
CATALYST PHARMACEUTICALS, INC.
Form 424B3
January 10, 2017
Table of Contents

Filed Pursuant to Rule 424(b)(3)
Registration No. 333-215315

Prospectus

$33,842,512

We may, from time to time in one or more offerings, offer and sell up to $33,842,512, in the aggregate, of shares of
our common stock. This continues the registration of the remaining unsold amount under our Registration Statement
on Form S-3 (Registration No. 333-193699) , which was declared effective by the Securities and Exchange
Commission on March 19, 2014.

The prospectus provides a general description of the shares of common stock that we may offer. We will provide the
specific terms of the shares offered in one or more supplements to this prospectus. We may also authorize one or more
free writing prospectuses to be provided to you in connection with these offerings. The prospectus supplement and
any related free writing prospectus may add, update or change information contained in this prospectus. You should
carefully read this prospectus, the applicable prospectus supplement and any related free writing prospectus, as well as
the documents incorporated by reference, before you invest in shares of our common stock. This prospectus may not
be used to sell shares of common stock unless accompanied by a prospectus supplement.

Our common stock is listed on The NASDAQ Capital Market under the symbol CPRX. On December 22, 2016, the
last reported sale price on The NASDAQ Capital Market was $1.09 per share.

Our business and investing in shares of our common stock involves significant risks. You should carefully read
and consider the �Risk Factors� beginning on page 6 of this prospectus before investing.

Neither the Securities and Exchange Commission nor any state securities commission has approved or
disapproved of these securities or passed upon the adequacy or accuracy of this prospectus. Any representation
to the contrary is a criminal offense.

The date of this prospectus is January 9, 2017
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ABOUT THIS PROSPECTUS

This prospectus is part of a registration statement that we have filed with the Securities and Exchange Commission, or
SEC, using the �shelf� registration process. Under this shelf registration statement, we may sell shares of our common
stock. All such offerings will not exceed, in the aggregate, a total dollar amount of $33,842,512. If our public float
(the market value of the common stock held by our non-affiliate stockholders) goes below $75 million, we will also be
subject to a further limitation under which we can sell no more than one third (1/3) of our public float during any
12-month period. As permitted by the rules and regulations of the SEC, the registration statement filed by us includes
additional information not contained in this prospectus. You may read the registration statement and the other reports
we file with the SEC at the SEC�s website or its offices described below under the heading �Where You Can Find
Additional Information�.

You should rely only on the information that is contained in this prospectus or that is incorporated by reference into
this prospectus. We have not authorized anyone to provide you with information that is in addition to or different from
that contained in, or incorporated by reference into, this prospectus. If anyone provides you with different or
inconsistent information, you should not rely on it.

The shares of common stock offered by this prospectus are not being offered in any jurisdiction where the offer or sale
of such common stock is not permitted. You should not assume that the information contained in, or incorporated by
reference into, this prospectus is accurate as of any date other than the date of this prospectus or, in the case of the
documents incorporated by reference, the date of such documents, regardless of the date of delivery of this prospectus
or any sale of the common stock offered by this prospectus. Our business, financial condition, liquidity, results of
operations and prospects may have changed since those dates.

(i)
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SUMMARY

This summary highlights information contained elsewhere in this prospectus; it does not contain all of the information
you should consider before investing. You should carefully read the entire prospectus, including our filings with the
U.S. Securities and Exchange Commission that are incorporated by reference into this prospectus, before making an
investment decision.

This prospectus includes trademarks, service marks or trade names owned by us or other companies. All trademarks,
service marks or trade names included in this prospectus are the property of their respective owners.

Throughout this prospectus, the terms �we�, �us�, �our� and �company� refer to Catalyst Pharmaceuticals, Inc.

Our Business

We are a biopharmaceutical company focused on developing and commercializing innovative therapies for people
with rare debilitating diseases. We currently have three drug candidates in development:

� Firdapse®

In October 2012, we licensed the North American rights to Firdapse®, a proprietary form of amifampridine phosphate,
or chemically known as 3,4-diaminopyridine phosphate, from BioMarin Pharmaceutical Inc. (BioMarin). In August
2013, we were granted �breakthrough therapy designation� by the U.S. Food & Drug Administration (FDA) for
Firdapse® for the treatment of patients with Lambert-Eaton Myasthenic Syndrome, or LEMS, a rare and sometimes
fatal autoimmune disease characterized by muscle weakness. In March 2015, we were granted Orphan Drug
Designation for Firdapse® for the treatment of patients with Congenital Myasthenic Syndromes, or CMS, and in
August 2016, we were granted Orphan Drug Designation for Firdapse® for the treatment of patients with myasthenia
gravis.

The chemical entity, amifampridine (3,4-diaminopyridine or 3,4-DAP), has never been approved by the FDA for any
indication. Because Firdapse® has been granted Orphan Drug designation for the treatment of LEMS, CMS and
myasthenia gravis by the FDA, the product is also eligible to receive seven years of marketing exclusivity for any or
all of these indications. Further, if we are the first pharmaceutical company to obtain approval for an amifampridine
product, of which there can be no assurance, we will be eligible to receive five years of marketing exclusivity with
respect to the use of this product for any indication, running concurrently with the seven years of orphan marketing
exclusivity described above (if both exclusivities are granted).

We previously sponsored a multi-center, randomized, placebo-controlled Phase 3 trial evaluating Firdapse® for the
treatment of LEMS. The Phase 3 trial, which involved 38 subjects, was designed as a randomized �withdrawal� trial in
which all patients were treated with Firdapse® during a 7 to 91-day run-in-period followed by treatment with either
Firdapse® or placebo over a two-week randomization period. The co-primary endpoints for this Phase 3 trial were the
comparison of changes in patients randomized to continue Firdapse® versus those who transitioned to placebo that
occurred in both the Quantitative Myasthenia Gravis Score (QMG), which measures muscle strength, and subject
global impression score (SGI), on which the subjects rate their global impression of the effects of a study treatment
during the two-week randomization period. In September 2014, we reported positive top-line results from this Phase 3
trial.

Edgar Filing: CATALYST PHARMACEUTICALS, INC. - Form 424B3

Table of Contents 3



1

Edgar Filing: CATALYST PHARMACEUTICALS, INC. - Form 424B3

Table of Contents 4



Table of Contents

During 2014, we established an expanded access program (EAP) to make Firdapse® available to any patients
diagnosed with LEMS, CMS, or Downbeat Nystagmus in the United States, who meet the inclusion and exclusion
criteria, with Firdapse® being provided to patients for free until sometime after new drug application (NDA) approval,
should we receive such approval (of which there can be no assurance). We are informing neuromuscular physicians on
the availability of the Firdapse® EAP and working with various rare disease advocacy organizations to inform patients
and physicians about the program.

On December 17, 2015, we announced completion of the submission of an NDA for Firdapse® for the treatment of
LEMS and CMS. However, on February 17, 2016, we announced that we had received a �refusal to file� letter from the
FDA regarding our NDA submission. In early April 2016, we met with the FDA to obtain greater clarity regarding
what will be required by the FDA to accept the Firdapse® NDA for filing. Following the receipt of the formal minutes
of that meeting, on April 26, 2016, we issued a press release reporting that the FDA has stated that in addition to the
results of the Company�s previously submitted multi-center, randomized, placebo-controlled Phase 3 trial, we will need
to submit positive results from a second adequate and well-controlled study in patients with LEMS. Additionally,
there is a requirement for several more short-term toxicology studies, which are currently in process.

In October 2016, we announced that we had reached an agreement with the FDA under a Special Protocol Assessment
(SPA) for the protocol design, clinical endpoints, and statistical analysis approach to be taken in our ongoing second
Phase 3 study evaluating Firdapse® (amifampridine phosphate) for the symptomatic treatment of LEMS. A SPA is a
process by which sponsors ask the FDA to evaluate the protocol of a proposed clinical trial to determine whether it
adequately addresses scientific and regulatory requirements for the purpose identified by the sponsor. A SPA
agreement indicates concurrence with the adequacy and acceptability of specific critical elements of protocol design,
endpoints and analysis. Additionally, it provides a binding agreement with FDA�s review division that a pivotal trial
design, conduct, and planned analysis adequately addresses the scientific and regulatory objectives in support of a
regulatory submission for drug approval. However, final marketing approval depends upon the results of efficacy, the
safety profile, and an evaluation of the risk/benefit of treatment demonstrated in the Phase 3 clinical trial, among other
requirements.

We intend to conduct our second Phase 3 trial evaluating Firdapse® for the treatment of LEMS (designated as
LMS-003) at sites in Miami, Florida and Los Angeles, California. This double-blind, placebo-controlled withdrawal
trial will include approximately 28 subjects, and will have the same co-primary endpoints as our first Phase 3 trial
evaluating Firdapse® for the treatment of LEMS. Further, the FDA has agreed to allow us to enroll patients from our
expanded access program as study subjects in this second trial. Finally, after further discussion with the FDA in
connection with the SPA request, this second trial will be a parallel design and not a cross-over design. Final details of
the Phase 3 clinical trial are available on www.clinicaltrials.gov.

As previously reported, we initiated this trial in December 2016, and we expect to report top-line results from this
second trial during the second half of 2017. Assuming the results of this second trial are successful, and our
anticipated timeline for this trial is met, we expect to resubmit an NDA for Firdapse® for the treatment of LEMS in
the second half of 2017. There can be no assurance as to the timing or requirements of this confirmatory study,
whether this additional study will be sufficient for the FDA to accept for filing any NDA that we might resubmit in the
future for Firdapse®, or whether Firdapse® will ever be approved for commercialization.

Our original NDA submission for Firdapse® included data and information (including data from a currently ongoing
investigator treatment IND) providing evidence supporting the benefits of
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Firdapse® for treating certain types of CMS, and requested that CMS be included in our initial label for Firdapse®. To
provide additional support for our submission of an NDA for Firdapse® for the treatment of CMS, in October 2015 we
initiated a small blinded clinical trial at four academic centers of up to 10 subjects in the pediatric CMS population,
ages 2 to 17. However, after discussions with the FDA, we have determined to enroll both adult and pediatric subjects
with CMS in this trial and to expand the number of subjects to be evaluated in the trial to an aggregate of
approximately 20 subjects. We have also added a fifth trial site for this study. Finally, we are currently discussing the
primary and second endpoints to be used in this trial with the FDA.

Based on currently available information, we expect to report top line results from this study in the second half of
2017 and if the results of the study are successful, we hope to add the CMS indication to our label for Firdapse®

(either as a part of our NDA resubmission for Firdapse® for LEMS or as a supplement to that resubmission). There
can be no assurance that any trial we perform for Firdapse® for the treatment of CMS will be successful or whether
any NDA that we may submit for Firdapse® for the treatment of CMS will be filed by the FDA for review and
approved.

Firdapse® is also currently being evaluated as a treatment for MuSK-antibody positive myasthenia gravis. In February
2016, we announced the initiation of an investigator-sponsored, randomized, double-blind, placebo-controlled,
crossover Phase 2/3 clinical trial evaluating the safety, tolerability and potential efficacy of Firdapse® as a
symptomatic treatment for patients with MuSK-antibody positive myasthenia gravis (MuSK-MG). The study is
planned to include up to 10 patients and we anticipate that the investigator will report top-line results from this study
in the first half of 2017. We are providing study drug and financial support for this study.

If this study is successful, and subject to the availability of funding, we intend to initiate a registration quality trial in
the Unites States evaluating Firdapse® for the treatment of patients with MuSK-MG, and we have submitted a SPA to
the FDA with respect to this proposed trial. There can be no assurance that the currently ongoing
investigator-sponsored trial will be successful, or, even if the current trial is successful, whether other future clinical
trials that we initiate to evaluate Firdapse® for this indication will be successful, or whether we will receive a SPA for
this trial. There can also be no assurance that the FDA will ever approve Firdapse® for this indication.

Finally, we may seek to evaluate Firdapse® for the treatment of other treatment-refractory types of myasthenia gravis
or other rare, similar neuromuscular diseases, although we have not yet begun to develop clinical programs for these
indications and all such programs are subject to the availability of funding. There can be no assurance that Firdapse®

will be an effective treatment for other treatment-refractory types of myasthenia gravis or for any other rare, similar
neuromuscular diseases.

Prior to the receipt of the �refusal-to-file� letter, we had been actively taking steps to prepare for the commercialization
of Firdapse® in the United States. In light of the determination that we will have to complete another adequate and
well controlled study evaluating Firdapse® for the treatment of LEMS, we have placed most of these activities on hold
in order to conserve cash. Notwithstanding, we are continuing to work with several rare disease advocacy
organizations to help increase awareness of LEMS and CMS and to provide awareness and outreach support for the
physicians who treat these rare diseases and the patients they treat.

� CPP-115.
We are developing CPP-115, a GABA aminotransferase inhibitor that, based on our preclinical studies to date, we
believe is a more potent form of vigabatrin, and may have fewer side effects (e.g., visual field defects) than those
associated with vigabatrin. We are hoping to develop CPP-115 for the
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treatment of epilepsy (initially infantile spasms) and for the treatment of other selected neurological indications such
as complex partial seizures and Tourette�s Disorder. CPP-115 has been granted Orphan Drug Designation by the FDA
for the treatment of infantile spasms and Orphan Medicinal Product Designation in the European Union, or E.U., for
West syndrome (a form of infantile spasms).

Subject to the availability of funding or our entering into an agreement with a partner who will fund these
development activities, of which there can be no assurance, we plan to move forward and perform the required
toxicology studies and dose ranging studies evaluating the safety of CPP-115 that will be required in order to make
this drug Phase 2 ready.

� CPP-109.
During September 2015, we announced the initiation of a project to develop a generic version of Sabril® (vigabatrin).
Sabril® is marketed by Lundbeck Inc. in the United States for the treatment of infantile spasms and complex partial
seizures. There can be no assurance that we will be successful in these efforts or that any abbreviated new drug
application (ANDA) that we submit for vigabatrin will be accepted for review or approved. Further, while there can be
no assurance, we are hopeful that any ANDA submission we make for vigabatrin will be one of the first ANDAs
submitted for this product.

Risks Associated with Product Development

The successful development of our current drug candidates or any other drug candidate we may acquire, develop or
license in the future 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 risk that another pharmaceutical company will receive an approval for its formulation of
3,4-diaminopyridine (3,4-DAP) for the treatment of LEMS or CMS, or any other indication, before we do;

� what additional supporting information will be required before the FDA will file an NDA
submission for Firdapse® for the treatment of either LEMS or CMS (or any other condition or
disease);

� whether any NDA that we may submit for Firdapse®, if accepted for filing by the FDA, will be granted a
priority review;

� the scope and timing of the clinical studies or trials that will be required before the FDA will accept an NDA
submission for Firdapse® for the treatment of either LEMS or CMS;

�
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whether, even if the FDA accepts an NDA submission for Firdapse®, such product will be determined to be
safe and effective and approved for commercialization;

� whether the receipt of breakthrough therapy designation for Firdapse® for LEMS will expedite the review of
Firdapse® by the FDA or affect the likelihood that the product will be found to be safe and effective;

� whether CPP-115 will be determined to be safe for humans;

4

Edgar Filing: CATALYST PHARMACEUTICALS, INC. - Form 424B3

Table of Contents 10



Table of Contents

� whether CPP-115 will be determined to be effective for the treatment of infantile spasms, post-traumatic
stress disorder, Tourette�s Disorder or any other indication;

� whether we can successfully design and complete a bioequivalence study of our version of vigabatrin
compared to Sabril® that is acceptable to the FDA;

� whether any such bioequivalence study, the design of which is acceptable to the FDA, will be successful;

� whether any ANDA that we submit for a generic version of Sabril® will be accepted by the FDA for review
and approved (and the timing of any such approval);

� the scope, rate of progress and expense of our clinical trials and studies, pre-clinical studies,
proof-of-concept studies, and our other drug development activities;

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

� whether our trials and studies will be successful;
Company Information

Our principal executive offices are located at 355 Alhambra Circle, Suite 1250, Coral Gables, Florida 33134, and our
telephone number at that address is (305) 420-3200.

5
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RISK FACTORS

An investment in our securities involves a high degree of risk. You should carefully consider the risks described below
as well as the other information in this prospectus before deciding to invest in or maintain your investment in our
company. You should also carefully review the �Risk Factors� contained in the applicable prospectus supplement and
in our most recent Annual Report on Form 10-K and any updates in subsequent Quarterly Reports on Form 10-Q. The
risks described below are not intended to be an all-inclusive list of the potential risks relating to an investment in our
securities. Any of the risk factors described below could significantly and adversely affect our business, prospects,
financial condition and results of operations. Additional risks and uncertainties not currently known or that are
currently considered to be immaterial may also materially and adversely affect our business. As a result, the trading
price or value of our common stock could be materially adversely affected and you may lose all or part of your
investment.

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 and, 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 business without revenues,
especially in the pharmaceutical industry, where failures of companies are common. We are subject to the risks
inherent in the ownership and operation of a development stage company, including availability of capital, 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 product sales 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 are in a position
to commercialize Firdapse®, which may never occur. Our net loss was $13.9 million and $14.4 million for the nine
months ended September 30, 2016 and September 30, 2015, respectively and $20.2 million and $15.5 million for the
years ended December 31, 2015 and December 31, 2014, respectively. We may never obtain approval of an NDA for
any of our drug candidates and we may never achieve profitability.

Our business will require additional capital.

Our business will require additional capital to meet our product development objectives. Based on currently available
information, we estimate that we have sufficient working capital to support our operations through at least the next
year. The expectations described above are based on current information available to us. If the cost of our ongoing
activities are greater than we expect, our assumptions may not prove to be accurate. There can be no assurance as to
the exact amount of the funding we will require or as to whether any such required funding will be available to us
when it is required.

We plan to raise additional funds in the future through public or private equity offerings, debt financings, capital lease
transactions, corporate collaborations, governmental research grants or cost sharing arrangements with appropriate
agencies that operate under the umbrella of the National Institutes of
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Health and/or other means. However, there is no assurance that any such grants will be made available, and if
available, that we will qualify to receive any such grants. 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 required additional funding will be available to us at all or available on terms acceptable
to us. Further, to the extent that we raise 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
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.

If we are not the first to obtain approval for Firdapse® for the treatment of LEMS, we may not be able to bring it to
market.

Another pharmaceutical company, Jacobus Pharmaceutical, has completed its own Phase 2 trial studying their own
formulation of amifampridine (3,4-DAP) for the treatment of LEMS. While there can be no assurance, we believe that
Firdapse® is further along in development and as a result we expect that we will be in a position to obtain the first
approval of an NDA for 3,4-DAP. Under the Orphan Drug Act of 1983, the first pharmaceutical product to obtain
approval for an indication receives the orphan exclusivity under the statute. If Jacobus Pharmaceutical files an NDA
and receives an approval of an NDA for its formulation of amifampridine for the treatment of LEMS before we are
able to receive approval of Firdapse® for the same indication, we would be barred from marketing Firdapse® in the
United States during the seven-year orphan exclusivity period, which would have a severe adverse effect on our
results of operations. In addition, if Jacobus Pharmaceutical were to receive five-year new chemical entity exclusivity
for amifampridine for any indication prior to approval of Firdapse®, we would be barred from marketing Firdapse® in
the United States during this five-year exclusivity period.

The development of CPP-115 is at an early stage.

Our development of CPP-115 is at an early stage, and it is going to be several years before we are in a position to
submit an NDA for CPP-115, if our future clinical trials of this product are successful. Further, our ability to develop
CPP-115 will be dependent on our having the resources to conduct the studies and trials that would be required. There
can be no assurance that we will ever submit an NDA for CPP-115 or commercialize CPP-115.
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Our business is subject to substantial competition.

The biotechnology and pharmaceutical industries are highly competitive. 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 approvals of products and manufacturing and marketing products than
we have. We compete against pharmaceutical companies that are developing or currently marketing therapies that will
compete with our drug candidates. In addition, we compete against biotechnology companies, universities,
government agencies, and other research institutions in the development of pharmaceutical products. While we
believe that our drug 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 payors. Further, if we
are permitted to commence commercial sales of our drug candidates, we may also compete with respect to
manufacturing efficiency and marketing capabilities.

For example, amifampridine, the active ingredient in Firdapse®, despite not being FDA approved, has been available
from compounding pharmacies and from Jacobus Pharmaceutical under compassionate use INDs for many years.
Amifampridine from these sources can be expected to be substantially less expensive than Firdapse®. The FDA
Pharmacy Compounding Advisory Committee, however, has previously issued a list of drugs which should not be
compounded, and amifampridine was included on that list. In addition, drugs that are not approved by FDA for the
treatment of LEMS, such as a related aminopyridine drug, dalfampridine (Ampyra®), may nonetheless be prescribed
by physicians for the treatment of LEMS.

For all of these reasons, we may not be able to compete successfully.

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
our pharmaceutical products. 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 may result in large judgments
against us. We currently carry liability insurance with an aggregate annual coverage limit of $15,000,000 per claim
and $15,000,000 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 our current drug candidates, or any potential future
products we may acquire and use 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.

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
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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. Based on current rules, we are required to annually report under Section 404(a) of Sarbanes-Oxley
regarding our management�s assessment as to the effectiveness of our internal control over financial reporting. Further,
under Section 404(b) of Sarbanes-Oxley, our auditors are required to report on their assessment as to the effectiveness
of our internal control over financial reporting. If we or our auditors are unable to conclude that we have effective
internal control over our financial reporting, investors could lose confidence in the reliability of our financial
statements, which could result in a decrease in the value of our common stock.

We are highly dependent on our small number of key personnel and advisors.

We are highly dependent on our officers and employees, 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 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 our drug candidates
might be significantly delayed. We do not carry key-man insurance on any of our personnel.

We have relationships with our scientific advisors 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, conflicts
may arise from the work in which other scientific advisors and/or collaborators are involved.

Risks Related to the Development of Our Drug Candidates

Our drug development efforts may fail.

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

� our drug candidates may be found to be ineffective or unsafe, or fail to receive necessary regulatory
approvals;

� our drug candidates may not be economical to market or take substantially longer to obtain necessary
regulatory approvals than anticipated; or

� competitors may market equivalent or superior products.
As a result, our drug development activities may not result in any safe, effective and commercially viable products,
and we may not be able to commercialize our products successfully. For example, for several years, we evaluated
CPP-109 (our formulation of vigabatrin) for the treatment of cocaine addiction. However, CPP-109 failed to meet the
primary and two key secondary endpoints in a Phase 2b trial for cocaine addiction, and we are no longer pursuing the
evaluation of CPP-109 for addiction. Further, our lea
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