictions. Brookhaven scientists have shown that the dopamine pathway responds similarly to drugs of
abuse. In 1997, scientists at Brookhaven, using positron emission tomography (PET) scans, became the first researchers to image the effects of
addicting substances in live human subjects and animals. Through the use of PET scans, Brookhaven scientists were able to show that as the
number of occupied dopamine receptors in the brain increased, so too did the high, or euphoric feeling, of the user.

Our interest in CPP-115 started with our desire to determine what other compounds had been developed and patented that had GABA-AT as
their mechanism of action. In that search, we became aware of research at Northwestern University ( Northwestern ), on the mechanism of
vigabatrin s inactivation of GABA-AT and on their subsequent research to find more specific and potent inhibitors of GABA-AT designed using
their knowledge of the mechanism of inactivation of GABA-AT. In 1991, scientists at Northwestern published the biochemical mechanism of
inactivation of GABA-AT by vigabatrin. That knowledge enabled them to design a number of new molecules that were systematically tested for
their ability to inhibit GABA-AT. This work culminated in the discovery of a class of molecules, including CPP-115, that were very effective
and specific inhibitors of GABA-AT. These molecules were patented in 2004 and are included in our license with Northwestern.

These development efforts were led by Dr. Richard B. Silverman, the John Evans Professor of Chemistry at Northwestern. Dr. Silverman, who
holds 41 patents, is the inventor of pregabalin, also known as Lyrica®, which is marketed by Pfizer. His goal in inventing the compound that
became CPP-115 was to seek to mimic the mechanism of action of vigabatrin, while making it both more potent and specific.

CPP-109 (Vigabatrin) To Treat Addiction

In 2004, the FDA accepted our IND for CPP-109 for the treatment of cocaine addiction. We have been granted Fast Track status for CPP-109
from the FDA for cocaine addiction. Under the Federal Food, Drug, and Cosmetic Act, or FDA Act, the FDA is directed to facilitate the
development and expedite review of drugs and biologics intended to treat serious or life-threatening conditions and that demonstrate the
potential to address unmet medical needs. Fast Track designation emphasizes communication between us and the FDA and affords us benefits
that may help to expedite the approval process. For example, Fast Track designation affords us the potential to submit an NDA for CPP-109 on a
rolling, or modular, basis, allowing the FDA to review sections of the NDA in advance of receiving our full submission. The designation also
means that we may have increased communications with the FDA regarding the design of our clinical studies, which we hope will expedite the
development and review of our application for the approval of CPP-109 for cocaine addiction and provide greater certainty overall in the
regulatory pathway. There can be no assurance that our receipt of Fast Track status will assist us in the regulatory process for CPP-1009.

Our Clinical Studies

In 2007, we initiated a randomized, double-blind, placebo-controlled U.S. Phase II clinical trial evaluating the use of CPP-109 in treating
patients with addiction to cocaine. The trial enrolled 186 cocaine addicted patients at 11 addiction treatment clinical centers in the United States.
Patients were treated for a period of 12 weeks, with an additional 12 weeks of follow-up. On May 29, 2009, we announced that the top-line data
from this trial showed that CPP-109 did not demonstrate statistical significance in the primary endpoint that a significantly larger proportion of
CPP-109 treated subjects than placebo-treated subjects were cocaine free during the last two weeks of the treatment period (Weeks 11 and 12).

Table of Contents 11



Edgar Filing: Catalyst Pharmaceutical Partners, Inc. - Form 10-K

Table of Conten

On September 30, 2009, we announced additional results from this clinical trial. Based on post hoc analyses for vigabatrin levels in urine
samples collected during the trial, we have concluded that less than 40% of the trial subjects were medication compliant. As a result, we now
believe that the study was inadequately powered to properly test the efficacy of CPP-109 for the treatment of patients with cocaine addiction. On
the basis of a comprehensive review of the study data, however, we concluded that: (i) CPP-109 was safe and well tolerated; and (ii) while there
were no statistically significant differences between active and placebo groups for the protocol-specified primary and secondary efficacy
endpoints, there were positive and consistent data trends observed in favor of CPP-109 across measures of cocaine abstinence, reduction in
cocaine use, and reduction in use days.

When corrected for poor medication compliance, the following favorable outcome trends were observed: (i) cocaine use as measured by
benzoylecgonine (the major metabolite of cocaine) levels in urine collected from subjects were consistently lower in the CPP-109 treatment
group during the 12 week treatment period, generally indicating a reduction of cocaine use; and (ii) in those subjects who were compliant with
study medication, the differences between CPP-109 and placebo were amplified, which suggest that CPP-109 may facilitate abstinence, reduce
overall cocaine use as measured by urine benzoylecgonine levels (an objective measure of daily cocaine usage), and reduce cocaine usage days
(an objective measure of dependence severity).

Consistent with previous published addiction trials conducted by other parties, the protocol of our cocaine trial assessed subjects medication
compliance based on self reporting and on counting the unused medication returned by subjects. The subjects self-reported a compliance level of
85%, which was inconsistent with our urine data. This low medication compliance effectively reduced the power of the study, because not all
subjects in the treatment group were actually treated. However, analyses of subject responses, corrected for poor medication compliance, makes
the response ratios observed in our trial more consistent with the results reported by Dr. Jonathan Brodie et al. in a double-blind,
placebo-controlled, 103-patient Phase II trial evaluating vigabatrin for the treatment of cocaine addiction that was completed in Mexico in 2007
(the results of which trial were recently published in The American Journal of Psychiatry).

During June 2008, we initiated a randomized, double-blind, placebo-controlled U.S. Phase II clinical trial evaluating the use of CPP-109 in
treating patients with methamphetamine addiction. We had planned to enroll 180 methamphetamine addicted patients at 15 addiction treatment
clinical centers in the United States. However, in March 2009, in order to conserve cash, we converted our methamphetamine trial into a
proof-of-concept study evaluating the results obtained from the 57 patients who had already been randomized into the trial. The patients we
enrolled were treated for a period of 12 weeks and we evaluated data related to endpoints based on abstinence, reductions in methamphetamine
use and craving for evidence of potential efficacy.

On September 30, 2009, we announced the top-line results of our proof-of-concept study. The results showed that there was a 2.5 times higher
rate of abstinence in the last two weeks of the study in the vigabatrin group versus the placebo group. While we consider this to be an
encouraging trend, the results were not statistically significant due to the low sample size. We also believe that medication compliance, similar
to the cocaine trial, may have been below expectations.

On February 23, 2010, we announced that we signed a non-binding Letter of Intent with the National Institute on Drug Abuse (NIDA) to
conduct a U.S. Phase II(b) clinical trial evaluating CPP-109 for the treatment of cocaine addiction. It is anticipated that NIDA, under their
agreement with the Veteran s Administration Cooperative Studies Program, will provide substantial resources for the trial and that we will
contribute approximately $2.8 million in resources as part of the estimated $10 million trial cost. It is anticipated that an approximately 200
patient double-blind, placebo-controlled trial will be initiated during the summer of 2010 and will take 18 months to complete. It will be
conducted at eight leading addiction facilities across the United States. The clinical trial is designed to confirm the safety and efficacy of
CPP-109 for the treatment of cocaine addiction and if successful, we believe it will qualify to be one of the adequate and well controlled trials to
support approval of a NDA. We expect to sign a binding clinical trial agreement with NIDA with respect to this trial in the near future.
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Some of the studies that we expect will be required to assess the efficacy of CPP-109 for the treatment of cocaine addiction and/or
methamphetamine addiction, including at least one pivotal Phase III trial, will require us to obtain additional funding. Our current intent is to
seek the funding for future CPP-109 trials from future sales of our securities, and grants from NIDA (as described above) or other government
agencies, and/or from potential strategic partnerships. There can be no assurance that any such funding will be available on terms that are
acceptable to us, or at all. Further, there can be no assurance that future clinical trials of CPP-109 evaluating its efficacy for use in the treatment
of cocaine or methamphetamine addiction will be successful or that we will ever be able to commercialize CPP-109 for the treatment of cocaine
and/or methamphetamine addiction.

Clinical studies of vigabatrin undertaken by others

The primary focus of our product development efforts is on our clinical trials. However, we have in the past supported and will continue in the
future to support clinical studies by academic investigators of the use of vigabatrin for the treatment of addiction, including members of our
Scientific Advisory Board and the academic institutions with which they are affiliated. In some cases, we may provide unrestricted sponsorship
funds for such studies. In other cases, we may provide alternative assistance to the investigator. We expect to continue to support investigator
studies in the future to the extent that they meet criteria acceptable to us. Such criteria include research on the use of vigabatrin to treat addiction,
to assist investigators in designing their studies so that such studies are most appropriately conducted and, to the extent possible, to make sure
that these investigator studies potentially complement, and do not adversely impact our activities.

A study describing the positive results obtained in an investigator-initiated, Phase II, randomized double-blind, placebo-controlled trial
conducted in Mexico in 2007 was published in the November 2009 issue of The American Journal of Psychiatry, a world leading peer-reviewed
medical journal. The paper, entitled Randomized, Double-Blind, Placebo-Controlled Trial of Vigabatrin for the Treatment of Cocaine
Dependence in Mexican Parolees, was authored by Jonathan D. Brodie, M.D., Ph.D., Brady G. Case, M.D., Emilia Figueroa, M.D., Stephen L.
Dewey, Ph.D., James A. Robinson, M.Ed., Joseph A. Wanderling, M.A. and Eugene M. Laska, Ph.D. The trial provided evidence that vigabatrin
may be effective in the treatment of cocaine addiction. One hundred and three (103) community-based, non-hospitalized cocaine addicted
individuals participated in this trial conducted at a single site in Mexico City, Mexico. Of the 103 participants, 50 were treated with vigabatrin
and 53 received placebo. A total of 53 subjects completed the 9 week treatment period. Twice-weekly urine screening tests were obtained from
each subject in order to objectively evaluate each subject s cocaine use. All subjects were also offered one group counseling session per week.
The primary outcome measure of the trial was no positive urine tests for cocaine use during the last three weeks of the nine-week trial.

Eighteen subjects fulfilled the criteria for the primary outcome measure. Fourteen of the 50 subjects treated with vigabatrin (28.0%) versus four
of the 53 subjects treated with placebo (7.5%) met the primary outcome measure. This result was statistically significant with a p-value of 0.009
(A P-value represents the probability that, if the test is repeated, a similar observation will be made. Generally, a P-value of less than 0.05
indicates that the different results between treatment groups was unlikely to be random). Additional findings included increased retention and
self-reported abstinence from alcohol favoring vigabatrin.

We have been advised that one of our clinical collaborators has recently received a $1.2 million grant from the U. S. Department of Defense to
conduct an animal study of the use of vigabatrin in combination with opiates to effectively manage pain while reducing the potential for opiate
addiction. This research will be conducted by a research team led by Wynne K. Schiffer, Ph.D. and Stephen L. Dewey, Ph.D. of The Feinstein
Institute for Medical Research at North Shore Long Island Jewish Health System (L1J) and by Jonathan D. Brodie, M.D., Ph.D. from the
Department of Psychiatry at New York University s School of Medicine. Opioid abuse is one of the many substance addiction indications
covered under our exclusive license of Brookhaven s vigabatrin use patent portfolio. We will supply study materials (CPP-109) to facilitate this
study.

We continue to have discussions with noted addiction researchers who are actively pursuing funding or conducting research on CPP-109 in areas
including:

(i)  Alcohol and cocaine co-addiction treatment;
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(i) Nicotine dependence; and

(iii) Additional studies to further elucidate CPP-109 s mechanism of action for treating addiction.
CPP-115 for the Treatment of Epilepsy and Addiction

In August 2009, we licensed the exclusive worldwide rights to commercialize certain composition of matter patents relating to a new class of
novel GABA aminotransferase inhibitors and derivatives of vigabatrin. We intend to develop these compounds for a broad range of central
nervous system illnesses that could benefit from the inhibition of GABA aminotransferase. CPP-115 is our lead compound from this group of
composition of matter patents.

CPP-115 works by the same mechanism of action as CPP-109; the inhibition of GABA aminotransferase, which leads to increased brain GABA
levels that reduce epileptogenesis or dampen the addiction reinforcing dopamine surge. We believe that CPP-115 and vigabatrin are the only two
GABA aminotransferase inhibitors, either under development or marketed at this time, and that our patent estates for CPP-109 and CPP-115 are
the only existing, currently in force, intellectual property rights for drugs with this primary mode of action.

CPP-115 has been shown to be at least 200 times more potent than CPP-109, our version of vigabatrin, in both in-vitro and animal model
studies. The increased potency could enable the development of superior or alternative dosage forms and routes of administration compared with
the marketed version of vigabatrin, Sabril® (which is marketed in the U.S. by Lundbeck Inc. for infantile spasms and refractory complex partial
seizures that have failed to be effectively treated by several pharmacological treatments). It may also have superior specificity to GABA
aminotransferase and, possibly, a better side effect profile (e.g. less visual field defects) compared with Sabril®.

Over the next year, we plan to advance the development of CPP-115 by completing a series of non-clinical studies designed to demonstrate
critical safety and efficacy characteristics of CPP-115, as follows:

CPP-115 will be evaluated through the Anticonvulsant Screening Program at the U.S. National Institutes of Health using a variety of
recognized and widely accepted animal models for the evaluation of the effectiveness of potential anti-epileptic drugs.

The visual safety of CPP-115 will be evaluated and compared to the only FDA approved GABA aminotransferase inhibitor drug,
vigabatrin. We hope to demonstrate that CPP-115 s enhanced mechanism of enzyme inactivation results in reduced or eliminated visual
field defects compared to vigabatrin.

We will complete other safety evaluations including genotoxicity and cardiac safety.

Through our CPP-109 collaborator, Stephen Dewey, Ph.D., at The North Shore-LIJ Hospital, we will conduct studies to demonstrate
CPP-115 s effectiveness in extinguishing the reinstatement of addictive behavior. Dr. Dewey will also conduct a PET imaging study to
establish the minimum effective dose of CPP-115 required to modulate cocaine-induced dopamine surges. These studies, including an
already completed conditioned place preference study, are considered the most predictive studies of a drug s potential utility as a treatment
for stimulant addiction. Vigabatrin performed well when previously evaluated in these same studies. The results of the CPP-115
conditioned place preference study referred to above have already been submitted to a peer-reviewed journal for publication.
By the end of the third quarter of 2010, most of the safety studies described above, including results from the first assessments of the
comparative retinotoxicity of CPP-115 versus vigabatrin, are expected to be completed. Furthermore, during that same period, we expect to
complete the above-described animal model efficacy screening of CPP-115 as a potential treatment for both epilepsy and drug addiction. We
further expect data from the above-described non-clinical studies, including additional evaluations after 90 days of dosing of visual safety with
retinal histopathology, clinical chemistry, hematology, urinalysis and any necessary organ histopathology, will be completed by the end of the
first quarter of 2011. We expect to spend approximately $1.2 million to complete all the non-clinical studies described herein. There can be no
assurance that CPP-115 will ultimately be proven to be safe and effective to treat epilepsy or that CPP-115 will be determined not to have the
visual field defects side effect profile of vigabatrin.
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We will require substantial additional funding to develop CPP-115. Based on the results of our currently ongoing studies of CPP-115, as
described above, we hope to identify a strategic partner to work with us in the development of CPP-115. We expect that development of
CPP-115 to get to the point where an IND can be filed will require approximately $2.8 million (in addition to the $1.2 million referred to above)
and that Phase I studies of CPP-115 would require additional funding of approximately $3.0 million. Subject to the availability of funding, we
hope to complete a Phase I study of CPP-115 during the first half of 2012. There can be no assurance that we will obtain the funding for future
CPP-115 trials or that any future trials of CPP-115 that we undertake will be successful.

Disease Background and Our Market Opportunity

We have identified two initial market opportunities that can be exploited by pharmacotherapies that inhibit GABA-aminotransferase
(GABA-AT): epilepsy and drug addiction.

Research has established that neurochemical signals responsible for craving and addiction can be modulated through a GABA-ergic
mechanism. We have been developing CPP-109 for the treatment of drug addiction and will also be evaluating CPP-115 for potential use
in the treatment of drug addiction. Due to the differing stages of development for these two drugs, we expect CPP-109 to be approved as
the first drug to treat cocaine addiction with CPP-115 following later for both epilepsy and then cocaine, methamphetamine and/or other
forms of drug addiction.

Epilepsy is not a neurological disorder with a single underlying cause, but is instead a complex category of neurological disorders of varied
neurological origin exhibiting a large spectrum of severities. As such, there are a large number of therapies spanning many
pharmacological mechanisms of actions, certain medical devices, and in extreme cases, brain surgery. We will develop a new drug,
CPP-115, to reduce neuronal excitability through a GABA-ergic mechanism, analogous to vigabatrin.

Drug Addiction

Historically, individuals suffering from addiction have been treated primarily through behavioral modification and therapy. These treatments
have shown a high rate of relapse. According to a survey conducted by the Substance and Mental Health Services Agency (SAMHSA),
treatment completion rates in 2000 for outpatient treatment were only 41% for alcohol and 21% for cocaine. For the treatment of cocaine
dependence, there was a one-year relapse rate of 69% after 90 days or less of outpatient treatment and 80% after 90 days or less of long-term
residential treatment. We believe that a pharmacological treatment for cocaine addiction and/or other stimulant addictions, including
methamphetamine, would complement and significantly improve the effectiveness of counseling programs.

Despite the significant public health implications, there are very few therapies approved for the treatment of addiction, either in the United States
or in the rest of the world. Further, there are no therapies currently approved for stimulant addiction. We believe that currently approved drugs
for addiction treatment, as well as compounds under development (other than CPP-109 and CPP-115), are subject to the following limitations:

no single compound has broad applicability for treatment of multiple addictions;

many of these compounds are receptor active, which means they have drug-like effects themselves and have the potential for abuse or
addiction;

increasing dosages over time may be required due to development of tolerance; and

they are often ineffective at eliminating drug cravings or responding to increasing levels of drug use.
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We believe that CPP-109 (and possibly CPP-115 as well) do not suffer from these limitations and therefore, if approved, CPP-109 and CPP-115
have the potential to become a widely prescribed, safe and effective treatment for cocaine, methamphetamine and other addictions.

Addictive drugs are used recreationally because of the transient, pleasurable effect they have on the user. Recent scientific evidence has
established that drug abuse can interfere with the brain s normal balance of neurotransmitter release and reuptake, resulting in addiction. If this
balance is not restored, addicted individuals, even after significant periods of abstinence, may be incapable of suppressing cravings or quitting
through willpower alone, even with the assistance of professional counseling.

Cocaine binds to the dopamine reuptake transporter protein of the pre-synaptic neurons preventing the reuptake and eventual breakdown of
dopamine, resulting in enhanced and prolonged stimulation of dopamine on post-synaptic receptors, causing a feeling of prolonged euphoria for
the user.

Addiction to cocaine is caused by a neurological process called desensitization. Because the brain senses an unnaturally high level of dopamine,
it responds by reducing the amount of dopamine released and the number of dopamine receptors created. Consequently, when the cocaine wears
off, the user has a lower amount of dopamine and fewer functioning dopamine receptors, which results in a depressed mood. This desensitization
process creates a lowering of mood each time the user takes more of the drug, causing the user to seek additional cocaine to restore normal
feelings, and requiring the user to take an increasing amount of cocaine to achieve the same feeling of euphoria as before.

Addiction is a worldwide health problem that affects millions of people and has wide-ranging negative social consequences. In 2008, an
estimated 20.1 million people in the United States aged 12 or over suffered from dependence on illicit drugs, according to the National Survey
on Drug Use and Health, published by SAMHSA, which we refer to as the SAMHSA survey. According to the Office of National Drug Control
Policy, costs of drug abuse to society were an estimated $180 billion in 2002 in the United States.

According to the SAMHSA survey, an estimated 1.9 million people had used cocaine in the month preceding the survey. Additionally, in 2008,
approximately 722,000 people aged 12 or over had used cocaine for the first time within the preceding 12 months, an average of approximately
1,978 new users per day. In addition, approximately 663,000 patients received treatment for cocaine abuse in 2008. According to NIDA, there
are no pharmacologic treatments for cocaine addiction currently approved for marketing by the FDA. We believe that other therapies being
developed for the treatment of cocaine addiction, but not yet approved for marketing, suffer from the significant limitations discussed earlier
which have not been exhibited to date by CPP-109 or CPP-115.

According to the SAMHSA survey, in 2008, 1.9 million people aged 12 or over took prescription pain relievers for non-medical purposes in the
month preceding the survey. Further, approximately 17.3 million people aged 12 or over in the United States were classified as heavy drinkers.
Additionally, there are approximately 15.2 million persons aged 12 or over who used marijuana in the month preceding the survey and
approximately 947,000 persons sought treatment in 2008. Finally, obsessive-compulsive disorders such as binge eating patterns and compulsive
gambling have been shown to have similar dopamine-related mechanisms of action to drug addiction and affect millions of persons in the United
States and around the world.

Addiction is not only a U.S. health problem. In 2007, according to the United Nations Office on Drugs and Crime, there were between

4.3 million and 4.6 million users of cocaine and between 2.4 million and 3.1 million users of amphetamine-type stimulants between the ages of
15 and 64 across Europe who had used these drugs within the past year. We believe that the direct and indirect costs of cocaine and
methamphetamine use are indicative of a significant global public health problem, representing a significant unmet medical need for which no
adequate pharmaceutical therapies exist.
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Epilepsy

Epilepsy is a brain disorder in which clusters of nerve cells, or neurons, in the brain sometimes signal abnormally. In epilepsy, the normal
pattern of neuronal activity becomes disturbed, causing strange sensations, emotions, and behavior or sometimes convulsions, muscle spasms,
and loss of consciousness. Epilepsy is a disorder with many possible causes. Anything that disturbs the normal pattern of neuron activity - from
illness to brain damage to abnormal brain development, can lead to seizures. Epilepsy may develop because of an abnormality in brain wiring,
an imbalance of nerve signaling chemicals called neurotransmitters, imbalance of sensitivity to neurotransmitters, or some combination of these
factors. Having a seizure does not necessarily mean that a person has epilepsy. Only when a person has had two or more seizures is he or she
considered to have epilepsy.

There have been many attempts to categorize seizures, based on both their causes and subtypes. The two main categories of seizures include
partial seizures and generalized seizures. Generalized seizures are more common in children under the age of 10; afterwards more than half of all
new cases of epilepsy will have partial seizures. Partial seizures are those that begin in a focal or discreet area of the brain. This type can be
further subdivided into, simple partial and complex partial.

In simple partial seizures, no change in consciousness occurs. Patients may experience weakness, numbness, and unusual smells or tastes.
Twitching of the muscles or limbs, turning the head to the side, paralysis, visual changes, or vertigo may occur. When motor symptoms spread
slowly from one part of the body to another, this epileptic march has been termed Jacksonian epilepsy.

In complex partial seizures, consciousness is altered during the event. Patients may have some symptoms similar to those in simple partial
seizures but have some change in their ability to interact with the environment. Patients may exhibit automatisms (automatic repetitive behavior)
such as walking in a circle, sitting and standing, or smacking their lips together. Often accompanying these symptoms are the presence of
unusual thoughts, such as the feeling of déja vu, uncontrollable laughing, fear, visual hallucinations, and experiencing unusual unpleasant odors.
These symptoms are thought to be caused by abnormal discharges in the temporal lobe.

Generalized seizures involve larger areas of the brain and from the onset often involve both hemispheres (sides). They are further divided into
many subtypes. The more common include tonic-clonic (grand mal) and absence (petit mal). Grand mal is what most people associate with
seizures. Specific movements of the arms and legs and/or the face may occur with loss of consciousness. A yell or cry often precedes the loss of
consciousness. Prior to this, patients may have an aura (an unusual feeling that often warns the patient that they are about to have a seizure). The
person will abruptly fall and begin to have jerking movements of their body and head. Drooling, biting of the tongue and incontinence of urine
may occur. When the jerking movements stop, the patient may remain unconscious for a period of time. The seizure usually lasts 5 to 20
minutes. They often awaken confused and may sleep for a period of time. The patients may experience prolonged weakness after the event.

According to the Epilepsy Foundation, there are about 2.5 million epilespy patients in the United States, with approximately 180,000 new cases
diagnosed in the U.S. each year. Worldwide, 50 million people are estimated to have epilepsy. The incidence of epilepsy appears to depend
somewhat on the age of the individual. The risk of epilepsy from birth through age 20 is approximately 1%. Within this group, incidence is
highest during the first year of life and increases somewhat at the onset of puberty. From age 20 to 55 it decreases again, but increases after age
55.

The main treatment options for people with epilepsy are anticonvulsant medications, surgery and vagus nerve stimulation (VNS). A ketogenic
diet is also a treatment option for some children. Certain medical devices or surgery may be effective for some patients, but invasive treatment
options carry the risk of bleeding, infection or other complications, are generally reserved for a small subset of severely ill patients and are
usually used only after drug therapy has failed. Despite the variety of existing drugs, implantable medical devices and surgeries for epilepsy,
approximately one-third of the epilepsy patient population remains resistant to currently available medical treatment according to Brain, a
journal of neurology.

Many drugs are available to treat epilepsy, several of which have only recently been released. Older, classic medications used to treat epilepsy
include: Dilantin, Phenobarbital, Tegretol, Mysoline, Zarontin, Depakene, Depakote, Depakote ER, Valium and tranquilizers such as Tranxene
and Klonopin. Newer drugs to treat epilepsy include: Felbatol, Gabitril, Keppra, Lamictal, Lyrica®, Neurontin, Topamax, Trileptal and
Zonegran.These drugs are believed to work through a variety of mechanisms, including inhibition of sodium ion channels and the enhancement
of GABA.
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In general, for a given type of epilepsy there are only minor differences among appropriate drugs. The choice is most often based on other
factors specific to each patient, such as which side effects can be tolerated by the patient, other illnesses they may have, and which delivery
method is acceptable. Each of these drugs is associated with side effects, such as dizziness, drowsiness, fatigue, nausea and depression as well as
mood, attention and sleeping disorders, which limit their utility in the treatment of many patients. Many patients require combination therapy to
adequately control seizure activity. Although the different types of epilepsy vary greatly, in general, medications can only control seizures in
about two-thirds of patients.

The drug with which treatment is best initiated depends on the type of seizures to be treated. The dose of the selected drug is gradually increased
until seizures are controlled or side effects prevent further increases. If seizures continue despite treatment at the maximal tolerated dose, a
second drug is added and the dose increased depending on tolerance; the first drug is then gradually withdrawn.

In treatment of partial and secondarily generalized tonic-clonic seizures, the success rate is higher with Tegretol, Dilantin, or Depakote than with
Luminal or Mysoline. Neurontin, Topamax, Lamictal, Trileptal, Keppra, and Zonegran are newer antiepileptic drugs that are effective for partial
or secondarily generalized seizures. Felbatol is also effective for such seizures but, because it may cause aplastic anemia or fulminant hepatic
failure, is used only in selected patients unresponsive to other measures. Gabitril is another adjunctive agent for partial seizures. In most patients
with seizures of a single type, satisfactory control can be achieved with a single anticonvulsant drug. Treatment with two drugs may further
reduce seizure frequency or severity, but usually at the cost of more side effects.

Vigabatrin is used in over 30 countries for the treatment of complex partial seizures in patients who have failed several treatments, and West
Syndrome. On August 21, 2009, Sabril® was approved for these indications in the United States. In general, GABA-AT inhibitors, like
vigabatrin, are an effective treatment for epilepsies of the myoclonic variety. Although vigabatrin (CPP-109) is one of the drugs in our
development pipeline, there are no plans to develop CPP-109 for the treatment of epilepsy and to directly compete against Sabril® for that use at
this time.

CPP-115, like vigabatrin (CPP-109), is a GABA-AT inhibitor and we will be developing it for both epilepsy (specifically, complex partial
seizures and West Syndrome) and drug addiction (cocaine addition).

With the exception of the visual field defects, vigabatrin is a relatively well tolerated drug. However, there can be no assurance that CPP-115
will be equally well tolerated or that it will exhibit fewer visual field defects (as we have hypothesized) than vigabatrin. The side effect profile of
CPP-115 will play a very large role in the ultimate acceptance and marketing of the drug. Due to these unknowns, it would be speculative to
provide estimates regarding the potential market size for CPP-115.

We are pursuing CPP-115 for the treatment of epilepsy and this drug, like vigabatrin, is a GABA-AT inhibitor. There is data regarding
vigabatrin, which works by the same mechanism as CPP-115, which indicates that the inhibition of GABA-AT is an effective way to treat
myoclonic seizure activity, particularly complex partial seizures and West Syndrome. However, there are other mechanisms of action shared by
other successful epilepsy pharmacotherapies that include blockade or modulation of sodium, potassium, or calcium channels, GABA agonists,
antagonists, and modulators, GABA transporter inhibitors and modulators, a2d ligands, and SV2a ligands, so there can be no assurance that one
of the current therapies or even a new therapy that works by one, or more, of these alternate mechanism could be found to be effective for one,
or more, of CPP-115 s potential market segments.

Intellectual Property Rights

Protection of our intellectual property and proprietary technology is a strategic priority for our business. We rely on a combination of patent,
trademark, copyright and trade secret laws along with institutional know-how and continuing technological advancement, to develop and
maintain our competitive position. Our ability to protect and use our intellectual property rights in the continued development and
commercialization of our technologies and products, operate without infringing the proprietary rights of others, and prevent others from
infringing our proprietary rights, is crucial to our continued success. We will be able to protect our products and technologies from unauthorized
use by third parties only to the extent that they are covered by valid and enforceable patents, trademarks or copyrights, or are effectively
maintained as trade secrets, know-how or other proprietary information. See Item 1A., Risk Factors Risks Related to Our Intellectual Property.
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Brookhaven License Agreement

We have been granted an exclusive, worldwide license from Brookhaven to nine patents relating to the use of vigabatrin for a range of
indications, including the treatment of a wide variety of substance addictions, with expiration dates for the issued patents between 2018 and
2023. Additionally, we received approval from the European Union ( EU ) with respect to one of our principal patents, which has allowed us to
seek registration for this patent in eighteen EU member states.

The license agreement, which is dated as of April 30, 2006 and which supersedes a previous license agreement that was entered into in 2002,
grants us an exclusive worldwide license, including the right to sublicense, to make, have made, use, and/or sell licensed products and practice
the licensed process with respect to the medical application in humans of vigabatrin under certain patent rights. These rights are subject to the
United States government s rights to practice the licensed process for its own use. The purpose of this agreement is to permit us to commercialize
products upon the receipt of government regulatory approval for the use of vigabatrin for the treatment of human drug addiction and
addiction-related behavior. In exchange for such rights, we paid Brookhaven an initial fee of $50,000 and have agreed to pay a fee of $100,000

in the year of NDA approval for CPP-109, $250,000 in each of the second and third years following approval, and $500,000 per year thereafter
until the last patent expires. In addition, upon the filing of an NDA for CPP-109 and the approval of an NDA for CPP-109, we will be obligated
to reimburse Brookhaven for certain expenses it incurs in connection with the filing, prosecution and maintenance of all patents and patent
applications included in the patent rights we have licensed.

We have also agreed to consult with Brookhaven on at least a quarterly basis with respect to drug development steps taken and progress made
toward the objective of gaining marketing approval from the FDA for any licensed product from the beginning of our agreement through the
date the FDA grants us its approval to sell any licensed product. We have also agreed to have in effect and maintain a liability insurance policy
in an amount of at least $1,000,000 to cover claims arising out of the manufacture and use of licensed products and such policy shall designate
Brookhaven as an additional insured. We have agreed to increase and maintain, throughout the life of the agreement and for five years after its
termination, liability insurance coverage in the amount of at least $5,000,000 upon acceptance by the FDA of our application to commence
Phase III clinical trials involving licensed products. Our agreement with Brookhaven expires simultaneously with the expiration of the last to
expire patent it has licensed to us.

Brookhaven has formally advised us that they believe that the amount due them for patent related expenses as of December 31, 2009 was
approximately $1.2 million. We believe that we are only contingently liable to Brookhaven for approximately $166,000, and we have advised
Brookhaven that we are disputing their determination of patent-related expenses due under the license agreement. There can be no assurance as
to the outcome of this matter. In any event, no patent-related expenses are due to Brookhaven under the license agreement until we submit an
NDA for CPP-109.

Northwestern University License Agreement

On August 27, 2009, we entered into a license agreement with Northwestern University under which we acquired worldwide rights to
commercialize new GABA aminotransferase inhibitors and derivatives of vigabatrin which have been discovered and patented by Northwestern
University. Under the terms of the license agreement, Northwestern University granted us an exclusive worldwide license to certain composition
of matter patents related to the new class of inhibitors and a patent application relating to derivatives of vigabatrin. We have designated the lead
compound to be developed under this license as CPP-115.

We believe that the newly licensed compounds are the only known GABA aminotransferase inhibitors in existence or in development other than
vigabatrin. We also believe that the newly licensed compounds may be significantly more potent than vigabatrin, and due to subtle differences in
the biochemistry of the inactivation of GABA-AT, they may also exhibit less visual side effects than vigabatrin. We plan to seek to develop
these compounds for the treatment of several indications, including epilepsy and drug addiction. However, these compounds are at a very early
stage of development and there can be no assurance as to whether these new compounds will ever be determined to be safe and effective.

Under our license agreement with Northwestern, we will be responsible for continued research and development of any resulting product
candidates. We have the right to terminate the agreement in whole or in part after August 27, 2012, upon written notice. As of December 31,
2009, we have paid Northwestern University upfront payments aggregating $35,000 and we are obligated to pay certain additional fees, $32,871
in expenses, and milestone payments in future years relating to our clinical development activities under this license or payable upon passage of
time. The first milestone payment of $50,000 is due on or before August 27, 2012. We are also obligated to pay Northwestern royalties on any
products resulting from the license agreement.
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Manufacturing and Marketing
CPP-109

Since the composition of matter patent for vigabatrin has previously expired, we will not, to our knowledge, violate any patents if we
commercialize CPP-109. We have entered into a new agreement to formulate and manufacture CPP-109 for use in our future clinical trials. We
also intend in the future to manufacture commercial quantities of CPP-109 on a contract basis, if the FDA approves an NDA for CPP-109.

Our supplier has agreed to manufacture CPP-109 for us in quantities that we believe will be sufficient to conduct our future U.S. Phase II clinical
trials evaluating CPP-109 for the treatment of cocaine addiction along with a matching placebo. Our contract contains no renewal provisions.
Pursuant to our agreement, we have agreed to indemnify our supplier against: (i) costs relating to any potential injury suffered by persons who
take CPP-109 that our supplier manufactures; (ii) any losses arising from our negligence in labeling, handling or storing CPP-109; (iii) any
specifications which we give them that are incorrect or do not meet FDA-approved standards; (iv) any misrepresentation or breach by us of the
agreement; and (v) any patent infringement claims that may result from the use of CPP-1009.

Further, our supplier has agreed to indemnify us against any losses related to its negligence or willful misconduct in the manufacture of
CPP-109; any misrepresentation by our supplier in the agreement; and any claims by third parties that our supplier infringed or misappropriated
any intellectual property in its manufacture of CPP-109.

Any NDA that we file for CPP-109 will require a manufacturing plan. If the manufacturing plan and data are insufficient, the NDA will not be
approved. Further, even if we receive approval of an NDA for CPP-109, if our manufacturer does not follow good manufacturing practices, or
c¢GMP, in the manufacture of our products, it may delay product launches or shipments or adversely affect our business.

Since we intend to contract with a third party to manufacture our products, if the FDA approves an NDA for CPP-109, our contract manufacturer
will be required to comply with all applicable environmental laws and regulations that affect the manufacturing process. As a result, we do not
believe that we will have any significant exposure to environmental issues.

CPP-115

We have entered into a contract to manufacture the active pharmaceutical ingredient (  API ) sufficient to meet the needs of our initial non-clinical
program described above. We have taken steps to insure that the amount of API ordered in this contract is sufficient for our initial needs, but
there is no absolute assurance of this.

We have no plans at this time to build or acquire the manufacturing capability needed to prepare either the CPP-115 API or CPP-115 product on
a commercial scale. We expect at this time that these materials will be prepared by a contractor with suitable capabilities for these tasks and that
we will enter into appropriate supply agreements with these contractors at appropriate times in the development and commercialization of this
product. There are no plans at this time to enter into such agreements. Further, the contractors selected would have to be inspected by the FDA
and found in substantial compliance with federal regulations in order for an NDA for CPP-115 to be approved and there can be no assurance that
the contractors we select in the future would pass such an inspection.

Marketing

We do not have any in-house marketing, distribution, or production capabilities. In order to generate sales of CPP-109, CPP-115 or any other
product candidates we may develop, we must either acquire or develop an internal marketing force with technical expertise and with supporting
documentation capabilities, or make arrangements with third parties to perform these services for us. The acquisition and development of a
marketing and distribution infrastructure will require substantial resources, which may divert the attention of our management and key personnel
away from our product development efforts. To the extent that we enter into marketing and distribution arrangements with third parties, our
revenues will depend on the efforts of others. If we fail to enter into such agreements, or if we fail to develop our own marketing and distribution
channels, we would experience delays in product sales and incur increased costs.
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Competition

The biotechnology and pharmaceutical industries are highly competitive. In particular, competition for the development and marketing of
therapies to treat epilepsy and addictive substances such as cocaine and methamphetamine is intense and expected to increase. Many of our
competitors have substantially greater financial and other resources, larger research and development staffs and more experience developing
products, obtaining FDA and other regulatory approval of products, and manufacturing and marketing products. We compete against
pharmaceutical companies that are developing or currently marketing therapies for addictive substances. In addition, we compete against
biotechnology companies, universities, government agencies, and other research institutions in the development of substance abuse treatments,
technologies and processes that are, or in the future may be, the basis for competitive commercial products. While we believe that our product
candidates will offer advantages over many of the currently available competing therapies, our business could be negatively impacted if our
competitors present or future offerings are more effective, safer or less expensive than ours, or more readily accepted by regulators, healthcare
providers or third-party payers.

CPP-109

While there are no currently approved therapies for cocaine or methamphetamine addiction, we are aware of certain other therapies that are
under development. These can be broadly classified into four groups:

Cocaine-mimetics. The mechanism of action of these drugs is similar to cocaine. None of these approaches have, to our knowledge, shown
any efficacy.

Cocaine-antagonists. These compounds are intended to selectively target GABA, moderating dopamine levels in the brain. We believe that
many of these compounds are receptor active and require increasing dosing over time. None of these compounds are presently approved
for marketing to treat addiction.

Dopamine B-hydroxylase inhibitors. These compounds block the enzyme that converts dopamine to norepinephrine, which raises
dopamine levels in the central nervous system ( CNS ). We believe that this strategy is designed to address withdrawal, rather than craving
and euphoria. This approach, to our knowledge, has yet to show any efficacy.

Addiction Vaccines. These vaccines are designed to block cocaine or methamphetamine transport into the brain. They are not broadly
immunogenic in humans to date and require several injections. They also do not address issues relating to craving or other behaviors
associated with cocaine or methamphetamine addiction. We also believe that they can be overwhelmed by increasing dosages.
On August 21, 2009, the FDA approved two NDAs for Sabril® for the treatment of infantile spasms and as an adjunctive (add-on) therapy for
adult patients with refractory complex partial seizures, who have failed several treatments. The NDAs are for different formulations of Sabril®,
and both NDAs are held by Lundbeck Inc. (Lundbeck). Because of the risks of visual field damage associated with vigabatrin, Sabril® was
approved under an FDA-mandated Risk Evaluation and Mitigation Strategy (REMS) program and is only available through a special restricted
distribution program approved by the FDA.

We believe that any attempted commercialization by Lundbeck of Sabril® for the treatment of cocaine and/or methamphetamine addiction would
violate our licensed patents, and we have advised Lundbeck of our belief in that regard. We would vigorously assert our intellectual property
rights if Lundbeck sought to market Sabril® for the treatment of any addictive or obsessive compulsive conditions covered by our patents. There
can be no assurance we would be successful in that regard.
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CPP-115 For Epilepsy

Epilepsy represents a large and growing market opportunity. Sales of drugs currently marketed for the treatment of epilepsy totaled
approximately $8.9 billion in the United States during 2006, according to IMS Health. These sales included prescriptions of these drugs for both
epilepsy and other indications, including neuropathic pain.

The market for epilepsy treatments is highly competitive. Large pharmaceutical companies, including Pfizer (Neurontin®, Lyrica®, Dilantin®,
Zarontin®), J&J (Topamax®), UCB (Keppra®), Abbott (Depakote®), GSK (Lamictal®), Roche (Klonopin®), and Novartis (Trileptal®) sell, or are
developing, epilepsy therapies. However, as stated earlier, approximately one-third of all epilepsy patients are not readily helped by any current
known epilepsy treatments.

It is difficult to determine sales of products specifically for epilepsy as many of these products are used in other indications such as neuropathy,
pain, migraine, dementia, and bipolar disorders. However, according to IMS Health, in 2004, 80% of epilepsy cases were treated by Tegretol®,

Depakote®, Dilantin® or Emeside/Zarontin, either as monotherapy or in combination (i.e. adjunctive treatment). Sales information for epilepsy

drugs (including all uses of each drug) is included in the following table:

Most Recent

Drug Manufacturer Sales Year Data Annual Sales Comments
Tegretol XR® Novartis 2008 $451 million Increased by 9%

worldwide over 2007
Depakote® Abbott 2008 $130 million Patent expired in

worldwide 2008, so generic
competition began
in the middle of

the year
Lamictal® GSK 2008 $1.34 billion U.S. patent expired

worldwide in 2008 and sales
decreased 22%
from 2007, however an
extended release
version is in
development and
in 2008, Lamictal® was
approved in Japan as an
anti-epileptic drug.

Trileptal® Novartis 2008 $332 million Decreased by 52%
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UCB Pharma

Sanofi-Aventis

2008

2007
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worldwide, ex U.S.

worldwide since 2007
$1.79 billion Increased from
worldwide $1.45 billion in

2007, but lost U.S.
exclusivity in 2008;
however, an
extended release
version is in the
pipeline, and UCB
has filed for
additional pediatric

indications
$32 million Approved in U.S. for

infantile spasms and
refractory and complex

partial seizures in 2009.
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Government Regulation
The FDA Approval Process

In the United States, pharmaceutical products are subject to extensive regulation by the FDA. The Federal Food, Drug, and Cosmetic Act, or the
FDC Act, and other federal and state statutes and regulations, govern, among other things, the research, development, testing, manufacture,
storage, recordkeeping, approval, labeling, promotion and marketing, distribution, post-approval monitoring and reporting, sampling, and import
and export of pharmaceutical products. Failure to comply with applicable U.S. requirements may subject a company to a variety of
administrative or judicial sanctions, such as FDA refusal to approve pending NDAs, warning letters, product recalls, product seizures, total or
partial suspension of production or distribution, injunctions, fines, civil penalties, and criminal prosecution.

Pharmaceutical product development in the U.S. typically begins with pre-clinical laboratory and animal tests and the submission to the FDA of
a notice of claimed investigational exemption or an IND, which must become effective before clinical testing may commence, and adequate and
well-controlled clinical trials to establish the safety and effectiveness of the drug for each indication for which FDA approval is sought.
Satisfaction of FDA pre-market approval requirements typically takes many years and the actual time required may vary substantially based
upon the type, complexity and novelty of the product or disease.

Pre-clinical tests include laboratory evaluation of product chemistry, formulation and toxicity, as well as animal trials to assess the
characteristics and potential safety and efficacy of the product. The conduct of the pre-clinical tests must comply with federal regulations and
requirements including good laboratory practices. The results of pre-clinical testing are submitted to the FDA as part of an IND along with other
information including information about product chemistry, manufacturing and controls and a proposed clinical trial protocol. Long term
pre-clinical tests, such as animal tests of reproductive toxicity and carcinogenicity, may continue after the IND is submitted.

A 30-day waiting period after the submission of each IND is required prior to the commencement of clinical testing in humans. If the FDA has
not commented on or questioned the IND within this 30-day period, the clinical trial proposed in the IND may begin.

Clinical trials must be conducted in compliance with federal regulations, good clinical practices or GCP, as well as under protocols detailing the
objectives of the trial, the parameters to be used in monitoring safety and the effectiveness criteria to be evaluated. Each protocol involving
testing on U.S. patients and subsequent protocol amendments must be submitted to the FDA as part of the IND.

The FDA may order the temporary or permanent discontinuation of a clinical trial at any time, or impose other sanctions, if it believes that the
clinical trial is not being conducted in accordance with FDA requirements or presents an unacceptable risk to the clinical trial patients. The study
protocol and informed consent information for patients in clinical trials must also be submitted to an institutional review board ( IRB ) for
approval. An IRB may also require the clinical trial at the site to be halted, either temporarily or permanently, for failure to comply with the

IRB s requirements, or may impose other conditions.
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Clinical trials are typically conducted in three sequential phases, but the phases may overlap. In Phase I, the initial introduction of the drug into
healthy human subjects or patients, the drug is tested to assess metabolism, pharmacokinetics, pharmacological actions, side effects associated
with increasing doses and, if possible, early evidence on effectiveness. Phase II usually involves trials in a limited patient population, to
determine the effectiveness of the drug for a particular indication or indications, dosage tolerance and optimum dosage, and identify common
adverse effects and safety risks. If a compound demonstrates evidence of effectiveness and an acceptable safety profile in Phase II evaluations,
Phase I1I trials are undertaken to obtain the additional information about clinical efficacy and safety in a larger number of patients, typically at
geographically dispersed clinical trial sites, to permit the FDA to evaluate the overall benefit-risk relationship of the drug and to provide
adequate information for the labeling of the drug.

After completion of the required clinical testing, an NDA is prepared and submitted to the FDA. FDA approval of the NDA is required before
marketing of the product may begin in the U.S. The NDA must include the results of all pre-clinical, clinical and other testing and a compilation
of data relating to the product s pharmacology, chemistry, manufacture, and controls. The cost of preparing and submitting an NDA is
substantial. Under federal law, the submission of most NDAs is additionally subject to a substantial application user fee, and the manufacturer
and/or sponsor under an approved new drug application are also subject to annual product and establishment user fees. These fees are typically
increased annually.

The FDA has 60 days from its receipt of an NDA to determine whether the application will be accepted for filing based on the agency s threshold
determination that it is sufficiently complete to permit substantive review. Once the submission is accepted for filing, the FDA begins an
in-depth review. The FDA has agreed to certain performance goals in the review of new drug applications. Most such applications for
non-priority drug products are reviewed within ten months. The review process may be extended by the FDA for three additional months to
consider certain information or clarification regarding information already provided in the submission. The FDA may also refer applications for
novel drug products or drug products which present difficult questions of safety or efficacy to an advisory committee, typically a panel that
includes clinicians and other experts, for review, evaluation and a recommendation as to whether the application should be approved. The FDA
is not bound by the recommendation of an advisory committee, but it often follows such recommendations. Before approving an NDA, the FDA
will typically inspect one or more clinical sites to assure compliance with GCP. Additionally, the FDA will inspect the facility or the facilities at
which the drug is manufactured. The FDA will not approve the product unless compliance with current good manufacturing practices is
satisfactory and the NDA contains data that provides substantial evidence that the drug is safe and effective in the indication studied.

After the FDA evaluates the NDA and the manufacturing facilities, it issues an approvable letter or a complete response letter. A complete
response letter generally outlines the deficiencies in the submission and may require substantial additional testing or information in order for the
FDA to reconsider the application. If and when those deficiencies have been addressed to the FDA s satisfaction in a resubmission of the NDA,
the FDA will issue an approval letter. The FDA has committed to reviewing such resubmissions in two or six months depending on the type of
information included.

An approval letter authorizes commercial marketing of the drug with specific prescribing information for specific indications. As a condition of
NDA approval, the FDA may require substantial post-approval testing and surveillance to monitor the drug s safety or efficacy and may impose
other conditions, including labeling restrictions which can materially affect the potential market and profitability of the drug. Once granted,
product approvals may be withdrawn if compliance with regulatory standards is not maintained or problems are identified following initial
marketing.

19

Table of Contents 27



Edgar Filing: Catalyst Pharmaceutical Partners, Inc. - Form 10-K

Table of Conten
The Hatch-Waxman Act

The approval process described above is premised on the applicant being the owner of, or having obtained a right of reference to, all of the data
required to prove the safety and effectiveness of a drug product. This type of marketing application, sometimes referred to as a full or

stand-alone NDA, is governed by Section 505(b)(1) of the FDC Act. A Section 505(b)(1) NDA contains full reports of investigations of safety
and effectiveness, which includes the results of pre-clinical studies and clinical trials, together with detailed information on the manufacture and
composition of the product, in addition to other information. We intend to submit a Section 505(b)(1) application for CPP-109 for cocaine
addiction.

In seeking approval for a drug through an NDA, applicants are required to list with the FDA each patent with claims that cover the applicant s
product. Upon approval of a drug, each of the patents listed in the application for the drug is then published in the FDA s Approved Drug
Products with Therapeutic Equivalence Evaluations, commonly known as the Orange Book. Drugs listed in the Orange Book can, in turn, be
cited by potential competitors in support of approval of a 505(b)(2) application or an abbreviated new drug application, or ANDA.

An ANDA provides for marketing of a drug product that has the same active ingredients in the same strengths and dosage form as the listed drug
and has been shown through bioequivalence testing to be therapeutically equivalent to the listed drug. These applicants are not required to
conduct or submit results of pre-clinical or clinical tests to prove the safety or effectiveness of their drug product, other than the requirement for
bioequivalence testing. Drugs approved in this way are commonly referred to as  generic equivalents to the listed drug, and can often be
substituted by pharmacists under prescriptions written for the original listed drug.

The ANDA applicant is required to certify to the FDA concerning any patents listed for the approved product in the FDA s Orange Book.
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. A certification that the new product will not infringe the already approved product s listed patents or that
such patents are invalid is called a Paragraph 4 certification. If the applicant does not challenge the listed patents, the ANDA application will not
be approved until all the listed patents claiming the referenced product have expired.

If the ANDA applicant has provided a Paragraph 4 certification to the FDA, the applicant must also send notice of the Paragraph 4 certification
to the NDA and patent holders once the ANDA has been accepted for filing by the FDA. The NDA and patent holders may then initiate a patent
infringement lawsuit in response to the notice of the Paragraph 4 certification. The filing of a patent infringement lawsuit within 45 days of the
receipt of a Paragraph 4 certification automatically prevents the FDA from approving the ANDA until the earlier of 30 months, expiration of the
patent, settlement of the lawsuit or a decision in the infringement case that is favorable to the ANDA applicant.

The ANDA 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. Federal law provides a period of five years of marketing exclusivity
following approval of a drug containing no previously approved active ingredients (or salts and esters thereof), during which ANDAs for generic
versions of those drugs cannot be submitted unless the submission contains a Paragraph 4 challenge to a listed patent, in which case the
submission may be made four years following the original product approval.
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A 505(b)(2) NDA enables the applicant to rely, in part, on the safety and efficacy data of an existing product, or published literature, in support
of its application. 505(b)(2) NDAs often provide an alternate path to FDA approval for new or improved formulations or new uses of previously
approved products. 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. The applicant may rely upon
certain pre-clinical or clinical studies conducted for an approved product. 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 Orange Book to the same extent that an ANDA applicant would.
Thus approval of a 505(b)(2) NDA can be stalled until all the listed patents claiming the referenced product have expired, 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, and, in the case of a Paragraph 4 certification and subsequent patent infringement suit, until the earlier of 30 months, settlement of the
lawsuit or a decision in the infringement case that is favorable to the Section 505(b)(2) applicant.

In August 2009, the FDA approved Lundbeck s NDAs for Sabrfl (vigabatrin) tablets for the treatment of refractory complex partial seizures in
patients who have failed several treatments and for sachets for the treatment of infantile spasms (West s Syndrome). The NDAs were granted the
five year exclusivity described above and therefore that exclusivity will not be available to CPP-109 upon approval at a later date.

Federal law provides for the extension of a patent s expiration date for up to five years if that patent is listed in the FDA s Orange Book, was not
previously extended for any other approved product, and if that patent covers a product containing an active ingredient that was not previously
approved in any other product. Since the FDA approved both of Lundbeck s NDAs (described previously), any patents listed in the Orange Book
for CPP-109 would not be eligible for a patent term extension due to the fact that vigabatrin will have been previously approved in Lundbeck s
NDA:s. For the purposes of implementing this federal law, a separate enantiomer of a previously approved chemical entity is considered a new
chemical entity. Therefore, should Catalyst pursue the development of a next generation product containing S-vigabatrin and list a patent in the
Orange Book, that patent would be eligible for up to five years of patent term extension. Furthermore, CPP-115 is a new chemical entity and the
patents we have licensed would be eligible for extension under this law.

Federal law provides for a period of three years of exclusivity following approval of a listed drug that contains previously approved active
ingredients but is approved in a new dosage form, route of administration or combination, or for a new use, the approval of which was required
to be supported by new clinical trials conducted by or for the sponsor, during which the FDA cannot grant effective approval of an ANDA based
on that listed drug for the same new dosage form, route of administration or combination, or new use. Non-patent exclusivity under the
Hatch-Waxman Act does not prevent a competitor from submitting, or the FDA from approving, a full 501(b)(1) NDA. Furthermore, this three
year period of exclusivity does not prevent an applicant from filing an ANDA or 505(b)(2) application prior to the expiration of the exclusivity,
and in which the applicant is requesting approval after the expiration of this three year period of exclusivity. CPP-109 is expected to be eligible
for three year s exclusivity.

Federal law provides for a period of seven years of exclusivity as an orphan drug for the first drug containing a particular active ingredient
approved for a particular orphan indication . An orphan indication is an indication for a disease observed in less than 200,000 people in the
United States. Sabril® was granted orphan drug exclusivity for the treatment of West Syndrome and it is expected that CPP-115 would be
granted orphan drug designation for the treatment of the same condition when the FDA and/or international regulatory agencies have been
satisfied that we have produced a sufficient quantity of information to demonstrate that CPP-115 may be effective for treating this indication.
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Other Regulatory Requirements

Once an NDA is approved, a product will be subject to certain post-approval requirements. For instance, 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. The FDA may also require as a
condition of approval for drugs with significant safety issues, implementation of a Risk Evaluation and Mitigation Strategy (REMS). Such
strategy may include Black Box warnings, limitations on promotion and distribution, and periodic testing of patients on the drug to monitor
whether administration of the drug continues to be safe and effective for the patient.

Drugs may be marketed only for the approved indications and in accordance with the provisions of the approved labeling. Changes to some of
the conditions established in an approved application, including changes in indications, labeling, or manufacturing processes or facilities, require
submission and FDA approval of a new NDA or NDA supplement before the change can be implemented. An NDA supplement for a new
indication typically requires clinical data similar to that in the original application, and the FDA uses the same procedures and actions in
reviewing NDA supplements as it does in reviewing NDAs.

Adverse event reporting and submission of periodic reports is required following FDA approval of an NDA. The FDA also may require
post-marketing testing, known as Phase IV testing, and surveillance to monitor the effects of an approved product or place conditions on an
approval that could restrict the distribution or use of the product. In addition, quality control as well as drug manufacture, packaging, and
labeling procedures must continue to conform to current good manufacturing practices, or cGMPs, after approval. Drug manufacturers and
certain of 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 during which the agency inspects manufacturing facilities to assess compliance with cGMPs. Accordingly,
manufacturers must continue to expend time, money and effort in the areas of production and quality control to maintain compliance with
c¢GMPs. Regulatory authorities may withdraw product approvals or request product recalls if a company fails to comply with regulatory
standards, if it encounters problems following initial marketing, or if previously unrecognized problems are subsequently discovered.

Fast Track Designation

Under the fast track program, the sponsor of a new drug candidate intended for the treatment of a serious or life-threatening condition and which
demonstrates the potential to address unmet medical needs for the condition may request the FDA to designate the drug candidate as a fast track
drug concurrent with or after the filing of the IND for the drug candidate. The FDA must determine if the drug candidate qualifies for fast track
designation within 60 days of receipt of the sponsor s request. Once the FDA designates a drug as a fast track product, it is required to facilitate
the development and expedite the review of that drug.

In addition to other benefits such as the ability to use surrogate endpoints and have greater interactions with the FDA, the FDA may initiate
review of sections of a fast track drug s NDA before the application is complete. This rolling review is available if the applicant provides and the
FDA approves a schedule for the submission of the remaining information and the applicant pays applicable user fees. However, the FDA s time
period goal for reviewing an application does not begin until the last section of the NDA is submitted. Additionally, the fast track designation
may be withdrawn by the FDA if it believes that the designation is no longer supported by data emerging in the clinical trial process.

Priority Review

Under FDA policies, a drug candidate is eligible for priority review, or review within a six-month time frame from the time a complete NDA is
submitted, if the drug candidate is intended for the treatment, diagnosis or prevention of a serious or life-threatening condition, demonstrates the
potential to address an unmet medical need, or provides a significant improvement compared to marketed drugs.
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Anti-Kickback, False Claims Laws & The Prescription Drug Marketing Act

In addition to FDA restrictions on marketing of pharmaceutical products, several other types of state and federal laws have been applied to
restrict certain marketing practices in the pharmaceutical industry in recent years. These laws include anti-kickback statutes and false claims
statutes. The federal healthcare program anti-kickback statute prohibits, among other things, knowingly and willfully offering, paying, soliciting
or receiving remuneration to induce or in return for purchasing, leasing, ordering or arranging for the purchase, lease or order of any healthcare
item or service reimbursable under Medicare, Medicaid or other federally financed healthcare programs. This statute has been interpreted to
apply to arrangements between pharmaceutical manufacturers on the one hand and prescribers, purchasers and formulary managers on the other.
Violations of the anti-kickback statute are punishable by imprisonment, criminal fines, civil monetary penalties and exclusion from participation
in federal healthcare programs. Although there are a number of statutory exemptions and regulatory safe harbors protecting certain common
activities from prosecution or other regulatory sanctions, the exemptions and safe harbors are drawn narrowly, and practices that involve
remuneration intended to induce prescribing, purchases or recommendations may be subject to scrutiny if they do not qualify for an exemption
or safe harbor.

Federal false claims laws prohibit any person from knowingly presenting, or causing to be presented, a false claim for payment to the federal
government, or knowingly making, or causing to be made, a false statement to have a false claim paid. Recently, several pharmaceutical and
other healthcare companies have been prosecuted under these laws for allegedly inflating drug prices they report to pricing services, which in
turn were used by the government to set Medicare and Medicaid reimbursement rates, and for allegedly providing free product to customers with
the expectation that the customers would bill federal programs for the product. In addition, certain marketing practices, including off-label
promotion, may also violate false claims laws. The majority of states also have statutes or regulations similar to the federal anti-kickback law
and false claims laws, which apply to items and services reimbursed under Medicaid and other state programs, or, in several states, apply
regardless of the payer.

Physician Drug Samples

As part of the sales and marketing process, pharmaceutical companies frequently provide samples of approved drugs to physicians. The
Prescription Drug Marketing Act, or the PDMA, imposes requirements and limitations upon the provision of drug samples to physicians, as well
as prohibits states from licensing distributors of prescription drugs unless the state licensing program meets certain federal guidelines that
include minimum standards for storage, handling and record keeping. In addition, the PDMA sets forth civil and criminal penalties for
violations.

Health Care Reform

In March 2010, Congress passed legislation to reform the health-care system, including the cost, delivery and availability of pharmaceutical
products to patients. This legislation was later signed into law by President Obama. It is unknown what effect, if any, this legislation will have
on our business. Prior stimulus legislation passed by Congress and President Obama in an attempt to help the economy included funding for
research projects through the National Institute of Health, and there are ongoing efforts to pass further stimulus legislation. There can be no
assurance, any further efforts to pass additional stimulus legislation may help companies like us or our competitors obtain the funding for some
of our studies.

Foreign regulations

Any marketing of CPP-109 or CPP-115 outside of the United States will be contingent on the receipt of approval from various regulatory
authorities. Foreign regulatory systems, which vary from country to country, generally include risks similar to those associated with FDA
regulation in the U.S. Under the European Union regulatory system, applications for drug approval may be submitted either in a centralized or
decentralized manner. Under the centralized procedure, a single application to the European Medicines Agency leads to an approval granted by
the European Commission which permits marketing of the product throughout the European Union. The decentralized procedure provides for
mutual recognition of nationally approved decisions and is used for products that do not comply with requirements for the centralized procedure.
Under the decentralized procedure, the holders of national marketing authorization in one of the countries within the European Union may
submit further applications to other countries within the European Union, who will be requested to recognize the original authorization based on
an assessment report provided by the country in which marketing authorization is held.
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As with FDA approval, we may not be able to secure regulatory approvals in certain European countries in a timely manner, if at all.
Additionally, as in the U.S., post-approval regulatory requirements would apply to any products that are approved in Europe, and failure to
comply with such obligations could have a material adverse effect on our ability to successfully commercialize any product.

Outside of the European Union, we are subject to widely varying foreign obligations, which may be quite different from those of the FDA,
governing clinical studies, product registration and approval and pharmaceutical sales. Whether or not FDA approval has been received, we must
obtain separate approval for products by the comparable regulatory authorities of foreign countries prior to the commencement of marketing
CPP-109 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. In addition, under current U.S. law, there are significant restrictions on the export of products not approved by the FDA,
depending on the country involved and the status of the product in that country.

Our Employees

As of March 26, 2010, we had six employees. We also utilize the services of consultants including a member of our Board of Directors, our
Chief Medical Officer and several members of our Scientific Advisory Board. None of our employees are covered by a collective bargaining
agreement. We believe our relationship with our employees and consultants is good.

Our Scientific Advisory Board

We rely on prominent scientists and physicians to advise us on our pipeline of drug candidates and the clinical development of CPP-109 and
CPP-115. All of our advisors are employed by organizations other than ours and may have commitments to or consulting or advisory agreements
with other entities that may limit their availability to us. Our Scientific Advisory Board currently consists of the following members:

Stephen L. Dewey, Ph.D. serves as Chairman of our Scientific Advisory Board. Dr. Dewey, a former Senior Scientist at Brookhaven National
Laboratory, is now the Head of the Center for Behavioral and Molecular Imaging at the Feinstein Institute for Medical Research at the North
Shore-L1J Health System. Dr. Dewey is a recognized authority in positron emission tomography, which uses certain compounds to visualize and
quantify biochemical processes as well as the distribution and movement of drugs in the living human and animal body. Dr. Dewey was with
Brookhaven since 1986, serving as Assistant Scientist, Associate Scientist, Scientist, Tenured Scientist and Senior Scientist. Dr. Dewey recently
moved his entire research program to the Feinstein Institute for Medical Research. Dr. Dewey is a Professor of Molecular Medicine at the

Hofstra University School of Medicine as well as a Research Professor of Psychiatry at the New York University School of Medicine and an
Adjunct Professor of Neurobiology and Behavior and Cellular and Molecular Pharmacology at Stony Brook University. Dr. Dewey has been
developing a novel approach to treating addiction and is devoted to research within this area. Dr. Dewey is a co-inventor of Brookhaven s patents
for substance addiction, including Brookhaven s patents covering the use of vigabatrin to treat addiction.

Jonathan Brodie, Ph.D., M.D. is the Marvin Stern Professor of Psychiatry at New York University School of Medicine. Dr. Brodie completed
his B.S. in Chemistry as a Ford Foundation Scholar and his Ph.D. in Physiological Chemistry (Organic Chemistry minor) at the University of
Wisconsin-Madison. He was a National Institute of Health, or NIH, postdoctoral Fellow in Biochemistry at Scripps Clinic and Research
Foundation and a tenured Associate Professor of Biochemistry at the School of Medicine at SUNY at Buffalo. He then received his M.D. at New
York University School of Medicine and joined the faculty after completing his residency in psychiatry at NYU/ Bellevue Medical Center. He
was a member of the Promotions and Tenure Committee of the School of Medicine as well as a member of the Executive Advisory Committee
of the General Clinical Research Center and the Protocol Review Committee of the Center for Advanced Brain Imaging (CABI) of Nathan Kline
Institute. For 15 years, he was the NYU Director of the Brookhaven National Laboratory/ NYUSOM collaboration investigating the use of
positron emitters and PET in neuroscience and psychiatry. He also served as Interim Chairman of the Department of Psychiatry at the NYU
School of Medicine. Additionally, Dr. Brodie serves as a psychopharmacology preceptor to psychiatry residents. As a clinician, he treats patients
in general issues of adult psychiatry including anxiety and depression. Dr. Brodie is a co-inventor of Brookhaven s patents for substance
addiction, including Brookhaven s patents covering the use of vigabatrin to treat addiction.
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Donald R. Jasinski, M.D. is Chief of the Center for Chemical Dependence at Johns Hopkins Bayview Medical Center in Baltimore, Maryland
and Professor of Medicine John Hopkins University School of Medicine. Dr. Jasinski received his medical degree from the University of Illinois
School of Medicine. After receiving his degree, Dr. Jasinski worked at the U.S. Public Health Service at the Addiction Research Center in
Kentucky, which was the first national laboratory set up to deal with narcotics and their effects. Dr. Jasinski has pioneered the use of
buprenorphine to treat opioid dependence. Buprenorphine, which was developed as a pain reliever for cancer patients, is now seen by many in
the medical community as the best drug on the market to treat patients who are addicted to heroin.

Robert D. Fechtner, M.D. is Professor of Ophthalmology and Director, Glaucoma Division at the Institute of Ophthalmology and Visual Science
and chair of the Institutional Review Board UMDNJ  New Jersey Medical School, Newark, New Jersey. Dr. Fechtner received his B.S. in
Biomedical Science and his medical degree from the University of Michigan School of Medicine. He completed his residency at Albert Einstein
College of Medicine in New York. This was followed by a fellowship in glaucoma at the University of California, San Diego under a National
Research Service Award from the National Institutes of Health. After several years on the faculty at University of Louisville, he joined the
faculty at New Jersey Medical School. Dr. Fechtner has published over 100 scientific articles, abstracts and chapters.

Eugene Laska, Ph.D. is Professor of Psychiatry at the Department of Psychiatry at New York University Medical Center. Dr. Laska received a
Ph.D. in Mathematics at New York University, and then completed a PHS Postdoctoral Fellowship at the Department of Statistics at Stanford
University. Dr. Laska is the Director of the Statistical Sciences and Epidemiology Division of the Nathan Kline Institute for Psychiatric
Research. Dr. Laska is also the Director of the WHO Collaborating Center for Research and Training in Mental Health Program Management,
and has served as a consultant to large and small pharmaceutical companies in the areas of biostatistics and clinical trial design.

Thomas Kosten, M.D., is Waggoner Professor of Psychiatry and Neuroscience at Baylor College of Medicine and a former Professor and Chief
of Psychiatry at Yale University and at the Veterans Administration (VA) Hospital in Connecticut. Dr. Kosten is also Research Director of the
VA National Substance Use Disorders Quality Enhancement Research Initiative (QUERI) based at the Houston VA and the founder of the
Division of Substance Abuse at Baylor, where he directs their NIH Medications Development Center for Substance Abuse. Dr. Kosten has been
supported by a Research Scientist Award from the NIH since 1987 and has served on national and international review groups for medications
development in substance abuse. Dr. Kosten is the founding Vice Chair for Added Qualifications in Addiction Psychiatry of the American Board
of Psychiatry and Neurology. He is a Distinguished Fellow in the American Psychiatric Association and fellow of the American College of
Neuropsychopharmocology, Past President of the American Academy of Addiction Psychiatry, and President of the College on Problems of
Drug Dependence. He has several major awards for clinical research, and is editor of two major journals in substance abuse and has been on the
American Journal of Psychiatry board. His recent work includes serving on the National Academy of Sciences Institute of Medicine committee
on vaccines for substance abuse. From his studies in substance dependence, post-traumatic stress disorder, and neuroimaging, he has published
over 500 papers, books, and reviews. His neuroimaging research includes detecting and treating cocaine-induced cerebral perfusion defects, and
using functional MRI to predict pharmacotherapy outcome. He has been involved in clinical trials involving such products as a vaccine to treat
cocaine addiction, immunotherapy for hallucinogens, buprenorphine for opioid dependence, disulfiram for cocaine dependence, vasodilators for
cocaine-induced cerebral perfusion defects, and combing medications with contingency management for opioid and cocaine dependence.

Richard A. Rawson, Ph.D. is a member of the University of California, Los Angeles Department of Psychology and is currently a
Professor-in-Residence. He also serves as the Associate Director of the UCLA Integrated Substance Abuse Programs in the UCLA School of
Medicine, where he oversees a portfolio of addiction research ranging from brain imaging studies to numerous clinical trials on pharmacological
and psychosocial addiction treatments to the study of how new treatments are applied in the treatment system. During the past decade,

Dr. Rawson has worked with the U.S. State Department on large substance abuse research and treatment projects, exporting U.S. technology and
addiction science to Mexico, Thailand, Israel, Egypt, South Africa and the Palestinian Authority. He also directs the capacity building and
training component of the United Nations International Network of Drug Treatment and Rehabilitation Resource Centers, and is currently
principal investigator of the Pacific Southwest Addiction Technology Center and the NIDA Methamphetamine Clinical Trials Group.

Dr. Rawson has published two books, 20 book chapters and over 175 professional papers. He also conducts more than 50 workshops annually,
as well as paper presentations and training sessions. Dr. Rawson earned his Ph.D. in experimental psychology from the University of Vermont.
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We make available free of charge on or through our internet website our Form 10-K, Quarterly Reports on Form 10-Q, Current Reports on Form
8-K and all amendments to those reports as soon as reasonably practicable after such material is electronically filed with or furnished to the
Securities and Exchange Commission ( SEC ). Our internet address_is www.catalystpharma.com. The content on our website is not, nor should it
be deemed to be, incorporated by reference into this Form 10-K.

Item 1A. Risk Factors

Our business involves a high degree of risk. You should carefully consider the risks and uncertainties described below, and all of the other
information contained in this Form 10-K in assessing the risks relating to ownership of our common stock. The risks described below could
cause our business, results of operations, financial condition and prospects to materially suffer and the market price of our stock to decline.

Risks Related to Our Business
We are a development stage company. Our limited operating history makes it difficult to evaluate our future performance.

We are a development stage company. We are the successor by merger to a company that began operations in 2002. As such, we have a limited
operating history upon which you can evaluate our current business and our prospects. The likelihood of our future success must be viewed in
light of the problems, expenses, difficulties, delays and complications often encountered in the operation of a new business, especially in the
pharmaceutical industry, where failures of new companies are common. We are subject to the risks inherent in the ownership and operation of a
development stage company, including regulatory setbacks and delays, fluctuations in expenses, competition and government regulation. If we
fail to address these risks and uncertainties our business, results of operations, financial condition and prospects would be adversely affected.

We have no products currently available and we have never had any products available for commercial sale.

We have had no revenues from operations to date, currently have no products available for commercial sale, and have never had any products
available for commercial sale. We expect to incur losses at least until we can commercialize CPP-109. Our net loss was $7,241,928 for the year
ended December 31, 2009, and as of December 31, 2009 we had a deficit accumulated during the development stage of $27,705,232. We may
never obtain approval of an NDA for CPP-109 or CPP-115 and may never achieve profitability.

Our business will require additional capital.

Our business goals include developing CPP-109 for use in treating various addictions and CPP-115 for various addictions and additional central
nervous system diseases commencing with epilepsy. Our primary focus is on seeking approval of an NDA that will allow us to market CPP-109
for the treatment of cocaine addiction and generate significant non-clinical safety and efficacy data for CPP-115 in the areas of epilepsy and
addiction. At the present time, we will require additional funding to complete the Phase III clinical trial that we believe we will be required to
complete before we are in a position to file an NDA for CPP-109 for cocaine addiction. We will also require additional funding to complete the
non-clinical trials of CPP-109 that will be required before we can file an NDA for CPP-109 for cocaine addiction. Further, we will require
additional working capital to support our operations during periods after the first quarter of 2011. Finally, we hope to develop clinical trials to
seek commercialization of CPP-109 to treat methamphetamine addiction and to commercialize CPP-109 for sale in Europe. We do not presently
have the funds needed to complete all the necessary trials to gain such U.S. and foreign approvals. Other than the U.S. Phase II(b) cocaine trial
described herein, these other trials have not yet been developed, we cannot estimate the ultimate costs of these trials, and we will need additional
funding to pay such costs.
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We expect to raise any required additional funds through public or private equity offerings, debt financings, capital lease transactions, corporate
collaborations, governmental research grants or cost sharing arrangements with NIDA, the National Institute of Neurological Disorders and
Stroke (NINDS) or other appropriate agencies that operate under the NIH umbrella, or other means. We may also seek to raise additional capital
to fund additional product development efforts, even if we have sufficient funds for our planned operations. Any sale by us of additional equity
or convertible debt securities could result in dilution to our stockholders. There can be no assurance that any such required additional funding
will be available to us at all or available on terms acceptable to us. Further, to the extent that we raise additional funds through collaborative
arrangements, it may be necessary to relinquish some rights to our technologies or grant sublicenses on terms that are not favorable to us. If we
are not able to secure additional funding when needed, we may have to delay, reduce the scope of or eliminate one or more research and
development programs, which could have an adverse effect on our business.

There is currently limited clinical evidence supporting the use of vigabatrin to treat addiction.

There is limited clinical evidence currently indicating that CPP-109 will be a safe and effective treatment for any addiction in humans. To date,
one double-blind, placebo controlled trial and two open-label clinical studies have been completed in Mexico relating to the use of vigabatrin in
the treatment of cocaine addiction and methamphetamine addiction. Only 76 persons receiving vigabatrin completed these trials in the aggregate.
Further, these studies were conducted in Mexico and were not subject to FDA oversight in any respect, including study design and protocol. In
the U.S. one double-blind, placebo controlled trial and one proof-of concept study have been completed. Only 121 persons received
CPP-109/vigabatrin in these trials in the aggregate. There can be no assurance that the results of subsequent clinical trials in the United States
will corroborate the results of these studies, and particularly the results of the double-blind, placebo-controlled trial that was completed in
Mexico. None of these studies, individually, or in the aggregate, provided enough evidence regarding safety or efficacy to support an NDA filing
with the FDA.

Our product development efforts may fail.

Development of our pharmaceutical product candidates is subject to risks of failure. For example:

CPP-109 or CPP-115 may be found to be ineffective or unsafe, or fail to receive necessary regulatory approvals;

CPP-109 or CPP-115 may not be economical to market or take substantially longer to obtain necessary regulatory approvals than
anticipated;

Initial non-clinical studies for CPP-115 may not show sufficient safety or efficacy in animals; or

Competitors may market equivalent or superior products.
As a result, our product development activities may not result in any safe, effective and commercially viable products, and we may not be able to
commercialize our products successfully. Our failure to develop safe, effective, and/or commercially viable products would have a material
adverse effect on our business, prospects, results of operations and financial condition.
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Failure can occur at any stage of our product development efforts.

We will only obtain regulatory approval to commercialize CPP-109 or CPP-115 if we can demonstrate to the satisfaction of the FDA (or the
equivalent foreign regulatory authorities) in adequate and well-controlled clinical studies that the drug is safe and effective for its intended use
and that it otherwise meets approval requirements. A failure of one or more pre-clinical or clinical studies can occur at any stage of product
development. We may experience numerous unforeseen events during, or as a result of, testing that could delay or prevent us from obtaining
regulatory approval for or commercializing our product candidates, including but not limited to:

regulators or institutional review boards, which are commonly called IRBs, may not authorize us to commence a clinical trial or conduct a
clinical trial at a prospective trial site;

conditions may be imposed upon us by the FDA regarding the scope or design of our clinical trials, or we may be required to resubmit our
clinical trial protocols to IRBs for reinspection due to changes in the regulatory environment;

the number of subjects required for our clinical trials may be larger than we anticipate, patient enrollment may take longer than we
anticipate, or patients may drop out of our clinical trials at a higher rate than we anticipate;

we may have to suspend or terminate one or more of our clinical trials if we, regulators, or IRBs determine that the participants are being
subjected to unreasonable health risks;

our third-party contractors or clinical investigators may fail to comply with regulatory requirements or fail to meet their contractual
obligations to us in a timely manner;

our tests may produce negative or inconclusive results, and we may decide, or regulators may require us, to conduct additional testing; and

the costs of our pre-clinical and/or clinical trials may be greater than we anticipate.
Vigabatrin has known side effects that may hinder our ability to produce safe and commercially viable products.

When used long-term as a treatment for epilepsy, a formulation of vigabatrin known as Sabril® has been found to cause the development of
peripheral visual field defects, known as VFDs, which increase progressively with continuing drug treatment. We intend to include a
standardized evaluation of each patient s visual fields as part of our clinical studies and trials. We do not yet know whether our ultimate
formulation for and dosing of vigabatrin will cause VFDs or how the potential for this known side effect will affect our ability to obtain
marketing approval for CPP-1009.

In addition to VFDs, a wide variety of other adverse effects, including depression and other psychiatric reactions, have been noted in patients
treated with Sabril®. As patients with seizures often require treatment with multiple drugs, the relationship of such adverse effects to Sabril®,
including the VFDs described above, has not always been clear; however, such other side effects tended to disappear when treatment with
Sabril® was stopped.

These known side effects, as well as other side effects that may be discovered during our clinical trials, may cause the FDA or other

governmental agencies to halt clinical trials prior to their completion, prevent the initiation of further clinical trials, or deny the approval of
CPP-109 as a treatment for addiction. These known side effects will most likely cause the FDA to require as a condition of approval,
implementation of a Risk Evaluation and Mitigation Strategy (REMS), as was required for the recent approvals of Sabril® for infantile spasms

and refractory complex partial seizures. Such strategy may include Black Box warnings, limitations on promotion and distribution, and/or testing
of patients on drug to monitor whether the administration of the drug continues to be safe and effective for the patient. Should CPP-115 prove to
have VFDs, the above risks will apply to it as well.
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We rely on third parties to conduct our non-clinical and clinical trials, and if they do not perform their obligations to us we may not be
able to obtain approval for CPP-109 or CPP-115.

We do not have the ability to conduct our non-clinical and clinical trials independently. We rely on academic institutions, governmental agencies
such as NIDA and other third-party research organizations to assist us in designing, managing, monitoring and otherwise carrying out our trials.
Accordingly, we do not have control over the timing or other aspects of our trials. If these third parties do not successfully carry out their duties,
both our trials and our business may be materially adversely affected. While we believe that there are numerous third parties that can assist us
with our trials, if the third parties with which we contract do not perform, our product development efforts would likely be delayed by any such
change, and our efforts would likely be more expensive.

If we conduct studies with other parties, such as NIDA, we may not have control over all decisions associated with that trial. To the extent that
we disagree with the other party on such issues as study design, study timing and the like, it could adversely affect our product development
plans.

Although we intend to rely on third parties to manage the data from these trials, we are responsible for confirming that each of our trials is
conducted in accordance with its general investigational plan and protocol. Moreover, the FDA and foreign regulatory agencies will require us to
comply with applicable regulations and standards, commonly referred to as good laboratory practice and good clinical practice, for conducting,
recording and reporting the results of trials to assure that the data and the results are credible and accurate and that the trial participants are
adequately protected. Our reliance on third parties does not relieve us of these obligations and requirements, and we may fail to obtain regulatory
approval for our product candidates if these requirements are not met.

If we are unable to apply for approval for additional indications for CPP-109 through supplemental NDAs, or if we are required to
generate safety and efficacy data beyond what we have planned in order to obtain such approval for additional indications, we may
suffer material harm to our future financial performance.

Our current plans for the development of CPP-109 include efforts to minimize the data we will need to generate in order to obtain marketing
approval of CPP-109 for methamphetamine addiction and other additional indications. If we are successful in obtaining approval of an NDA for
CPP-109 as a treatment for cocaine addiction, of which there can be no assurance, we plan to subsequently submit supplemental NDAs for
additional indications. Depending on the data we rely upon, approval for additional indications for CPP-109 may be delayed. In addition, even if
we receive supplemental NDA approval, the FDA has broad discretion to require us to generate additional data related to safety and efficacy to
supplement the data used in the supplemental NDA. We could be required, before obtaining marketing approval for CPP-109 for additional
indications, to conduct substantial new research and development activities, which could be more costly and time-consuming than we currently
anticipate. The FDA may not agree that we can market CPP-109 for additional indications. If we are required to generate substantial additional
data beyond what we have planned to support approval, our product development and commercialization efforts will be delayed and we may
suffer significant harm to our future financial performance. In addition, submission of supplemental NDAs for additional indications, conducting
new research and development and generating additional data to support FDA approval will require that we obtain additional financing, and we
can provide no assurance that we will be able to obtain such financing on acceptable terms, or at all.

The initial non-clinical studies for CPP-115 may not show safety or efficacy in animals.
There can be no assurance that CPP-115 will prove to be safe and/or effective in our upcoming non-clinical animal studies.
We will need to develop marketing, distribution and production capabilities or relationships to be successful.

We do not currently have any marketing, distribution or production capabilities. In order to generate sales of CPP-109, CPP-115 or any other
products we may develop, we must either acquire or develop an internal marketing force with technical expertise and with supporting
documentation capabilities, or make arrangements with third parties to perform these services for us. The acquisition and development of a
marketing and distribution infrastructure will require substantial resources and compete for available resources with our product development
efforts. To the extent that we enter into marketing and distribution arrangements with third parties, our revenues will depend on the efforts of
others. If we fail to enter into such agreements, or if we fail to develop our own marketing and distribution channels, we would experience
delays in product sales and incur increased costs.
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Similarly, we have no manufacturing capacity for production of our products. We have entered into an agreement for the manufacture of
CPP-109 for use in our U.S. Phase II clinical trials. We also intend in the future to enter into an agreement with a contract manufacturer to
manufacture CPP-109 for us if we are successful in obtaining FDA approval to commercialize this product. Any third party we contract with
may not meet our manufacturing requirements, and may not pass FDA inspection. Moreover, if any third party fails to perform on a timely basis
we may not be able to find a suitable replacement. If we cannot obtain sufficient amounts of CPP-109, CPP-115 or any related final product, it
would have a material adverse effect on our ability to successfully market CPP-109 or CPP-115.

Our business is subject to substantial competition.

The biotechnology and pharmaceutical industries are highly competitive. In particular, competition for the development and marketing of
therapies to treat epilepsy and addictive substances such as cocaine and methamphetamine is intense and expected to increase. Many of our
competitors have substantially greater financial and other resources, larger research and development staffs and more experience developing
products, obtaining FDA and other regulatory approval of products and manufacturing and marketing products. We compete against
pharmaceutical companies that are developing or currently marketing therapies for epilepsy and addictive substances. In addition, we compete
against biotechnology companies, universities, government agencies, and other research institutions in the development of epilepsy and
substance abuse treatments, technologies and processes that are, or in the future may be, the basis for competitive commercial products. While
we believe that our product candidates will offer advantages over many of the currently available competing therapies, our business could be
negatively impacted if our competitors present or future offerings are more effective, safer or less expensive than ours, or more readily accepted
by regulators, healthcare providers or third-party payers.

Lundbeck Inc., f/k/a Ovation Pharmaceuticals, Inc. (Lundbeck), holds the North American rights to Sabril®. On August 21, 2009, the FDA
approved two NDAs for Sabril® for the treatment of infantile spasms and as an adjunctive (add-on) therapy for adult patients with refractory
complex partial seizures, who have failed several treatments. The NDAs are for different formulations of Sabril®, and both NDAs are held by
Lundbeck, Inc. Because of the risks of visual field damage associated with vigabatrin, Sabril® was approved under an FDA-mandated Risk
Evaluation and Mitigation Strategy (REMS) program and is only available through a special restricted distribution program approved by the
FDA. Although Sabril® is approved for the treatment of certain types of epilepsy, no law prohibits doctors from using Sabril® for other
indications, including addiction. However, physicians seeking to treat patients off label still need to comply with all the conditions of the

above-described restrictions placed by the FDA on the marketing or distribution of the drug, which could discourage the oft-label use of Sabril®.

Lundbeck had previously announced that they had been granted Fast Track status by the FDA with respect to Sabril® for the treatment of
cocaine and methamphetamine addiction. However, we have no evidence that Lundbeck is pursuing clinical trials intended to support approval
for either of these indications. We believe that any commercialization by Lundbeck of Sabril® for the treatment of addiction would violate our
licensed patents, and we have advised Lundbeck of our belief in that regard. We would vigorously assert our intellectual property rights if
Lundbeck sought to market Sabril® for the treatment of cocaine addiction and methamphetamine addiction. There can be no assurance we would
be successful in that regard.

Many of our competitors, including Lundbeck, have substantially greater financial, technical, and human resources than we do. In addition,
many of our competitors have significantly greater experience than we do in conducting clinical studies and obtaining regulatory approvals of
prescription drugs. Accordingly, our competitors may succeed in obtaining FDA approval for products more rapidly than we can. Furthermore,
if we are permitted to commence commercial sales of our product candidates, we may also compete with respect to manufacturing efficiency and
marketing capabilities. For all of these reasons, we may not be able to compete successfully.
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Lundbeck will likely not be required to submit the same quantity of information to the FDA for approval for treatment of addiction that
we will be required to submit.

The FDA approval of Sabril® for the treatment of epilepsy will indicate that sufficient pre-clinical studies, and Phase I studies such as
pharmacokinetics, cardiac function, drug-drug interaction and/or the effect of the drug in special populations were contained in those NDAs.
Lundbeck would likely seek to rely on those same studies for approval of Sabril® for the treatment of addiction. However, we would be required
to conduct those pre-clinical and clinical studies at our own expense and will not be permitted to rely on the studies of Sabril® contained in
Lundbeck s NDA. The FDA s approval of SaBtifor the treatment of epilepsy indicates that Lundbeck has satisfied FDA GMP requirements for
that product. We would have to provide independent evidence that our product meets GMP requirements.

We may encounter difficulties in managing our growth, which would adversely affect our results of operations.

If we are successful in obtaining approval to commercialize CPP-109 or CPP-115, we will need to significantly expand our operations, which
could put significant strain on our management and our operational and financial resources. We currently have six employees and conduct much
of our operations through outsourcing arrangements. To manage future growth, we will need to hire, train, and manage additional employees.
Concurrent with expanding our operational and marketing capabilities, we will also need to increase our product development activities. We
may not be able to support, financially or otherwise, future growth, or hire, train, motivate, and manage the required personnel. Our failure to
manage growth effectively could limit our ability to achieve our goals.

Our success in managing our growth will depend in part on the ability of our executive officers to continue to implement and improve our
operational, management, information and financial control systems and to expand, train and manage our employee base, and particularly to
expand, train and manage a specially-trained sales force to market our products. We may not be able to attract and retain personnel on acceptable
terms given the intense competition for such personnel among biotechnology, pharmaceutical and healthcare companies, universities and
non-profit research institutions. Our inability to manage growth effectively could cause our operating costs to grow at a faster pace than we
currently anticipate, and could have a material adverse effect on our business, financial condition, results of operations and prospects.

We face a risk of product liability claims and may not be able to obtain adequate insurance.

Our business exposes us to potential liability risks that may arise from the clinical testing, manufacture, and/or sale of CPP-109 or CPP-115.
Patients have received substantial damage awards in some jurisdictions against pharmaceutical companies based on claims for injuries allegedly
caused by the use of pharmaceutical products used in clinical trials or after FDA approval. Liability claims may be expensive to defend and
result in large judgments against us. We currently carry liability insurance with an aggregate annual coverage limit of $5,000,000 per claim and
$5,000,000 in the aggregate, with a deductible of $10,000 per occurrence. Our insurance may not reimburse us, for certain claims or the
coverage may not be sufficient to cover claims made against us. We cannot predict all of the possible harms or side effects that may result from
the use of CPP-109, CPP-115 or any of our other future products used in clinical trials or after FDA approval and, therefore, the amount of
insurance coverage we currently hold may not be adequate to cover all liabilities we might incur. If we are sued for any injury allegedly caused
by our products, our liability could exceed our ability to pay the liability. Whether or not we are ultimately successful in any adverse litigation,
such litigation could consume substantial amounts of our financial and managerial resources, all of which could have a material adverse effect
on our business, financial condition, results of operations, prospects and stock price.
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Our commercial success depends on reimbursement from third-party and governmental insurers.

Sales of pharmaceutical products in the United States depend largely on reimbursement of patients costs by private insurers, government health
care programs including Medicare and Medicaid, and other organizations. These third-party payers control healthcare costs by limiting both
coverage and the level of reimbursement for healthcare products. In particular, the rising costs of pharmaceutical products are a subject of
considerable attention and debate. Third-party payers are increasingly altering reimbursement levels and challenging the price and
cost-effectiveness of pharmaceutical products. The reimbursement status of newly approved pharmaceutical products in particular is generally
uncertain. The levels at which government authorities and private health insurers reimburse physicians or patients for the price they pay for
CPP-109, CPP-115 and other products we may develop could affect the extent to which we are able to commercialize our products successfully.

The obligations incident to being a public company place significant demands on our management.

As a public reporting company, we are required to comply with the Sarbanes-Oxley Act of 2002 and the related rules and regulations of the
SEC, including periodic reports, disclosures and more complex accounting rules. As directed by Section 404 of Sarbanes-Oxley, the SEC
adopted rules requiring public companies to include a report of management on a company s internal control over financial reporting in their
Annual Report on Form 10-K. In addition, the independent registered public accounting firm auditing our financial statements must attest to and
report on the effectiveness of our internal control over financial reporting. Based on current rules, we are required to report under Section 404(a)
of Sarbanes-Oxley as to management s report under of the effectiveness of our internal control over financial reporting. If we are unable to
conclude that we have effective internal control over our financial reporting as required by Section 404(a), investors could lose confidence in the
reliability of our financial statements, which could result in a decrease in the value of our common stock. Further, commencing with the 2010
fiscal year, our independent registered public accounting firm will be required, under Section 404(b) of Sarbanes-Oxley, to report on our internal
control over financial reporting.

Risks Related to Our Intellectual Property

We are dependent on our relationship and license agreements with Brookhaven and Northwestern, and we rely upon the patents
granted to us for vigabatrin and CPP-115 pursuant to the license agreements.

All of our patent rights for CPP-109 are derived from our license agreement with Brookhaven. Pursuant to this license agreement, we have
licensed rights under nine patents in the United States, and 21 patents and 48 pending patent applications outside of the United States that were
filed and obtained by Brookhaven relating to the use of vigabatrin for a range of indications, including the treatment of a wide variety of
substance addictions. The nine issued patents expire between 2018 and 2023. We also have the right to future patents obtained by Brookhaven
relating to the use of vigabatrin in treating addiction. See Business Intellectual Property Rights for more information about our license with
Brookhaven and our licensed patents and patent applications. These rights are subject to the right of the U.S. government, under limited
circumstances, to practice the covered inventions for or on its own behalf. We may lose our rights to these patents and patent applications if we
breach our obligations under the license agreement, including, without limitation, our financial obligations to Brookhaven. If we violate or fail to
perform any term or covenant of the license agreement, Brookhaven may terminate the license agreement upon satisfaction of any applicable
notice requirements and expiration of any applicable cure periods. Additionally, any termination of the license agreement, whether by us or by
Brookhaven, will not relieve us of our obligation to pay any license fees owing at the time of such termination. If we fail to retain our rights
under the license agreement, we would not be able to commercialize CPP-109, and our business, results of operations, financial condition and
prospects would be materially adversely affected.

If we obtain approval to market CPP-109, our commercial success will depend in large part on our ability to use patents, especially those
licensed to us by Brookhaven, to exclude others from competing with us. The patent position of emerging pharmaceutical companies like us can
be highly uncertain and involve complex legal and technical issues. Until our licensed patents are interpreted by a court, either because we have
sought to enforce them against a competitor or because a competitor has preemptively challenged them, we will not know the breadth of
protection that they will afford us. Our patents may not contain claims sufficiently broad to prevent others from practicing our technologies or
marketing competing products. Third parties may intentionally design around our patents so as to compete with us without infringing our
patents. Moreover, the issuance of a patent is not conclusive as to its validity or enforceability, and so our patents may be invalidated or rendered
unenforceable if challenged by others.
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All of our patent rights for CPP-115 are derived from our license agreement with Northwestern University. Pursuant to this license agreement,
we have exclusive worldwide rights to two patents in the United States. These were filed and obtained by Northwestern University relating to
compositions of matter for a class of molecules, including CPP-115. Both patents expire in 2023. Additionally, we have licensed rights from
Northwestern to a pending patent for derivatives of vigabatrin that are unrelated to CPP-115. See Business Intellectual Property Rights for more
information about our license with Northwestern and our licensed patents and patent applications. These rights are subject to the right of
Northwestern, under limited circumstances, to practice the covered inventions for or on its own behalf for research. We may lose our rights to
these patents and patent applications if we breach our obligations under the license agreement, including, without limitation, our financial
obligations, including milestone payments, to Northwestern. If we violate or fail to perform any term or covenant of the license agreement,
Northwestern may terminate the license agreement upon satisfaction of any applicable notice requirements and expiration of any applicable cure
periods. Additionally, any termination of the license agreement, whether by us or by Northwestern, will not relieve us of our obligation to pay
any license fees owing at the time of such termination. If we fail to retain our rights under the license agreement, we would not be able to
commercialize CPP-115, and our business, results of operations, financial condition and prospects would be materially adversely affected.

If we obtain approval to market CPP-115, our commercial success will depend in large part on our ability to use patents, especially those
licensed to us by Northwestern, to exclude others from competing with us. The patent position of emerging pharmaceutical companies like us
can be highly uncertain and involve complex legal and technical issues. Until our licensed patents are interpreted by a court, either because we
have sought to enforce them against a competitor or because a competitor has preemptively challenged them, we will not know the breadth of
protection that they will afford us. Third parties may intentionally attempt to design around our patents so as to compete with us without
infringing our patents. Moreover, the issuance of a patent is not conclusive as to its validity or enforceability, and so our patents may be
invalidated or rendered unenforceable if challenged by others.

As a result of the foregoing factors, we cannot be certain how much protection from competition patent rights will provide us.

Our success will depend significantly on our ability to operate without infringing the patents and other proprietary rights of third
parties.

While we are not currently aware of any third-party patents which we may infringe, there can be no assurance that we do not or will not infringe
on patents held by third parties or that third parties will not claim that we have infringed on their patents. In the event that our technologies
infringe or violate the patent or other proprietary rights of third parties, we may be prevented from pursuing product development,
manufacturing or commercialization of our products that utilize such technologies. There may be patents held by others of which we are
unaware that contain claims that our products or operations infringe. In addition, given the complexities and uncertainties of patent laws, there
may be patents of which we are aware that we may ultimately be held to infringe, particularly if the claims of the patent are determined to be
broader than we believe them to be. Adding to this uncertainty, in the U.S., patent applications filed in recent years are confidential for 18
months, while older applications are not publicly available until the patent issues. As a result, avoiding patent infringement may be difficult.

If a third party claims that we infringe its patents, any of the following may occur:

we may be required to pay substantial financial damages if a court decides that our technologies infringe a competitor s patent, which can
be tripled if the infringement is deemed willful, or be required to discontinue or significantly delay development, marketing, selling and
licensing of the affected products and intellectual property rights;
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a court may prohibit us from selling or licensing our product without a license from the patent holder, which may not be available on
commercially acceptable terms or at all, or which may require us to pay substantial royalties or grant cross-licenses to our patents; and

we may have to redesign our product so that it does not infringe others patent rights, which may not be possible or could require
substantial funds or time and require additional studies.
In addition, employees, consultants, contractors and others may use the proprietary information of others in their work for us or disclose our
proprietary information to others. As an example, we do not have written agreements regarding confidentiality or any other matters with several
principal members of our Scientific Advisory Board. If our employees, consultants, contractors or others disclose our data to others or use data
belonging to others in connection with our business, it could lead to disputes over the ownership of inventions derived from that information or
expose us to potential damages or other penalties.

The occurrence of any of these events could have a material adverse effect on our business, financial condition, results of operations or
prospects.

We may incur substantial costs as a result of litigation or other proceedings relating to patent and other intellectual property rights.

There is substantial history of litigation and other proceedings regarding patent and intellectual property rights in the pharmaceutical industry.
We may be forced to defend claims of infringement brought by our competitors and others, and we may institute litigation against others who we
believe are infringing our intellectual property rights. The outcome of intellectual property litigation is subject to substantial uncertainties and
may, for example, turn on the interpretation of claim language by the court, which may not be to our advantage, or on the testimony of experts as
to technical facts upon which experts may reasonably disagree.

Under our license agreement with Brookhaven, we have the right to bring legal action against any alleged infringers of the patents we license.
However, we are responsible for all costs relating to such potential litigation. We have the right to any proceeds received as a result of such
litigation, but, even if we are successful in such litigation, there is no assurance we would be awarded any monetary damages.

Our involvement in intellectual property litigation could result in significant expense to us. Some of our competitors have considerable resources
available to them and a strong economic incentive to undertake substantial efforts to stop or delay us from commercializing products. For
example, Lundbeck, which holds rights in North America to Sabril® for the treatment of epilepsy, has in the past indicated its intent to develop
Sabril® for the treatment of cocaine addiction and methamphetamine addiction. However, we have no evidence that Lundbeck is pursuing
clinical trials intended to support approval for either of these indications. We believe that Lundbeck would infringe our patent rights if they seek
to commercialize Sabril® to treat cocaine addiction and/or methamphetamine addiction, and we have advised Lundbeck of our belief in that
regard. We intend to vigorously pursue infringement claims against Lundbeck if it seeks to commercialize Sabril® for these indications.
However, we, unlike Lundbeck and many of our other competitors, are a relatively small company with comparatively few resources available
to us to engage in costly and protracted litigation. Moreover, regardless of the outcome, intellectual property litigation against or by us could
significantly disrupt our development and commercialization efforts, divert our management s attention and quickly consume our financial
resources.

In addition, if third parties file patent applications or issue patents claiming technology that is also claimed by us in pending applications, we
may be required to participate in interference proceedings with the U.S. Patent Office or in other proceedings outside the U.S., including
oppositions, to determine priority of invention or patentability. Even if we are successful in these proceedings, we may incur substantial costs,
and the time and attention of our management and scientific personnel will be diverted from product development or other more productive
matters.
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Risks Related to Government Regulation

We have not received regulatory approval in the United States or any foreign jurisdiction for the commercial sale of any of our product
candidates. The regulatory approval process is lengthy, and we may not be able to obtain all of the regulatory approvals required to
manufacture and commercialize our product candidates.

We do not have any products that have been approved for commercialization. We will not be able to commercialize our products until we have
obtained the requisite regulatory approvals from applicable governmental authorities. To obtain regulatory approval of a product candidate, we
must demonstrate to the satisfaction of the applicable regulatory agency that such product candidate is safe and effective for its intended uses.
The type and magnitude of the testing required for regulatory approval varies depending on the product candidate and the disease or condition
for which it is being developed. In addition, in the U.S. we must show that the facilities used to produce the product candidate are in compliance
with cGMP. We will also have to meet similar regulations in any foreign country where we may seek to commercialize CPP-109 or CPP-115. In
general, these requirements mandate that manufacturers follow elaborate design, testing, control, documentation and other quality assurance
procedures throughout the entire manufacturing process. The process of obtaining regulatory approvals typically takes several years and requires
the expenditure of substantial capital and other resources. Despite the time, expense and resources invested by us in the approval process, we
may not be able to demonstrate that our product candidates are safe and effective, in which event we would not receive the regulatory approvals
required to market them.

The FDA and other regulatory authorities generally approve products for particular indications. While our current focus for CPP-109 is on its
development as a treatment of cocaine addiction and methamphetamine addiction, we also intend to pursue CPP-109 as a treatment for
addictions to other substances involving heightened dopamine levels, such as nicotine, prescription pain medications, alcohol and marijuana, and
related addictive disorders such as obesity and compulsive gambling. CPP-109 may not be approved for any or all of the indications that we
request, which would limit the indications for which we can promote it and adversely impact our ability to generate revenues. We may be
required to conduct costly, post-marketing follow-up studies if FDA requests additional information.

Our receipt of Fast Track status does not mean that our product development efforts will be accelerated.

The FDA has granted Fast Track designation to CPP-109 for the treatment of cocaine addiction. Fast Track designation means that the FDA
recognizes cocaine addiction as a serious or life threatening condition for which there is an unmet medical need and consequently may initiate
review of sections of an NDA before the application is complete. However, Fast Track designation does not accelerate the time needed to
conduct clinical trials, nor does it mean that the regulatory requirements necessary to obtain an approval are less stringent. Our Fast Track
designation does not guarantee that we will qualify for, or be able to take advantage of, priority review procedures following a submission of an
NDA. Additionally, our Fast Track designation may be withdrawn by the FDA if the FDA believes that the designation is no longer supported
by data from our clinical development program, or if a competitor s product is approved for the indication we are seeking.

If our pre-clinical or clinical trials are unsuccessful or significantly delayed, our ability to commercialize our products will be impaired.

Before we can obtain regulatory approval for the sale of our product candidates, we will have to conduct, at our own expense, pre-clinical tests
in animals in order to support the safety of CPP-109 and CPP-115. Pre-clinical testing is expensive, difficult to design and implement, can take
several years to complete and is uncertain as to outcome. Our pre-clinical tests may produce negative or inconclusive results, and on the basis of
such results, we may decide, or regulators may require us, to halt ongoing clinical trials or conduct additional pre-clinical testing.
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We will also need to conduct additional clinical trials demonstrating the efficacy and safety of CPP-109 in humans. In the United States, we
commenced a Phase II clinical trial to assess the efficacy of using CPP-109 as a treatment for cocaine addiction in July 2007 and commenced a
Phase II clinical trial to assess the efficacy of using CPP-109 as a treatment for methamphetamine addiction in the second quarter of 2008, which
in 2009 we converted into a proof-of-concept study. Neither of these completed trials provided efficacy data which would support approval of
CPP-109 in the U.S. We will also be required to conduct one or more Phase I clinical trials for CPP-109. While the scope of the required Phase I
clinical trials are currently uncertain, it is likely that we will be required to perform studies of pharmacokinetics, cardiac function, drug-drug
interaction and/or the effect of the drug on special populations. We will also implement additional trials (including at least one U.S. Phase III
clinical trial) in order to seek approval to commercialize CPP-109 for the treatment of cocaine addiction. The results of the trials for cocaine and
methamphetamine were inconclusive for purposes of determining whether CPP-109 can be a successful method for treating cocaine and
methamphetamine addiction. As a result, we will have to perform additional Phase II trials. However, even if the results of our clinical trials are
promising, CPP-109 may subsequently fail to meet the safety and efficacy standards required to obtain regulatory approvals. Future clinical
trials for CPP-109 may not be successfully completed or may take longer than anticipated because of any number of factors, including potential
delays in the start of the trial, an inability to recruit clinical trial participants at the expected rate, failure to demonstrate safety and efficacy,
unforeseen safety issues, or unforeseen governmental or regulatory delays. The risks described above also apply to CPP-115.

Our contemplated U.S. Phase II clinical trial with NIDA, or any other clinical trials we might develop and implement, may not be completed in a
timely manner or at all. CPP-109 may not be found to be safe and effective, and may not be approved by regulatory authorities for the proposed
indication, especially in light of known side effects associated with the drug. Further, regulatory authorities and IRBs that must approve and
monitor the safety of each clinical study may suspend a clinical study at any time if the patients participating in such study are deemed to be
exposed to any unacceptable health risk. We may also choose to suspend clinical trials and studies if we become aware of any such risks. We
might encounter problems in our U.S. Phase II clinical trials or in other future studies we may conduct, including problems associated with
VFDs or other side effects that will cause us, regulatory authorities or IRBs to delay or suspend such trial or study.

In other countries where CPP-109 or any other product we develop may be marketed, we will also be subject to regulatory requirements
governing human clinical studies and marketing approval for drugs. The requirements governing the conduct of clinical studies, product
licensing, pricing and reimbursement varies widely from country to country.

Due to the nature of patients addicted to drugs, we may face significant delays in our clinical trials due to an inability to recruit patients
for our clinical trials or to retain patients in the clinical trials we may perform.

We may encounter difficulties in our future clinical trials recruiting patients due to the nature of the addiction mechanism and our resulting
target patient population. Because addicts are typically addicted to multiple substances, we may not be able to recruit a sufficient number of
eligible participants within our anticipated timeframe or at all. In addition, due to the neurological and physiological mechanisms and
implications of substance addiction, it is likely that many of our clinical trial participants will either not comply with trial protocols, or not
complete the trial. An unusually low rate of compliance or completion will present challenges, such as determining the statistical significance of
trial results. Additionally, we compete for trial subjects with others conducting clinical trials testing other treatments for addictions. Finally,
unrelated third parties, including Lundbeck and investigators in the academic community, have expressed interest in testing vigabatrin for the
treatment of drug abuse. If these third-party tests are unsuccessful, or if they show significant health risk to the test subjects, our development
efforts may also be adversely affected.

We have not conducted any pre-clinical testing for CPP-109 and we are not certain at this time which pre-clinical tests the FDA will
require with respect to any NDA that we may file.

The FDA will require us to submit data from pre-clinical testing for CPP-109 before approving our product. Some testing, such as
carcinogenicity studies, which seek to identify the potential of a drug to cause tumors in animals and to assess the relevant risk in humans, will
take, if required, several years to complete. We do not yet know what pre-clinical tests will be required or whether any pre-clinical tests will
begin as planned, will need to be restructured or will be completed on schedule, if at all. We do not know whether the pre-clinical tests that we
undertake, if conducted, will be acceptable to the FDA. We have initiated discussions with the FDA to obtain agreement on the preclinical
testing program they will require from us to support an NDA for CPP-109. However, no agreements have been reached in that regard.
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Our development of CPP-109 may require more than one U.S. Phase III clinical trial.

Generally, the process of seeking approval of an NDA requires multiple clinical trials, including two pivotal U.S. Phase III clinical trials. In our
case, because CPP-1009 is intended to treat a serious condition for which there is no approved therapy, it is possible that the FDA will permit us

to file an NDA for CPP-109 on the basis of one U.S. Phase III trial supported by the safety and efficacy data obtained from our Phase II clinical
trials, to the extent that such data are compelling. Even if the FDA permits us to file an NDA with only one pivotal U.S. Phase III trial, it is
unlikely that we will submit an NDA for CPP-109 for several years. Further, if the FDA requires more than one Phase III clinical trial, our NDA
submission would be delayed even further.

The development of CPP-115 is at a very early stage.

Our development of CPP-115 is at a very early stage and it is likely going to be many years before we are in a position to file an NDA for
CPP-115. Further, our ability to develop CPP-115 will be dependent on our having the resources to conduct the trials that would be required.
There can be no assurance that we will ever file and NDA for CPP-115.

If our third-party suppliers or contract manufacturers do not maintain appropriate standards of manufacturing in accordance with
c¢GMP and other manufacturing regulations, our development and commercialization activities could suffer significant interruptions or
delays.

We rely, and intend to continue to rely, on third-party suppliers and contract manufacturers to provide us with materials for our clinical trials and
commercial-scale production of our products. These suppliers and manufacturers must continuously adhere to cGMP as well as any applicable
corresponding manufacturing regulations outside of the U.S. In complying with these regulations, we and our third-party suppliers and contract
manufacturers must expend significant time, money and effort in the areas of design and development, testing, production, record-keeping and
quality control to assure that our products meet applicable specifications and other regulatory requirements. Failure to comply with these
requirements could result in an enforcement action against us, including warning letters, the seizure of products, suspension or withdrawal of
approvals, shutting down of production and criminal prosecution. Any of these third-party suppliers or contract manufacturers will also be
subject to audits by the FDA and other regulatory agencies. If any of our third-party suppliers or contract manufacturers fail to comply with
c¢GMP or other applicable manufacturing regulations, our ability to develop and commercialize our products could suffer significant
interruptions and delays.

Reliance on third-party manufacturers entails risks to which we would not be subject if we manufactured the product ourselves, including:

reliance on the third party for regulatory compliance and quality assurance;

reliance on the continued financial viability of the third parties;

limitations on supply availability resulting from capacity and scheduling constraints of the third parties;

impact on our reputation in the marketplace if manufacturers of our products, once commercialized, fail to meet the demands of our
customers;

the possible breach of the manufacturing agreement by the third party because of factors beyond our control; and

the possible termination or nonrenewal of the agreement by the third party, based on its own business priorities, at a time that is costly or
inconvenient for us.
If any of our contract manufacturers fail to achieve and maintain appropriate manufacturing standards, patients using our product candidates
could be injured or die, resulting in product liability claims. Even absent patient injury, we may be subject to product recalls, product seizures or
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Post-approval marketing of our products will be subject to substantial government regulation. Failure to comply with these regulations
could result in fines and withdrawal of approvals.

Even if our products receive regulatory approvals, we will be subject to extensive ongoing government regulation. The FDA or other regulatory
authorities may impose strict limitations on the distribution, marketing, and use for a product, impose a risk evaluation and mitigation strategy,

or REMS, that could include further restrictions on distribution and use, subsequently withdraw approval or take other actions against us or our
products for many reasons, including subsequent discoveries of previously unknown problems or safety issues with the product. Also, based on
subsequent events or other circumstances that may come to our attention, we may voluntarily take action to limit the marketing or use of one or
more of our products. We may also be required to conduct additional post-approval pre-clinical or clinical studies.

We are subject to inspection and market surveillance by regulatory authorities for compliance with regulations that prohibit the promotion of a
medical product for a purpose or indication other than those for which approval has been granted. While a medical product manufacturer may
not promote a product for such off-label use, doctors are allowed, in the exercise of their professional judgment in the practice of medicine, to
use a product in ways not approved by regulatory authorities. Regulatory authorities have broad enforcement power, and any failure by us to
comply with manufacturing or marketing regulations could result in penalties, including warning letters, fines, partial or total suspension of
production, product recalls or seizures, withdrawals of previously approved marketing approvals or applications, and criminal prosecutions.

Substantial and changing healthcare regulations by state and federal authorities in the U.S. could reduce or eliminate our commerecial
opportunity in the addiction treatment industry.

Healthcare organizations, both public and private, continue to change the manner in which they operate and pay for services. These
organizations have had to adapt to extensive and complex laws and regulations and judicial decisions governing activities including drug
manufacturing and marketing. Additionally, the healthcare industry in recent years has been subject to increasing levels of government
regulation of reimbursement rates and capital expenditures. We believe that the industry will continue to be subject to increasing regulation, as
well as political and legal action, as additional proposals to reform the healthcare system continue to be discussed by Congress and state
legislatures. This is particularly so in light of the legislative reform recently approved by Congress. Any new legislative initiatives, if enacted,
may further increase government regulation of or other involvement in healthcare, lower reimbursement rates and otherwise change the
operating environment for healthcare companies. We cannot predict the likelihood of all future changes in the healthcare industry in general, or
the addiction treatment industry in particular, or what impact they may have on our results of operations, financial condition or business.
Government regulations applicable to our proposed products or the interpretation thereof might change and thereby prevent us from marketing
some or all of our products and services for a period of time or indefinitely.

Risks Related to Our Common Stock
We are highly dependent on our small number of key personnel and advisors.

We are highly dependent on our officers, on our Board of Directors and on our scientific advisors. The loss of the services of any of these
individuals could significantly impede the achievement of our scientific and business objectives. Other than an employment agreement with
Patrick J. McEnany, our Chairman, President and Chief Executive Officer with respect to his services, and the consulting agreements we have
with one of our officers, one of our board members and several of our scientific advisors, we have no employment or retention agreements with
our officers, directors or scientific advisors. If we lose the services of any of our existing officers, directors or scientific advisors, or if we were
unable to recruit qualified replacements on a timely basis for persons who leave our employ, our efforts to develop CPP-109, CPP-115 or other
products might be significantly delayed. We do not carry key-man insurance on any of our personnel.

We have relationships with our scientific advisers and collaborators at academic and other institutions. Such individuals are employed by entities
other than us and may have commitments to, or consulting advisory contracts with, such entities that may limit their availability to us. Although
each scientific advisor and collaborator has agreed not to perform services for another person or entity that would create an appearance of a
conflict of interest, the Chairman of our Scientific Advisory Board, Stephen L. Dewey, Ph.D., is actively involved in the investigation of
neurological mechanisms involved in the addiction process. His research might result in pharmaceutical products that are competitive with, or
superior to, vigabatrin. Similarly, other similar conflicts may arise from the work in which other scientific advisers and/or collaborators are
involved.
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The trading price of the shares of our common stock could be highly volatile.

The trading price of the shares could be highly volatile in response to various factors, many of which are beyond our control, including:

the potential delisting of our common stock from the Nasdaq Capital Market (as more fully described below);

developments concerning our clinical studies and trials;

announcements of product development successes and failures by us or our competitors;

new products introduced or announced by us or our competitors;

changes in reimbursement levels;

changes in financial estimates by securities analysts;

actual or anticipated variations in operating results;

expiration or termination of licenses (particularly our license from Brookhaven), research contracts or other collaboration agreements;

conditions or trends in the regulatory climate and the biotechnology and pharmaceutical industries;

intellectual property, product liability or other litigation against us;

changes in the market valuations of similar companies;

changes in pharmaceutical company regulations or reimbursements as a result of healthcare reform or other legislation;

changes in economic conditions; and

sales of shares of our common stock, particularly sales by our officers, directors and significant stockholders, or the perception that such
sales may occur.
In addition, equity markets in general, and the market for emerging pharmaceutical and life sciences companies in particular, have experienced
substantial price and volume fluctuations that have often been unrelated or disproportionate to the operating performance of companies traded in
those markets. In addition, changes in economic conditions in the United States, Europe or globally could impact our ability to grow profitably.
Adverse economic changes are outside our control and may result in material adverse impacts on our business or financial results. These broad
market and industry factors may materially affect the market price of our shares, regardless of our own development and operating performance.
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In the past, following periods of volatility in the market price of a company s securities, securities class-action litigation has often been instituted
against that company. Such litigation, if instituted against us, could cause us to incur substantial costs and divert management s attention and
resources, which could have a material adverse effect on our business, financial condition and results of operations.
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Our common stock may be delisted from the Nasdaq Capital Market

Our common stock currently trades on the Nasdaq Capital Market. On November 13, 2009, we were informed by Nasdagq that, as a result of our
common stock no longer meeting the requirement that it trade at a bid price of at least $1.00, our common stock would be delisted from the
Nasdaq Capital Market if, by May 12, 2010, we do not regain compliance with the requirement by our common stock trading at a bid price of at
least $1.00 for a period of at least ten consecutive trading days. To date, we have not met that requirement.

Information about the status of our Nasdagq listing is set forth below in Item 5, Market for Registrant s Common Equity, Related Stockholder
Matters and Issuer Purchases of Equity Securities. There can be no assurance that our common stock will remain listed on the Nasdaq Capital
Market. If our common stock is delisted from the Nasdaq Capital Market, the price of our common stock may be adversely affected, and you
may face liquidity issues if you attempt to sell our common stock.

Delaware law and our certificate of incorporation and by-laws contain provisions that could delay and discourage takeover attempts
that stockholders may consider favorable.

Certain provisions of our certificate of incorporation and by-laws, and applicable provisions of Delaware corporate law, may make it more
difficult for or prevent a third party from acquiring control of us or changing our Board of Directors and management. These provisions include:

the ability of our Board of Directors to issue preferred stock with voting or other rights or preferences;

limitations on the ability of stockholders to amend our charter documents, including stockholder supermajority voting requirements;

the inability of stockholders to act by written consent or to call special meetings;

requirements that special meetings of our stockholders may only be called by the Board of Directors; and

advance notice procedures our stockholders must comply with in order to nominate candidates for election to our Board of Directors or to
place stockholders proposals on the agenda for consideration at meetings of stockholders.
In addition, Section 203 of the Delaware General Corporation Law generally prohibits us from engaging in a business combination with any
person who owns 15% or more of our common stock for a period of three years from the date such person acquired such common stock, unless
board or stockholder approval is obtained. These provisions could make it difficult for a third party to acquire us, or for members of our Board
of Directors to be replaced, even if doing so would be beneficial to our stockholders.

Any delay or prevention of a change of control transaction or changes in our Board of Directors or management could deter potential acquirors
or prevent the completion of a transaction in which our stockholders could receive a substantial premium over the then current market price for
their shares.

Future sales of our common stock may cause our stock price to decline.

As of March 26, 2010 we had 18,043,385 shares of our common stock outstanding, of which 5,559,423 shares were held by affiliates. We have
also registered for future sale: (i) 2,188,828 shares of common stock that we may issue under our 2006 Stock Incentive Plan and (ii) 2,352,254
shares of common stock underlying our outstanding stock options that were granted pursuant to written agreements. Sales of restricted shares or
shares underlying stock options, or the perception in the market that the holders of a large number of shares intend to sell shares, could reduce
the market price of our common stock.
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We do not intend to pay cash dividends on our common stock in the foreseeable future.

We have never declared or paid any cash dividends on our common stock or other securities, and we currently do not anticipate paying any cash
dividends in the foreseeable future. Accordingly, investors should not invest in our common stock if they require dividend income. Our
stockholders will not realize a return on their investment unless the trading price of our common stock appreciates, which is uncertain and
unpredictable.

Item 2. Properties
We currently operate our business in leased office space in Coral Gables, Florida and Upper Saddle River, New Jersey. We pay annual rent on
our office space of approximately $77,000.

Item 3. Legal Proceedings
We are not currently a party to any legal proceedings.

Item 4. Removed and Reserved
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PART II

Item S. Market for Registrant s Common Equity, Related Stockholder Matters and Issuer Purchases of Equity Securities Market
Information

Our common stock trades on the Nasdaq Capital Market under the symbol CPRX. Previously, from November 8, 2006 through September 2,

2009, our common stock traded on the Nasdaq Global Market under the same symbol. There was no public market for our common stock before

November 8, 2006. The following table sets forth the high and low closing sales prices per share of our common stock as reported on the Nasdaq

Global Market or the Nasdaq Capital Market for the period indicated.

High Low

Year Ended December 31, 2009

First Quarter $2.75 $1.25
Second Quarter $2.25 $0.61
Third Quarter $1.39 $0.41
Fourth Quarter $1.17 $0.60
Year Ended December 31, 2008

First Quarter $3.87 $2.94
Second Quarter $3.74 $3.20
Third Quarter $4.44 $2.63
Fourth Quarter $2.94 $1.34

The closing sale price for the common stock on March 26, 2010 was $0.74. As of March 26, 2010, there were approximately 65 holders of
record of our common stock, which includes custodians who hold our securities for the benefit of others.

Dividend Policy

We have never declared or paid any cash dividends on our capital stock. We currently intend to retain all available funds and any future earnings
to support operations and finance the growth and development of our business and do not intend to pay cash dividends on our common stock for
the foreseeable future. Any future determination related to our dividend policy will be made at the discretion of our Board of Directors.
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Our common stock is currently traded on the NASDAQ Capital Market. On November 13, 2009, we were informed by the Nasdaq Stock Market
that, as a result of our common stock no longer meeting the requirement that it trade at a bid price of at least $1.00, our common stock would be
delisted from the Nasdaq Capital Market if, by May 12, 2010, we do not regain compliance with the requirement by our common stock trading
at a bid price of at least $1.00 for a period of at least ten consecutive trading days. To date, we have not met that requirement.

If we do not regain compliance with the Rule prior to the expiration of the grace period, we may be eligible for an additional 180-day grace
period if at such time we meet the initial listing standards for listing on the Nasdaq Capital Market, with the exception of the bid price
requirement. At the present time we do not meet those initial listing standards because our market capitalization held by non-affiliates is less
than $15 million.

If we are not eligible for the additional 180-day grace period and we are not in compliance with the minimum bid price requirement by May 12,
2010, Nasdaq will send us a delisting determination letter. Delisting will occur nine days after the date of the letter unless we appeal to the
Nasdaq Hearings Panel within seven days after the date of the letter. Any delisting is delayed until the appeal is heard and a determination is
made by the Hearings Panel. Generally, a hearing is held within 4-6 weeks after a request for a hearing is made, and a determination is made 2-3
weeks after the date of the hearing. Among other things, the Hearings Panel may grant a further 180 day extension from the date of the delisting
determination letter to us so we can regain compliance with Nasdaq listing rules.

If the Nasdaq Hearings Panel denies our appeal, we can make a further appeal to the Nasdaq Listings Council. An appeal to the Listings Council
does not automatically delay delisting proceedings, though the Listing Council may, in its sole and absolute discretion, decide to stay delisting
proceedings while it considers an appeal. The Listings Council may grant an extension of up to 360 days from the date of the determination
letter to regain compliance.

While we believe we can regain compliance before May 12, 2010 or otherwise obtain an extension of the period in which we can regain
compliance with the Nasdaq rules, there can be no assurance of this fact. If we are ultimately unable to regain compliance with the Nasdaq rules
(either by May 12, 2010 or during any grace period that we are granted), our common stock might be delisted from trading on the Nasdaq
Capital Market. If our common stock is delisted from the Nasdaq Capital Market, the price and trading liquidity of our common stock may be
adversely affected.
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Performance Graph

The following graph compares the cumulative total shareholder return on our common stock since November 8, 2006, which is the date that our
common stock first began trading on the NASDAQ Global Market, to two indices, the NASDAQ Composite Index and the NASDAQ
Biotechnology Index. The graph assumes an initial investment of $100 on November 8, 2006. The comparisons in this graph are required by the
SEC and are not intended to forecast or be indicative of possible future performance of our common stock.
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Item 6. Selected Financial Data

The selected statement of operations data for the years ended December 31, 2009, 2008, 2007 and for the cumulative period from inception
(January 4, 2002) through December 31, 2009, and the balance sheet data as of December 31, 2009 and 2008, have been derived from our

audited financial statements included elsewhere in this Form 10-K. The income statement data for 2006 and 2005 and the balance sheet data as

of December 31, 2006 and 2005 have been derived from financial statements that are not included in this Form 10-K. Historical results are not
necessarily indicative of future results. This selected financial data should be read in conjunction with Management s Discussion and Analysis of
Financial Condition and Results of Operations and our financial statements and related notes included elsewhere in this Form 10-K.

Year Ended December 31,
Cumulative period
from inception
(January 4,
2002)
through
2009 2008 2007 2006 2005 December 31, 2009
Statement of Operations Data:

Revenues $ $ $ $ $ $

Operating costs and expenses:

Research and development 5,097,440 8,710,441 3,040,659 1,087,144 1,330,515 19,952,962
General and administrative 2,177,954 2,183,504 1,986,470 1,815,183 491,653 9,201,216
Total operating cost and expenses 7,275,394 10,893,945 5,027,129 2,902,327 1,822,168 29,154,178
(Loss) from operations (7,275,394) (10,893,945) (5,027,129) (2,902,327) (1,822,168) (29,154,178)
Interest income 33,466 329,348 887,636 172,873 16,788 1,448,946
Loss before income taxes (7,241,928) (10,564,597) (4,139,493) (2,729,454) (1,805,380) (27,705,232)

Provision for income taxes

Net loss $ (7,241,928) $(10,564,597) $ (4,139,493) $(2,729,454) $(1,805,380) $ (27,705,232)

Net loss per share basic and diluted  $ 0.48) $ 081) $ 033 $ 0.36) $ (0.29)

Weighted average shares
outstanding basic and diluted 15,066,799 13,013,041 12,525,405 7,687,630 6,204,918

45

Table of Contents 56



Edgar Filing: Catalyst Pharmaceutical Partners, Inc. - Form 10-K

Table of Conten

As of December 31,
2009 2008 2007 2006 2005
Balance Sheet Data:
Cash and cash equivalents $7,779,277 $11,766,629 $15,943,896 $20,434,702 $771,127
Working capital 7,593,272 10,485,039 16,228,401 19,814,976 428,579
Total assets 7,966,382 12,032,968
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