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DOCUMENTS INCORPORATED BY REFERENCE:

NONE

PART I

NOTE REGARDING FORWARD-LOOKING STATEMENTS

Statements in this Annual Report on Form 10-K or in the documents incorporated by reference herein may contain
“forward-looking statements” within the meaning of Section 27A of the Securities Act of 1933 (the “Securities Act”) and
Section 21E of the Securities Exchange Act of 1934 (the “Exchange Act”). Reference is made in particular to the
description of our plans and objectives for future operations, assumptions underlying such plans and objectives and

other forward-looking terminology such as “may,” “expects,” “believes,” “anticipates,” “intends,” “expects,” “projects,” or sim
terms, variations of such terms or the negative of such terms. Forward-looking statements are based on management’s
current expectations. Actual results could differ materially from those currently anticipated due to a number of factors,
including but not limited to, uncertainties relating to financing and strategic agreements and relationships; difficulties

or delays in the regulatory approval process; uncertainties relating to sales, marketing and distribution of our drug
candidates that may be successfully developed and approved for commercialization; adverse side effects or inadequate
therapeutic efficacy of our drug candidates that could slow or prevent product development or commercialization;
dependence on third party suppliers; the uncertainty of protection for our patents and other intellectual property or

trade secrets; and competition.

EEINT3 29 ¢ LT3

We expressly disclaim any obligation or undertaking to release publicly any updates or revisions to any
forward-looking statements contained herein to reflect any change in our expectations or any changes in events,
conditions or circumstances on which any such statement is based.

29 ¢

References herein to “we,
requires.

us,” “Titan,” and “our company” refer to Titan Pharmaceuticals, Inc. unless the context otherwise

Probuphine® and ProNeura™ are trademarks of our company. This Annual Report on Form 10-K also includes trade
names and trademarks of companies other than Titan.
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Item 1. Business

Overview

We are a specialty pharmaceutical company developing proprietary therapeutics for the treatment of serious medical
disorders. Our product development programs utilize our proprietary long-term drug delivery platform, ProNeura®,
and focus primarily on innovative treatments for select chronic diseases for which steady state delivery of a drug
provides an efficacy and/or safety benefit.

Probuphine®, our first product candidate to utilize ProNeura, is being developed for the long term maintenance
treatment of opioid dependence and is designed to maintain a stable, around the clock blood level of the medicine
buprenorphine in patients for six months following a single treatment. We have licensed the rights to commercialize
Probuphine in the U.S. and Canada to Braeburn Pharmaceuticals Sprl (“Braeburn”) and during 2014 we have been
supporting Braeburn and a team of experts to implement the program developed in cooperation with the FDA to
address the items in the Complete Response letter (“CRL”) issued in April 2013. This includes conducting a double
blind, double dummy clinical study of a four implant dose of Probuphine in clinically stable patients who are
receiving maintenance treatment with an approved sublingual formulation containing buprenorphine at a daily dose of
8mg or less. This clinical study, which is being funded and managed by Braeburn, completed patient enrollment in
November 2014 and study completion is anticipated by the end of the second quarter of 2015 followed by
resubmission of the NDA later in the year, with a potential PDUFA date for the Probuphine NDA in the first half of
2016. Pursuant to our license agreement with Braeburn, as amended to date, we are entitled to receive a $15 million
milestone payment upon FDA approval of the Probuphine NDA and royalties on net sales of Probuphine ranging in
percentage from the mid-teens to the low twenties. The agreement also provides for up to $165 million in sales
milestones and $35 million in regulatory milestones and entitles us to royalty rates in the low single digit on sales by
Braeburn, if any, of other future products in the addiction market.
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We believe that our ProNeura technology has the potential to be used in the treatment of other chronic conditions,
such as Parkinson’s disease (PD), where maintaining stable, around the clock blood levels of a dopamine agonist may
benefit the patient and improve medical outcomes. We have commenced initial work on an implant formulation with
ropinirole, a dopamine agonist approved for the treatment of PD. Our goal is to complete the non-clinical studies
required in support of an Investigational New Drug (“IND”) application by early next year and enable commencement
of a ‘proof of concept’ clinical study following the potential approval of Probuphine. We are also currently evaluating
drugs and disease settings for opportunities to develop our drug delivery technology for other potential treatment
applications in situations where conventional treatment is limited by variability in blood drug levels and poor patient
compliance.

We operate in only one business segment, the development of pharmaceutical products.

ProNeura Continuous Drug Delivery Technology

Our ProNeura continuous drug delivery system consists of a small, solid rod made from a mixture of ethylene-vinyl
acetate (“EVA”) and a drug substance. The resulting product is a solid matrix that is placed subdermally, normally in the
inside part of the upper arm in a simple office procedure, and is removed in a similar manner at the end of the

treatment period. The drug substance is released continuously through the process of dissolution. This results in a

steady rate of release generally similar to intravenous administration. We believe that such long-term, linear release
characteristics are desirable by avoiding peak and trough level dosing that may pose problems for many disease

settings.

The ProNeura technology was developed to address the need for a simple, practical method to achieve continuous
long-term drug delivery, and potentially can provide treatment on an outpatient basis over extended periods of up to

6 — 12 months. We believe that the benefits of this technology have been demonstrated by the clinical results to date
with Probuphine. We believe that this technology has the potential to be useful in the treatment of other diseases.
Accordingly, we have been evaluating opportunities to develop this drug delivery technology for other potential
treatment applications in which conventional treatment is limited by variability in blood drug levels and poor patient
compliance and where existing therapeutic compounds have sufficient potency to be effective at low doses. In
furtherance of these efforts, during 2012, with the support of a National Institute of Health Small Business Innovation
Research grant, we completed a non-clinical study with long-term delivery of ropinirole (Requip ™), a dopamine
agonist marketed in the U.S. by GlaxoSmithKline for the treatment of Parkinson’s disease.

Our Product Pipeline

Probuphine
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We are developing Probuphine for the maintenance treatment of opioid dependence. Probuphine utilizes ProNeura,
our novel, proprietary, long-term drug delivery technology. Upon subdermal insertion in a patient, Probuphine is
designed to release medication continuously and maintain a stable, around the clock blood level of the drug
buprenorphine, an approved agent for the treatment of opioid dependence. If approved, Probuphine is expected to
provide six months of medication following a single treatment. In addition to the ongoing Phase 3 clinical study,
Probuphine has been evaluated in the following Phase 3 clinical studies:

Two six-month, double-blind, placebo-controlled safety and efficacy trials; one of which included an open label,
-active control (Suboxone). In both studies, Probuphine demonstrated superiority to placebo implants, and in the
second study, established non-inferiority in comparison to Suboxone;

-Two six-month, open-label re-treatment safety trials; and

- A pharmacokinetic (relative bioavailability) safety study.
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The goal of any therapy for an addictive disorder is to reduce the use of the addictive substance over time and to
engage the patient in treatment long enough for therapeutic gains to be consolidated. In a clinical study, the
effectiveness of a treatment for opioid dependence is primarily evaluated by testing a patient’s urine samples for the
presence of illicit opioids over the treatment period. In both placebo-controlled Phase 3 studies of Probuphine, every
participant was required to provide urine samples three times a week, essentially on alternate days. Any missed
sample was considered a positive result (i.e. urine testing positive for illicit opioid). In these studies, the primary
effectiveness of the treatment with Probuphine (i.e. the primary endpoint) was established by comparing the negative
urine results (i.e. urine testing negative for illicit opioid) between the Probuphine and placebo arms using a statistical
technique, specifically ‘the cumulative distribution function of negative urines’, which basically performs a comparative
analysis on the relative proportions of negative urines between treatment groups over the time period of treatment.
The patients in the Probuphine arm showed statistically significant difference in the negative urines as compared to
the placebo arm in both studies, i.e. the Probuphine patients had statistically more negative results than the placebo
arm, demonstrating that the treatment with Probuphine was successful in reducing their usage of illicit opioids as
compared to the treatment with placebo. These favorable results for Probuphine were also confirmed by a significant
difference over the placebo arm in other secondary measures such as retention in treatment, withdrawal symptoms and
craving for opioids, all of which are monitored by clinicians to see if a treatment is providing benefit to the patients.

Results for the first double-blind, placebo-controlled safety and efficacy study have been published in the Journal of
the American Medical Association (JAMA, October 2010) and results of the follow-on randomized three arm study
with Probuphine, placebo and sublingual treatment have been published in the journal Addiction (Addiction,
September 2013).

Patients who completed the controlled studies were eligible for enrollment in six-month re-treatment studies, which
provided data on up to one full year of treatment. The pharmacokinetic safety study has provided important data on
the level of buprenorphine in the blood during the treatment period and gives a good profile of the safety of
Probuphine. Data from all of these studies was presented at several scientific meetings, including the International
Society of Addiction Medicine Annual Meetings in November 2008 and September 2011, the American Society of
Addiction Medicine Annual Meetings in May 2009 and 2012, American Society of Addiction Medicine Education
Forum in October 2011, and the American College of Neuropharmacology in November 2009 and 2012.

These studies are part of a registration directed program intended to obtain marketing approval of Probuphine for the
treatment of opioid dependence in the U.S. and other countries. We met with the FDA in October 2011 for a pre-NDA
meeting and reviewed the clinical development program as well as the chemistry, manufacturing and controls (“CMC”)
aspects of the NDA. Based on this interaction we completed the requirements for an NDA and subsequently prepared
and submitted the NDA in October 2012. ) On March 21, 2013, the Psychopharmacologic Drugs Advisory Committee
(PDAC) of the FDA met to review and discuss the briefing material provided by the FDA and Titan, and at the end of
the meeting voted in favor of approval of Probuphine. On April 30, 2013, the FDA issued a complete response letter

to our NDA stating that it cannot approve the application in its present form and outlining the FDA’s request for
additional clinical data demonstrating adequate clinical benefit to patients from this treatment, data from human

factors testing of the training program for insertion and removal of the implant, as well as recommendations regarding
product labeling, REMS and non-clinical safety data.
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Our efforts since receipt of the CRL have focused on supporting Braeburn and a team of expert clinical and regulatory
advisors to establish a path forward that addresses the questions in the CRL and is acceptable to the FDA, and leads to
the potential resubmission of the NDA with the additional information. Following a meeting with the FDA on
November 19, 2013 and subsequent communications, there is general agreement on the next steps, which includes
conducting an additional clinical study. This study is a randomized, double blind, double dummy design of
approximately 180 patients enrolled into two parallel treatment arms. The study population is clinically stable patients
who are receiving maintenance treatment with an approved sublingual formulation containing buprenorphine at a
daily dose of 8mg or less. Patients will be randomized to receive either four Probuphine implants, or to continue the
daily sublingual buprenorphine therapy. The patients are expected to be treated for six months, and the primary
analysis will be a non-inferiority comparison of responders in the two arms. Patient enrollment in this study was
completed in November 2014 and study completion is anticipated by the end of the second quarter of 2015 followed
by resubmission of the NDA later in the year and a possible PDUFA date in the first half of 2016.

10
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Pursuant to the license agreement with Braeburn, as amended to date, we are entitled to receive a $15 million
milestone payment upon FDA approval of the Probuphine NDA and royalties on net sales of Probuphine ranging in
percentage from the mid-teens to the low twenties. The agreement also provides for up to $165 million in sales
milestones and $35 million in regulatory milestones and entitles us to low single digit royalties on sales by Braeburn,
if any, of other future products in the addiction market.

ProNeura-Ropinirole for Parkinson’s Disease

Parkinson’s disease (PD) is a disease of the central nervous system characterized by the loss of dopaminergic neurons,
which leads to increasing activity in the brain region that influences movement and motor function. According to the
Parkinson’s Disease Foundation, more than one million people in the U.S. suffer from PD, and this number is projected
to double by 2030. Early stage PD patients are treated with daily doses of drugs designed to replace dopamine in the
brain. However, these therapeutics typically lose their benefits after several years of chronic treatment, and trigger
serious side effect. About one-third of the treated patients develop motor response fluctuations and/or drug-induced
dyskinesias within only 3 — 5 years of treatment, and these symptoms are present in almost all patients after 10 — 12
years. Clinical and nonclinical research indicates that these motor side effects arise from the pulsatile dopaminergic
stimulation resulting from current oral treatment. Continuous dopaminergic stimulation (CDS) by subcutaneous
infusion has been shown to palliate these motor complications, as well as to delay or prevent the onset of dyskinesias.
We believe our ProNeura drug delivery technology provides a clinically-validated platform to safely and conveniently
provide CDS for several months from a single treatment. Further, the subdermal placement of these implants
eliminates many of the device-related complications associated with existing treatment modalities.

During the past couple of years we conducted preliminary experiments to investigate the use of our ProNeura
technology to continuously deliver dopamine agonists for the treatment of PD. We have conducted a non-clinical
study in an MPTP Parkinsonian monkey model and demonstrated that a sustained non-fluctuating plasma level of
ropinirole could be delivered safely for several months following implantation and could control PD symptoms
without triggering dyskenesias in severely lesioned primates. We have committed resources to this product
development program to enable the following during 2015 and 2016:

. Optimize the implant formulation of ropinirole
. Develop the non-clinical study plan to support Investigational New Drug (IND) application
. Design a proof of concept clinical study
. Conduct a pre-IND meeting with the FDA

11
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€Complete the non-clinical studies to enable timely submission of IND and commence ‘proof of concept’ clinical study

Our goal is to complete the non-clinical studies necessary to enable timely submission of the IND and commence a
‘proof of concept’ clinical study in 2016 following the potential approval of Probuphine.

Fanapt® (iloperidone)

Fanapt (iloperidone) is an atypical antipsychotic approved in 2009 by the FDA for the treatment of schizophrenia and
in 2014 was marketed by Novartis in the U.S. Under a sublicense agreement with Novartis, we are entitled to a royalty
of 8 — 10% of net sales, based on a U.S. patent that we licensed from Sanofi-Aventis. The U.S. patent expires in
October 2016 (excluding a six-month pediatric extension). On December 31, 2014 Vanda Pharmaceuticals, Inc.
(“Vanda”) acquired the rights to Fanapt for the U.S. and Canada from Novartis and is now marketing Fanapt in the U.S.
Vanda already owned the development and commercialization rights to the oral and depot formulations of this product
for the rest of the world, and by acquiring the U.S. and Canadian rights from Novartis, effectively replaces Novartis in
the sublicense agreement with Titan. Patent coverage on the compound has now expired in the significant markets
outside of the U.S. and no patent term extensions are possible since the product was not approved in these countries
prior to patent expiration, and hence we do not expect any royalties on any future sales in such markets.

12
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We have entered into several agreements with Deerfield, which entitle Deerfield to most of the future royalty revenues
related to Fanapt in exchange for cash and debt considerations, the proceeds of which have been used to advance the
development of Probuphine and for general corporate purposes. We have retained a portion of the royalty revenue
from net sales of Fanapt in excess of specified annual threshold levels; however, based on sales levels to date, it is
unlikely that we will ever receive any revenue from Fanapt. We do not incur any ongoing expenses associated with
this product.

License Agreements

In December 2012, we entered into a license agreement (the “Agreement”) with Braeburn pursuant to which we granted
Braeburn an exclusive right and license to commercialize Probuphine in the United States of America and its

territories, including Puerto Rico, and Canada (the “Territory”). Under the Agreement, Braeburn made a non-refundable
up-front license fee payment of $15.75 million and agreed to pay us tiered royalties on a percentage of net sales of
Probuphine ranging from the mid-teens to the low twenties. Additionally, the Agreement provided for us to receive

$45 million upon FDA approval of the NDA for Probuphine and at such time ownership of the NDA will transfer to
Braeburn, as well as up to an additional $130 million upon the achievement of specified sales milestones and up to

$35 million in regulatory milestones. We will retain all of the rights to Probuphine outside the Territory. Unless earlier
terminated, the Agreement will expire on the later of (i) the 15 th anniversary of the date of product launch in the
Territory or (ii) the expiration of the last to expire patent in the Territory covered by the Agreement (the “Term”). Either
party may terminate the Agreement prior to the expiration of the Term in the event of a material breach by the other
party that remains uncured or in the event of the other party’s bankruptcy. We may terminate the Agreement if, for
reasons other than force majeure, regulatory, safety, manufacturing or product quality issues, Braeburn discontinues
commercial sale of the product and fails to resume sales within 30 days following notice or in the event Braeburn or
any of its affiliates or sublicensees commences any legal proceeding seeking to challenge or dispute the validity or
ownership of the licensed patents. Braeburn may terminate the Agreement in the event that Braeburn, notwithstanding
good faith efforts to do so, is unable to enter into an agreement for the supply of EVA or if such a supply agreement is
terminated by Braeburn due to a material breach by the supplier or the supplier fails to provide EVA to Braeburn for a
period of at least three months. Braeburn may also terminate the Agreement (i) on a country by country basis upon six
months’ notice following the occurrence of any “significant competition” in such country, as such term is defined in the
Agreement; (ii) immediately upon notice if Braeburn determines in good faith that it is inadvisable to continue
commercialization as a result of any actual or perceived safety issues.

In May 2013, we entered into an amendment to the Agreement (the “Amendment”) primarily to modify certain of the
termination provisions of the Agreement. The Amendment gives Braeburn the right to terminate the Agreement in the
event that (A) after May 28, 2013, based on written or oral communications from or with the FDA, Braeburn
reasonably determines either that the FDA will require significant development to be performed before approval of the
Probuphine ™ NDA can be given, such as, but not limited to, one or more additional controlled clinical studies with a
clinical efficacy endpoint, or substantial post-approval commitments that may materially impact the products financial
returns or that the FDA will require one or more changes in the proposed label, which change(s) Braeburn reasonably
determines will materially reduce the authorized prescribed patient base, or (B) the NDA has not been approved by the
FDA on or before June 30, 2014. The Amendment also provides that we will share in legal and consulting expenses in
excess of a specified amount prior to approval of the NDA.

13
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In July 2013, we entered into a second amendment to the Agreement (the “Second Amendment”) primarily to establish
and provide the parameters for a committee comprised of representatives of Titan and Braeburn responsible for and
with the authority to make all decisions regarding the development and implementation of a strategic plan to seek
approval from the FDA of Probuphine® for subdermal use in the maintenance treatment of adult patients with opioid
dependence, including development of the strategy for all written and oral communications with the FDA. The Second
Amendment also makes Braeburn the primary contact for FDA communications regarding the Probuphine NDA.

In November 2013, we entered into a stock purchase agreement pursuant to which Braeburn made a $5 million equity
investment in our company and a third amendment to the Agreement (the “Third Amendment”) primarily to modify the
amount and timing of the approval and sales milestone payments payable under the Agreement. Under the Third
Amendment, we are entitled to receive a $15 million payment upon FDA approval of the NDA and royalties on net
sales of Probuphine ranging in percentage from the mid-teens to the low twenties. The agreement also provides for up
to $165 million in sales milestones and $35 in regulatory milestones. In addition, we are entitled to receive royalties

on a percentage of sales in the low single digit by Braeburn, if any, of other continuous delivery treatments for opioid
dependence as defined in the Third Amendment and can elect to receive low single digit royalties on sales by
Braeburn, if any, of other products in the addiction market in exchange for a similar reduction in our royalties on
Probuphine.

14



Edgar Filing: TITAN PHARMACEUTICALS INC - Form 10-K

In January 1997, we acquired an exclusive worldwide license under U.S. and foreign patents and patent applications
relating to the use of iloperidone for the treatment of psychiatric and psychotic disorders and analgesia from
Sanofi-Aventis SA (‘“Sanofi-Aventis”) (formerly Hoechst Marion Roussel, Inc.). The Sanofi-Aventis agreement
provides for the payment of royalties on future net sales. In November 1997, we granted a worldwide sublicense,
exclusive of Japan, to Novartis under which Novartis continued, at its expense, all further development of iloperidone.
In April 2001, that sublicense was extended to include Japan. Under this agreement, Novartis agreed to pay Titan a
royalty on future net sales of the product equal to 8% of annual worldwide net sales up to $200 million and 10% of
annual worldwide net sales above $200 million, in addition to royalty payments owed by us to Sanofi-Aventis. In June
2004, Novartis granted Vanda the worldwide rights to develop and commercialize iloperidone. In October 2009,
Vanda and Novartis amended and restated their sub-license agreement whereby Novartis acquired the U.S. and
Canadian rights to commercialize Fanapt, the oral formulation of iloperidone approved in the U.S. Novartis also
acquired the U.S. and Canadian development and commercialization rights to the depot formulation previously under
development by Vanda and retained the right of first negotiation to co-market Fanapt and the depot formulation in the
rest of the world. On December 31, 2014, Vanda, via a settlement transaction, reacquired from Novartis its rights and
obligations relating to Fanapt in the U.S. and Canada. All of our rights and economic interests in iloperidone,
including royalties on sales, remained essentially unchanged under these agreements and, as previously stated, we
have entered into several agreements with Deerfield, which entitle Deerfield to the future royalty revenues related to
Fanapt in exchange for cash and debt considerations.

Intellectual Property

Our goal is to obtain, maintain and enforce patent protection for our product candidates, formulations, processes,
methods and any other proprietary technologies, preserve our trade secrets, and operate without infringing on the
proprietary rights of other parties, both in the United States and in other countries. Our policy is to actively seek to
obtain, where appropriate, the broadest intellectual property protection possible for our current product candidates and
any future product candidates, proprietary information and proprietary technology through a combination of
contractual arrangements and patents, both in the United States and abroad. However, patent protection may not afford
us with complete protection against competitors who seek to circumvent our patents.

We also depend upon the skills, knowledge, experience and know-how of our management and research and
development personnel, as well as that of our advisors, consultants and other contractors. To help protect our
proprietary know-how, which is not patentable, and for inventions for which patents may be difficult to enforce, we
currently rely and will in the future rely on trade secret protection and confidentiality agreements to protect our
interests. To this end, we require all of our employees, consultants, advisors and other contractors to enter into
confidentiality agreements that prohibit the disclosure of confidential information and, where applicable, require
disclosure and assignment to us of the ideas, developments, discoveries and inventions important to our business.

In June 2010, the United States Patent and Trademark Office (“USPTQ”) issued a patent covering methods of using
Probuphine for the treatment of opiate addiction. Titan is the owner of this patent which claims a method for treating
opiate addiction with a subcutaneously implanted device comprising buprenorphine and EVA, a biocompatible

15
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copolymer that releases buprenorphine continuously for extended periods of time. This patent will expire in June
2024. Four U.S. continuation applications are currently pending which incorporate the use of buprenorphine with the
continuous delivery technology. These patent applications include claims related to Probuphine for the potential
treatment of opioid addiction and chronic pain. Related patents covering use of Probuphine with the continuous
delivery technology for the treatment of opiate addiction have also issued in Australia, Canada, India, Japan, Mexico
and New Zealand. Further prosecution of Probuphine applications is currently proceeding at the USPTO and
corresponding agencies in Europe, Canada, India and Hong Kong. Patents covering certain dopamine agonist implants
have already been issued or allowed in the United States, Europe, Japan, Australia, Canada, South Korea, Mexico,
New Zealand, South Africa, and Hong Kong, while prosecution of the patent application continues in the United
States, Israel, India, Japan, and China.

16
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We have filed additional patent applications for a heterogenous implant designed with some unique properties that
may provide benefits to the structural integrity of the implants and potentially enhance drug delivery.

We hold a license from Sanofi-Aventis under certain issued U.S. patents and certain issued foreign patents relating to
iloperidone and its methods of use in the treatment of psychiatric disorders, psychotic disorders and analgesia. The
term of the U.S. patent that covers certain aspects of our iloperidone product expires in October 2016, excluding a six
month extension possible if an approval of pediatric indication is obtained.

Future court decisions or changes in patent law might materially affect the patents or patent applications, including,
but not limited to, their expiration dates.

Competition

The pharmaceutical and biotechnology industries are characterized by rapidly evolving technology and intense
competition. Many companies of all sizes, including major pharmaceutical companies and specialized biotechnology
companies, are engaged in the development and commercialization of therapeutic agents designed for the treatment of
the same diseases and disorders that we target. Many of our competitors have substantially greater financial and other
resources, larger research and development staff and more experience in the regulatory approval process. Moreover,
potential competitors have or may have patents or other rights that conflict with patents covering our technologies.

With respect to Probuphine, there are no six-month implant formulations of buprenorphine on the market or in
development, and the primary competition will be Indivior, PLC (formerly the Pharmaceutical business of Reckitt
Benckiser Group, PLC (“Reckitt”’) which markets globally a sublingual buprenorphine product (tablet and film
formulations) for the treatment of opioid dependence. This product (Subutex®, Suboxone®), which is administered
daily, holds the dominant market share of global sales and it will compete with our six-month implantable product for
the maintenance treatment of opioid dependence. Additionally, two proprietary daily dosed formulations have been
approved by the FDA in the past two years; the first is a sublingual tablet called Zubsolv marketed by Orexo and the
second is a buccal patch called Bunavail marketed by Bio Delivery Sciences International, which, if successful in
capturing market share, would compete with Probuphine. Also, during 2013 and 2014, several generic sublingual
tablet formulations of buprenorphine similar to Suboxone and Subutex were approved by the FDA which are expected
to compete in the opioid addiction treatment market. Other forms of buprenorphine are also in development by other
companies, including intramuscular and intradermal one week and one month depot injections which, if approved,
will also compete with our product. Braeburn has licensed rights to certain of such potential products and Titan is
entitled to a low single digit royalty on net sales if these are commercialized. The one-month depot formulations of
buprenorphine are in mid-stage clinical development for the treatment of opioid dependence, and are likely to take
another 2-3 years prior to approval In 2010, Alkermes, Inc. received FDA approval to market Vivitrol®, a one-month
depot injection of naltrexone as a maintenance treatment for opioid dependent patients who have successfully
achieved abstinence.
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With respect to our potential ProNeura ropinirole product for Parkinson’s disease, the competition is primarily from
numerous daily dosed dopamine agonist treatments currently in use that provide symptom relief from disease related
immobility, and the complications associated with long-term levodopa therapy (e.g. dyskinesias, tolerance). Approved
products in the U.S. in addition to Requip XL ™ | which is marketed by GlaxoSmithKline, include Apokyn® (US
WorldMeds LLC), Parlodel® (Novartis Pharmaceuticals Inc.), Mirapex ER® (Boehringer Ingelheim Pharmaceuticals
Inc.) and Neupro® (UCB Inc.). There is a strong need for products delivering continuous, stable, long term delivery of
dopamine and dopamine agonists and, recently, the U.S. FDA approved a product called Duopa™ which is the first and
only treatment delivered via catheters directly into the duodenum which is capable of providing 16 continuous hours
of carbidopa and levodopa for treatment of motor fluctuations in advanced Parkinson's disease. Duopa is marketed
globally by the company Abbvie. Also, we are aware of products in development that are capable of short to medium
term subcutaneous and subdermal delivery of levodopa/carbidopa using pumps, however these are still in mid stage
clinical development.
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Manufacturing

The manufacturing of Probuphine has primarily been conducted at DPT Laboratories, Inc., or DPT, and we have
expanded the manufacturing facility at this contract manufacturer to establish commercial scale capability to support
the future market launch of Probuphine and ongoing demand following potential approval by the FDA. To date, we
have been operating with DPT under an arrangement pursuant to which batches of product needed for validation
studies, stability testing or clinical trial purposes are acquired pursuant to purchase orders on a time and product cost
basis. We have entered into a commercial manufacturing agreement with DPT that will govern the terms of the
production and supply of Probuphine at such time, if ever, as the product is launched commercially. We anticipate that
at or prior to such time, such agreement will be assigned to Braeburn as licensee or a replacement agreement entered
into between Braeburn and DPT.

To date, we have obtained the supply of bupenorphine from Teva Pharmaceuticals, Inc., or Teva, under an
arrangement similar to the one with DPT. We have entered into a commercial supply agreement with Teva; however,
we anticipate that at or prior to such time if ever, as the product is launched commercially, such agreement will be
assigned to Braeburn as licensee or a replacement agreement entered into between Braeburn and Teva.

Sales and Marketing

We do not currently have and do not intend to establish any sales and marketing capability. As licensee, Braeburn will
have sole responsibility for sales and marketing of Probuphine within the United States and Canada. We intend to seek
comparable partnering arrangements for Probuphine outside the Territory, as well as for any additional products we
may successfully develop based on our ProNeura technology.

Government Regulation and Product Approval

Government authorities in the United States, at the federal, state and local level, and other countries extensively
regulate, among other things, the research, development, testing, manufacture, quality control, approval, labeling,
packaging, storage, record-keeping, promotion, advertising, distribution, post-approval monitoring and reporting,
marketing and export and import of products such as those we are developing.

FDA Approval Process
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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 new drug applications, or 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 involves preclinical laboratory and animal tests, the
submission to the FDA of either a notice of claimed investigational exemption or an investigational new drug
application, or 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.

Preclinical 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 preclinical tests must
comply with federal regulations and requirements, including good laboratory practices. The results of preclinical
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 preclinical tests, such as
animal tests of reproductive toxicity and carcinogenicity, may continue after the IND is submitted.

10
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Clinical trials involve the administration of the investigational new drug to healthy volunteers or patients under the
supervision of a qualified investigator. Clinical trials must be conducted: (i) in compliance with federal regulations;
(i1) in compliance with good clinical practice, or GCP, an international standard meant to protect the rights and health
of patients and to define the roles of clinical trial sponsors, administrators, and monitors; as well as (iii) 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 either 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, or 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.

Clinical trials to support NDAs for marketing approval are typically conducted in three sequential phases, but the
phases may overlap. In Phase 1, 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 2 usually involves trials in a limited patient population to
determine the effectiveness of the drug for a particular indication, dosage tolerance, and optimum dosage, and to
identify common adverse effects and safety risks. If a compound demonstrates evidence of effectiveness and an
acceptable safety profile in Phase 2 evaluations, Phase 3 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 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
preclinical, 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.

Once the submission is accepted for filing, the FDA begins an in-depth review. Priority review can be applied to drugs
that the FDA determines offer major advances in treatment, or provide a treatment where no adequate therapy exists.

The FDA may 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 generally 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. FDA will not approve the product

unless compliance with current good manufacturing practices, or GMP — a quality system regulating manufacturing — is
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satisfactory and the NDA contains data that provide 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 either an approval 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, or when, those
deficiencies have been addressed to the FDA’s satisfaction in a resubmission of the NDA, the FDA will issue an
approval letter. 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 a risk evaluation and mitigation
strategy, or REMS, to help ensure that the benefits of the drug outweigh the potential risks. REMS can include
medication guides, communication plans for healthcare professionals, and elements to assure safe use, or ETASU.
ETASU can include, but are not limited to, special training or certification for prescribing or dispensing, dispensing
only under certain circumstances, special monitoring, and the use of patient registries. The requirement for a REMS
can materially affect the potential market and profitability of the drug. Moreover, product approval may require
substantial post-approval testing and surveillance to monitor the drug’s safety or efficacy. Once granted, product
approvals may be withdrawn if compliance with regulatory standards is not maintained or problems are identified
following initial marketing.

11
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The Hatch-Waxman Act

In seeking approval for a drug through an NDA, applicants are required to list with the FDA each patent whose claims
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
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. Other than the requirement for
bioequivalence testing, ANDA 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. 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;
(i1) 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 IV 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. The ANDA
application also will not be approved until any non-patent exclusivity listed in the Orange Book for the referenced
product has expired. Federal law provides a period of five years following approval of a drug containing no previously
approved active ingredients during which ANDAs for generic versions of those drugs cannot be submitted, unless the
submission contains a Paragraph IV challenge to a listed patent — in which case the submission may be made four years
following the original product approval. Federal law provides for a period of three years of exclusivity during which
the FDA cannot grant effective approval of an ANDA based on the 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 applicant.

Section 505(b)(2) New Drug Applications

Most drug products obtain FDA marketing approval pursuant to an NDA or an ANDA. A third alternative is a special
type of NDA, commonly referred to as a Section 505(b)(2) NDA, that enables the applicant to rely, in part, on the
FDA'’s previous approval of a similar product, or published literature, in support of its application. Our NDA for
Probuphine was submitted under Section 505(b)(2) and we anticipate that we will pursue this pathway for any
additional therapeutic products we may develop based on our ProNeura technology. 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. If the 505(b)(2) applicant can
establish that reliance on the FDA’s previous approval is scientifically appropriate, it may eliminate the need to
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conduct certain preclinical or clinical studies of the new 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.

12
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Advertising and Promotion

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.

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 GMP Compliance

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 4 testing, risk minimization action plans, and surveillance to
monitor the effects of an approved product, or the FDA may place conditions on an approval that could restrict the
distribution or use of the product. In addition, quality-control, 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 FDA and certain state agencies.
Registration with the FDA subjects entities 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 cGMPs.
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.

Pediatric Information

Under the Pediatric Research Equity Act, or PREA, NDAs or supplements to NDAs must contain data to assess the
safety and effectiveness of the drug for the claimed indications in all relevant pediatric subpopulations and to support
dosing and administration for each pediatric subpopulation for which the drug is safe and effective. The FDA may
grant full or partial waivers, or deferrals, for submission of data. Unless otherwise required by regulation, PREA does
not apply to any drug for an indication for which orphan designation has been granted.
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The Best Pharmaceuticals for Children Act, or BPCA, provides NDA holders a six-month extension of any

exclusivity — patent or non-patent — for a drug if certain conditions are met. Conditions for exclusivity include the FDA’s
determination that information relating to the use of a new drug in the pediatric population may produce health

benefits in that population, the FDA making a written request for pediatric studies, and the applicant agreeing to

perform, and reporting on, the requested studies within the statutory timeframe. Applications under the BPCA are

treated as priority applications, with all of the benefits that designation confers.

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.

13
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Controlled Substances

Manufacturers of controlled substances, including buprenorphine, are also subject to the licensing, quota, and
regulatory requirements of the Controlled Substances Act. Failure to comply with the Controlled Substances Act and
the regulations promulgated thereunder could subject companies to loss or suspension of those licenses and to civil or
criminal penalties.

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 payor.

Foreign Regulatory Issues
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Sales of pharmaceutical products outside the United States are subject to foreign regulatory requirements that vary
widely from country to country. Whether or not FDA approval has been obtained, approval of a product by a
comparable regulatory authority of a foreign country must generally be obtained prior to the commencement of
marketing in that country. Although the time required to obtain such approval may be longer or shorter than that
required for FDA approval, the requirements for FDA approval are among the most detailed in the world and FDA
approval generally takes longer than foreign regulatory approvals.

Employees

As of December 31, 2014, we had 13 full-time employees.
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Item 1A. Risk Factors

Further delays in the FDA approval process for Probuphine or termination of the license agreement by Braeburn
could materially adversely impact our liquidity and financial condition.

While Braeburn has commenced the clinical study and patient enrollment is underway, we cannot predict the timing
of commencement or completion of the study. At December 31, 2014, we had cash of approximately $15.5 million,
which we believe is sufficient to fund our planned operations into fourth quarter of 2016. Under our license
agreement, as amended, Braeburn currently has the technical right to terminate the agreement. If Braeburn were to
exercise this right, we would not have sufficient funds available to us to complete the FDA regulatory process and, in
the event of ultimate approval, commercialize Probuphine without raising additional capital. If we are unable to
complete a debt or equity offering, or otherwise obtain sufficient financing in such event, our business and prospects
would be materially adversely impacted. We cannot assure you that the financing we need will be available on
acceptable terms.

FDA approval of Probuphine may be denied.

While Titan and Braeburn have agreed in principal with the FDA on a path forward for Probuphine, which along with
other steps includes conducting an additional clinical study which is expected to be completed by the middle of 2015,

there can be no assurance that the FDA will ultimately approve the NDA. The FDA may deny approval of Probuphine
for many reasons, including:

we may be unable to demonstrate to the satisfaction of the FDA that Probuphine is safe and effective for the
treatment of opioid dependence in the targeted patient population;

-the FDA may disagree with our interpretation of data from the clinical trial;

we may be unable to demonstrate that Probuphine’s clinical and other benefits outweigh any safety or other perceived
risks; or

-we may not be able to successfully address the other issues raised by the FDA in the CRL.

If Probuphine fails to receive FDA approval, our business and prospects will be materially adversely impacted.
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Even if we obtain FDA approval of Probuphine, we may never obtain approval or commercialize our products
outside of the United States, which would limit our ability to realize their full market potential.

In order to market Probuphine outside of the United States, we must establish and comply with numerous and varying
regulatory requirements of other countries regarding safety and efficacy. Clinical trials conducted in one country may
not be accepted by regulatory authorities in other countries, and regulatory approval in one country does not mean that
regulatory approval will be obtained in any other country. Approval procedures vary among countries and can involve
additional product testing and validation and additional administrative review periods. Seeking foreign regulatory
approvals could result in significant delays, difficulties and costs for us and may require additional pre-clinical studies
or clinical trials which would be costly and time consuming. Regulatory requirements can vary widely from country to
country and could delay or prevent the introduction of our products in those countries. Satisfying these and other
regulatory requirements is costly, time consuming, uncertain and subject to unanticipated delays. In addition, our
failure to obtain regulatory approval in any country may delay or have negative effects on the process for regulatory
approval in other countries. We do not have any product candidates approved for sale in any jurisdiction, including
international markets, and we do not have experience in obtaining regulatory approval in international markets. If we
fail to comply with regulatory requirements in international markets or to obtain and maintain required approvals, our
target market will be reduced and our ability to realize the full market potential of our products will be harmed.
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We have granted an exclusive license to Braeburn for the commercialization of Probuphine in the United States and
Canada (the “Territory”). If approved by the FDA, Braeburn will be solely responsible for the marketing, manufacture
and commercialization of Probuphine in the Territory and, accordingly, the timing and amount of any royalty
revenues or sales milestones we receive from this product will be wholly dependent upon Braeburn’s ability to
successfully launch and commercialize this product in the Territory. Braeburn is a recently formed company and does
not have a track record upon which investors can rely on making an investment decision. Additionally, our ability to
generate revenues in the Territory from any additional indications for Probuphine, including chronic pain, depends on
Braeburn’s ability to successfully develop, obtain regulatory approvals for and commercialize the product for
additional indications. We do not have control over the amount and timing of resources that Braeburn will dedicate to
these efforts, none of which have commenced to date. We will be similarly dependent on the development, regulatory
and marketing efforts of third parties with respect to revenues, if any, from sales of Probuphine outside the Territory.
To date, we have not entered into any collaborative arrangements or granted any rights with respect to Probuphine in
the rest of the world.

Our ProNeura development programs are at very early stages and will require substantial additional resources that
may not be available to us.

To date, we have conducted limited research and development activities based on our ProNeura delivery system
beyond Probuphine. We will require substantial additional funds to support our research and development activities,
and the anticipated costs of preclinical studies and clinical trials, regulatory approvals and eventual commercialization
of ProNeura for PD or any therapeutic based on our ProNeura platform technology. If we are unable to generate
sufficient revenues from royalties from the sale of Probuphine or other payments under our license agreement with
Braeburn, we will need to seek additional sources of financing, which may not be available on favorable terms, if at
all. If we do not succeed in raising the requisite financing on acceptable terms, we may be unable to initiate clinical
trials or obtain approval of any product candidates from the FDA and other regulatory authorities. In addition, we
could be forced to discontinue product development, forego sales and marketing efforts and forego attractive business
opportunities.

To the extent we raise additional capital through the sale of equity securities, the issuance of those securities could
result in dilution to our shareholders. In addition, if we obtain debt financing, a substantial portion of our operating
cash flow may be dedicated to the payment of principal and interest on such indebtedness, thus limiting funds
available for our business activities. If adequate funds are not available, we may be required to delay, reduce the scope
of or eliminate our research and development programs, reduce our commercialization efforts or curtail our
operations. In addition, we may be required to obtain funds through arrangements with collaborative partners or others
that may require us to relinquish rights to technologies, product candidates or products that we would otherwise seek
to develop or commercialize ourselves or license rights to technologies, product candidates or products on terms that
are less favorable to us than might otherwise be available.

Our ProNeura program for PD is at a very early stage and we may not be able to successfully develop this product
or any other product based on our ProNeura drug delivery technology.
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Our ability to successfully develop any future product candidates based on our ProNeura drug delivery technology is
subject to the risks of failure and delay inherent in the development of new pharmaceutical products, including: delays
in product development, clinical testing, or manufacturing; unplanned expenditures in product development, clinical
testing, or manufacturing; failure to receive regulatory approvals; emergence of superior or equivalent products;
inability to manufacture on its own, or through any others, product candidates on a commercial scale; and failure to
achieve market acceptance.

Because of these risks, our research and development efforts may not result in any commercially viable products. If a

significant portion of these development efforts are not successfully completed, required regulatory approvals are not

obtained or any approved products are not commercially successfully, our business, financial condition, and results of
operations may be materially harmed.
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Our development and commercialization strategy for ProNeura for PD depends, in part, upon the FDA’s prior
findings regarding the safety and efficacy of ropinirole based on data not developed by us, but upon which the
FDA may rely in reviewing our NDA.

We are developing ProNeura for PD with the expectation that it will be eligible for approval through the regulatory
pathway under Section 505(b)(2) of the FDCA. Section 505(b)(2) of the FDCA allows an NDA to rely in part on data
in the public domain or the FDA'’s prior conclusions regarding the safety and effectiveness of an approved drug
product, which could expedite the development program for ProNeura for PD by potentially decreasing the amount of
clinical data that would need to be generated in order to obtain FDA approval. If the FDA does not allow us to pursue
the Section 505(b)(2) regulatory pathway as anticipated, we may need to conduct additional clinical trials, provide
additional data and information, and meet additional standards for product approval. If this were to occur, the time and
financial resources required to obtain FDA approval for ProNeura for PD, and complications and risks associated with
regulatory approval, would likely substantially increase. Moreover, inability to pursue the Section 505(b)(2)
regulatory pathway may result in new competitive products reaching the market more quickly than ProNeura for PD,
which would adversely impact our competitive position and prospects. Even if we are able to utilize the Section
505(b)(2) regulatory pathway, there is no guarantee that this regulatory pathway will ultimately lead to accelerated
product development or earlier approval for ProNeura for PD. Moreover, notwithstanding the approval of many
products by the FDA pursuant to Section 505(b)(2), over the last few years, some pharmaceutical companies and
others have objected to the FDA'’s interpretation of Section 505(b)(2). If the FDA changes its interpretation of Section
505(b)(2), or if the FDA’s interpretation is successfully challenged in court, this result could delay or even prevent the
FDA from approving any Section 505(b)(2) NDAs that we submit. Such a result could require us to conduct additional
testing and costly clinical trials, which could substantially delay or prevent the approval and launch of ProNeura for
PD. The FDA may require us to perform additional studies or measurements to support any changes in our product as
compared to the approved product. If we utilize Section 505(b)(2), the FDA may approve our new product 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 us.

Clinical trials required for new product candidates are expensive and time-consuming, and their outcome is
uncertain.

In order to obtain FDA approval to market a new drug product based on our ProNeura drug delivery technology, we
must demonstrate proof of safety and effectiveness in humans. To meet these requirements, we must conduct “adequate
and well controlled” clinical trials. Conducting clinical trials is a lengthy, time-consuming, and expensive process. The
length of time may vary substantially according to the type, complexity, novelty, and intended use of the product
candidate, and often can be several years or more per trial. Delays associated with products for which we are directly
conducting clinical trials may cause us to incur additional operating expenses. The commencement and rate of
completion of clinical trials may be delayed by many factors, including, for example: inability to manufacture
sufficient quantities of qualified materials under cGMP, for use in clinical trials; slower than expected rates of patient
recruitment; failure to recruit a sufficient number of patients; modification of clinical trial protocols; changes in
regulatory requirements for clinical trials; the lack of effectiveness during clinical trials; the emergence of unforeseen
safety issues; delays, suspension, or termination of the clinical trials due to the institutional review board responsible
for overseeing the study at a particular study site; and government or regulatory delays or “clinical holds” requiring
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suspension or termination of the trials.

The results from early clinical trials are not necessarily predictive of results obtained in later clinical trials.
Accordingly, even if we obtain positive results from early clinical trials, we may not achieve the same success in
future clinical trials. Clinical trials may not demonstrate statistically significant safety and effectiveness to obtain the
requisite regulatory approvals for product candidates.

The failure of clinical trials to demonstrate safety and effectiveness for the desired indications could harm the
development of that product candidate and other product candidates. This failure could cause us to abandon a product
candidate and could delay development of other product candidates. Any delay in, or termination of, our clinical trials
would delay the filing of our NDAs with the FDA and, ultimately, our ability to commercialize our product candidates
and generate product revenues. Any change in, or termination of, our clinical trials could materially harm our
business, financial condition, and results of operations.
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If Probuphine or any other product candidate that we may successfully develop does not achieve broad market
acceptance among physicians, patients, healthcare payors and the medical community, the revenues that it
generates from their sales will be limited.

Even if Probuphine or any other product candidate we may in the future develop receives regulatory approval, they
may not gain market acceptance among physicians, patients, healthcare payors and the medical community. Coverage
and reimbursement of our product candidates by third-party payors, including government payors, generally is also
necessary for commercial success. The degree of market acceptance of any approved products will depend on a
number of factors, including:

-the efficacy and safety as demonstrated in clinical trials;

-the clinical indications for which the product is approved;

acceptance by physicians, operators of hospitals and clinics and patients of the product as a safe and effective
product;

-the potential and perceived advantages of the product over alternative treatments;

-the safety of the product in broader patient groups, including its use outside of approved indications;

-the cost of treatment in relation to alternative treatments;

-the availability of adequate reimbursement and pricing by third parties and government authorities;

-the prevalence and severity of adverse events;

-the effectiveness of sales and marketing efforts; and

-unfavorable publicity relating to the product.

If any product candidate is approved but does not achieve an adequate level of acceptance by physicians, hospitals and
clinics, healthcare payors and patients, we may not generate significant revenue from such products.
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We must comply with extensive government regulations.

The research, development, manufacture labeling, storage, record-keeping, advertising, promotion, import, export,
marketing and distribution of pharmaceutical products are subject to an extensive regulatory approval process by the
FDA in the U.S. and comparable health authorities in foreign markets. The process of obtaining required regulatory
approvals for drugs is lengthy, expensive and uncertain. Approval policies or regulations may change and the FDA
and foreign authorities have substantial discretion in the pharmaceutical approval process, including the ability to
delay, limit or deny approval of a product candidate for many reasons. Despite the time and expense invested in
clinical development of product candidates, regulatory approval is never guaranteed. Regulatory approval may entail
limitations on the indicated usage of a drug, which may reduce the drug’s market potential. Even if regulatory
clearance is obtained, post-market evaluation of the products, if required, could result in restrictions on a product’s
marketing or withdrawal of the product from the market, as well as possible civil and criminal sanctions. Of the large
number of drugs in development, only a small percentage successfully complete the regulatory approval process and
are commercialized.

We are dependent upon key collaborative relationships and license agreements.

We will rely significantly on the resources of third parties to market and commercialize Probuphine, if approved, as
well as any other products we may develop. For example, our ability to ultimately derive revenues from Probuphine in
the United States and Canada is dependent upon Braeburn implementing a successful marketing program for the
treatment of opioid dependence in adults and pursuing development and commercialization of the product for other
indications. Beyond any contractual rights, we cannot control the amount or timing of resources that any existing or
future corporate partner devotes to product development and commercialization efforts for our product candidates. We
depend on our ability to maintain existing collaborative relationships, to develop new collaborative relationships with
third parties and potentially to acquire or in-license additional products and technologies for the development of new
product candidates.
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Our dependence on third party collaborators and license agreements subjects us to a number of risks, including:

_our collaborators may not comply with applicable regulatory guidelines with respect to developing or
commercializing our products, which could adversely impact sales or future development of our products;

we and our collaborators could disagree as to future development plans and our collaborators may delay, fail to
commence or stop future clinical trials or other development; and

there may be disputes between us and our collaborators, including disagreements regarding the license agreements,
that may result in the delay of or failure to achieve developmental, regulatory and commercial objectives that would
‘result in milestone or royalty payments and/or the delay or termination of any future development or
commercialization of our products.

In addition, collaborators may, to the extent permitted by our agreements, develop products that divert resources from
our products, preclude us from entering into collaborations with their competitors or terminate their agreements with
us prematurely. For example, Braeburn recently announced that it has obtained an exclusive license from Camurus for
its long-acting bupenorphine injectables under development, which, if approved, could in the future divert resources
from Probuphine. Moreover, disagreements could arise with our collaborators or strategic partners over rights to our
intellectual property and our rights to share in any of the future revenues from products or technologies resulting from
use of our technologies, or our activities in separate fields may conflict with other business plans of our collaborators.

We face risks associated with third parties conducting preclinical studies and clinical trials of our products; as well
as our dependence on third parties to manufacture any products that we may successfully develop.

We depend on third-party laboratories and medical institutions to conduct preclinical studies and clinical trials for our
products and other third-party organizations to perform data collection and analysis, all of which must maintain both
good laboratory and good clinical practices. We also depend upon third party manufacturers for the production of any
products we may successfully develop to comply with current Good Manufacturing Practices of the FDA, which are
similarly outside our direct control. If third party laboratories and medical institutions conducting studies of our
products fail to maintain both good laboratory and clinical practices, the studies could be delayed or have to be
repeated. Similarly, if the manufacturers of any products we develop in the future fail to comply with current Good
Manufacturing Practices of the FDA, we may be forced to cease manufacturing such product until we have found
another third party to manufacture the product.

We face risks associated with product liability lawsuits that could be brought against us.
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The testing, manufacturing, marketing and sale of human therapeutic products entail an inherent risk of product
liability claims. We currently have a limited amount of product liability insurance, which may not be sufficient to
cover claims that may be made against us in the event that the use or misuse of our product candidates causes, or
merely appears to have caused, personal injury or death. In the event we are forced to expend significant funds on
defending product liability actions, and in the event those funds come from operating capital, we will be required to
reduce our business activities, which could lead to significant losses. Adequate insurance coverage may not be
available in the future on acceptable terms, if at all. If available, we may not be able to maintain any such insurance at
sufficient levels of coverage and any such insurance may not provide adequate protection against potential liabilities.
Whether or not a product liability insurance policy is obtained or maintained in the future, any claims against us,
regardless of their merit, could severely harm our financial condition, strain our management and other resources or
destroy the prospects for commercialization of the product which is the subject of any such claim.
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We may be unable to protect our patents and proprietary rights.

Our future success will depend to a significant extent on our ability to:

-obtain and keep patent protection for our products and technologies on an international basis;

-enforce our patents to prevent others from using our inventions;

-maintain and prevent others from using our trade secrets; and

-operate and commercialize products without infringing on the patents or proprietary rights of others.

We cannot assure you that our patent rights will afford any competitive advantages, and these rights may be
challenged or circumvented by third parties. Further, patents may not be issued on any of our pending patent
applications in the U.S. or abroad. Because of the extensive time required for development, testing and regulatory
review of a potential product, it is possible that before a potential product can be commercialized, any related patent
may expire or remain in existence for only a short period following commercialization, reducing or eliminating any
advantage of the patent. If we sue others for infringing our patents, a court may determine that such patents are invalid
or unenforceable. Even if the validity of our patent rights is upheld by a court, a court may not prevent the alleged
infringement of our patent rights on the grounds that such activity is not covered by our patent claims.

In addition, third parties may sue us for infringing their patents. In the event of a successful claim of infringement
against us, we may be required to:

-pay substantial damages;

stop using our technologies and
methods;

-stop certain research and development efforts;

-develop non-infringing products or methods; and
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-obtain one or more licenses from third parties.

If required, we cannot assure you that we will be able to obtain such licenses on acceptable terms, or at all. If we are
sued for infringement, we could encounter substantial delays in development, manufacture and commercialization of
our product candidates. Any litigation, whether to enforce our patent rights or to defend against allegations that we
infringe third party rights, will be costly, time consuming, and may distract management from other important tasks.

We also rely in our business on trade secrets, know-how and other proprietary information. We seek to protect this
information, in part, through the use of confidentiality agreements with employees, consultants, advisors and others.
Nonetheless, we cannot assure you that those agreements will provide adequate protection for our trade secrets,
know-how or other proprietary information and prevent their unauthorized use or disclosure. To the extent that
consultants, key employees or other third parties apply technological information independently developed by them or
by others to our proposed products, disputes may arise as to the proprietary rights to such information, which may not
be resolved in our favor.

We face intense competition.

Competition in the pharmaceutical and biotechnology industries is intense. We face, and will continue to face,
competition from numerous companies that currently market, or are developing, products for the treatment of the
diseases and disorders we have targeted. Many of these entities have significantly greater research and development
capabilities, experience in obtaining regulatory approvals and manufacturing, marketing, financial and managerial
resources than we have. We also compete with universities and other research institutions in the development of
products, technologies and processes, as well as the recruitment of highly qualified personnel. Our competitors may
succeed in developing technologies or products that are more effective than the ones we have under development or
that render our proposed products or technologies noncompetitive or obsolete. In addition, our competitors may
achieve product commercialization or patent protection earlier than we will.
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Healthcare reform and restrictions on reimbursements may limit our financial returns.

Braeburn’s ability to commercialize Probuphine in the Territory and our ability or the ability of any future
collaborators to commercialize Probuphine outside the Territory or to commercialize any other products we may
successfully develop will depend in part on the extent to which government health administration authorities, private
health insurers and other organizations will reimburse consumers for the cost of these products. These third parties are
increasingly challenging both the need for and the price of new drug products. Significant uncertainty exists as to the
reimbursement status of newly approved therapeutics. Adequate third party reimbursement may not be available for
our own or our collaborator’s drug products to enable us or them to maintain price levels sufficient to realize an
appropriate return on their and our investments in research and product development.

Health care reform measures and changes in policies, funding, staffing and leadership at the FDA and other
agencies could hinder or prevent the commercial success of our products.

In the United States, there have been a number of legislative and regulatory changes to the healthcare system in ways
that could affect our future results of operations and the future results of operations of our potential customers. For
example, the Medicare Prescription Drug, Improvement, and Modernization Act of 2003 established a new Part D
prescription drug benefit, which became effective January 1, 2006. Under the prescription drug benefit, Medicare
beneficiaries can obtain prescription drug coverage from private sector plans that are permitted to limit the number of
prescription drugs that are covered in each therapeutic category and class on their formularies. If our products are not
widely included on the formularies of these plans, our ability to market our products may be adversely affected.

Furthermore, there have been and continue to be a number of initiatives at the federal and state levels that seek to
reduce healthcare costs. In March 2010, President Obama signed into law the Patient Protection and Affordable
Health Care Act of 2010, as amended by the Health Care and Education Affordability Reconciliation Act of 2010
(jointly, the “PPACA”), which includes measures to significantly change the way health care is financed by both
governmental and private insurers.

In addition, other legislative changes have been proposed and adopted since the PPACA was enacted. On August 2,
2011, the Budget Control Act of 2011, among other things, created measures for spending reductions by Congress.
This includes aggregate reductions to Medicare payments to providers of up to 2% per fiscal year. On January 2,

2013, President Obama signed into law the American Taxpayer Relief Act of 2012 (the “ATRA”), which, among other
things, reduced Medicare payments to several providers, including hospitals, imaging centers and cancer treatment
centers, and increased the statute of limitations period for the government to recover overpayments to providers from
three to five years. These laws may result in additional reductions in Medicare and other health care funding, which
could have a material adverse effect on our customers and accordingly, our financial operations.
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Additionally, individual states have become increasingly aggressive in passing legislation and implementing
regulations designed to control pharmaceutical product pricing, including price or patient reimbursement constraints,
discounts, restrictions on certain product access, and marketing cost disclosure and transparency measures, and
designed to encourage importation from other countries and bulk purchasing. Legally-mandated price controls on
payment amounts by third-party payors or other restrictions could harm our business, results of operations, financial
condition and prospects.

In addition, regional healthcare authorities and individual hospitals are increasingly using bidding procedures to
determine what pharmaceutical products and which suppliers will be included in their prescription drug and other
healthcare programs. This can reduce demand for our products or put pressure on our product pricing, which could
negatively affect our business, results of operations, financial condition and prospects.
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Additionally, given recent federal and state government initiatives directed at lowering the total cost of healthcare,
Congress and state legislatures will likely continue to focus on healthcare reform, the cost of prescription drugs and
the reform of the Medicare and Medicaid programs. While we cannot predict the full outcome of any such legislation,
it may result in decreased reimbursement for prescription drugs, which may further exacerbate industry-wide pressure
to reduce prescription drug prices. This could harm our ability to market our products and generate revenues. In
addition, legislation has been introduced in Congress that, if enacted, would permit more widespread importation or
re-importation of pharmaceutical products from foreign countries into the United States, including from countries
where the products are sold at lower prices than in the United States. Such legislation, or similar regulatory changes,
could lead to a decision to decrease our prices to better compete, which, in turn, could adversely affect our business,
results of operations, financial condition and prospects. It is also possible that other legislative proposals having
similar effects will be adopted.

Furthermore, regulatory authorities’ assessment of the data and results required to demonstrate safety and efficacy can
change over time and can be affected by many factors, such as the emergence of new information, including on other
products, changing policies and agency funding, staffing and leadership. We cannot be sure whether future changes to
the regulatory environment will be favorable or unfavorable to our business prospects.

We may not be able to retain our key management and scientific personnel, and a loss of certain key personnel
could significantly hinder our ability to move forward with our business plan.

As a company with a limited number of personnel, we are highly dependent on the services of our executive
management and scientific staff, in particular Sunil Bhonsle and Marc Rubin, our President and Executive Chairman,
respectively, and Katherine Glassman-Beebe our Executive Vice President and Chief Development Officer. The loss
of one or more of such individuals could substantially impair ongoing research and development programs and could
hinder our ability to obtain corporate partners. Our success depends in large part upon our ability to attract and retain
highly qualified personnel. We compete in our hiring efforts with other pharmaceutical and biotechnology companies,
as well as universities and nonprofit research organizations, and we may not be successful in our efforts to attract and
retain personnel.

Our net operating losses and research and development tax credits may not be available to reduce future federal
and state income tax payments.

At December 31, 2014, we had federal net operating loss and tax credit carryforwards of $232.5 million and $8.3
million, respectively, and state net operating loss and tax credit carryforwards of $154.7 million and $8.1 million,
respectively, available to offset future taxable income, if any. Current federal and state tax laws include substantial
restrictions on the utilization of net operating loss and tax credits in the event of an ownership change and we cannot
assure you that our net operating loss and tax carryforwards will continue to be available.
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We have a limited number of authorized shares of common stock available for issuance and will need to seek
stockholder approval to amend our charter to either effect an increase in our authorized shares of common stock
or a reverse split.

At March 24, 2015, we had 14,672,293 authorized but unissued shares of our common stock, substantially all of
which were reserved for issuance upon the exercise of outstanding stock options and warrants, and did not have a
sufficient number of authorized shares to permit exercise of the Class A Warrants and Underwriter Warrants we
issued in connection with our October 2014 public offering. Furthermore, we will need to continue to seek additional
financing in order to fund our product development programs until such time, if ever, as the Probuphine NDA is
approved by the FDA and royalty and milestone payments are sufficient to fund our operations. We have agreed to
seek stockholder approval of an amendment to our certificate of incorporation to effect either an increase in the
number of authorized shares of common stock or a reverse split, in either case in an amount sufficient to permit the
exercise in full of the Class A Warrants. An increase in the authorized number of shares of common stock and the
subsequent issuance of such shares could have the effect of delaying or preventing a change in control of our company
without further action by our stockholders. Shares of authorized and unissued common stock could, within the limits
imposed by applicable law, be issued in one or more transactions which would make a change in control of our
company more difficult, and therefore less likely. Furthermore, there are risks associated with effecting a reverse split,
including a decline in the market price of our common stock and the possibility of certain shareholders owning “odd
lots” of less than 100 shares, which may be more difficult to sell, or require greater transaction costs per share to sell,
than shares in “round lots” of even multiples of 100 shares. In addition, because holders of our common stock have no
preemptive rights to purchase or subscribe for any unissued stock of our company, the availability of a greater number
of authorized shares, whether as a result of a reverse split or an increase in the authorized number, could result in
additional dilution to existing shareholders and investors.
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Our stock price has been and will likely continue to be volatile.

Our stock price has experienced substantial fluctuations and could continue to fluctuate significantly due to a number
of factors, including:

-variations in our anticipated or actual operating results or prospects;

-sales of substantial amounts of our common stock;

-announcements about us or about our competitors, including introductions of new products;

-litigation and other developments relating to our patents or other proprietary rights or those of our competitors;

-conditions in the pharmaceutical or biotechnology industries;

-governmental regulation and legislation; and

-change in securities analysts’ estimates of our performance, or our failure to meet analysts’ expectations.

Our common stock is not listed on a national securities exchange and we may not be able to obtain an uplisting to
a national exchange in the foreseeable future, if ever.

Our common stock is currently listed on the OTCBB. Trading on the OTC Market is characterized by wide
fluctuations in bid and asked prices and periods of inactive or limited trading. We expect to commence efforts to seek
an uplisting to the Nasdaq Stock Market or another national securities exchange, however, we do not know whether
we will be able to meet the initial listing criteria to enable us to obtain an uplisting of our common stock in the
foreseeable future, if ever.

Our common stock is deemed to be a “penny stock,” which may make it more difficult for investors to sell their
shares due to suitability requirements.
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Our common stock is subject to Rule 15g-1 through 15g-9 under the Exchange Act, which imposes certain sales
practice requirements on broker-dealers which sell our common stock to persons other than established customers and
“accredited investors” (generally, individuals with a net worth in excess of $1,000,000 or annual incomes exceeding
$200,000 (or $300,000 together with their spouses)). For transactions covered by this rule, a broker-dealer must make

a special suitability determination for the purchaser and have received the purchaser’s written consent to the transaction
prior to the sale. This rule adversely affects the ability of broker-dealers to sell our common stock and the ability of

our stockholders to sell their shares of common stock.

Additionally, our common stock is subject to the SEC regulations for “penny stock.” Penny stock includes any equity
security that is not listed on a national exchange and has a market price of less than $5.00 per share, subject to certain
exceptions. The regulations require that prior to any non-exempt buy/sell transaction in a penny stock, a disclosure
schedule set forth by the SEC relating to the penny stock market must be delivered to the purchaser of such penny
stock. This disclosure must include the amount of commissions payable to both the broker-dealer and the registered
representative and current price quotations for the common stock. The regulations also require that monthly
statements be sent to holders of penny stock that disclose recent price information for the penny stock and information
of the limited market for penny stocks. These requirements adversely affect the market liquidity of our common stock.

23

46



Edgar Filing: TITAN PHARMACEUTICALS INC - Form 10-K

We have never paid and do not intend to pay cash dividends. As a result, capital appreciation, if any, will be your
sole source of gain.

We have never paid cash dividends on any of our capital stock and we currently intend to retain future earnings, if
any, to fund the development and growth of our business. In addition, the terms of existing and future debt agreements
may preclude us from paying dividends. As a result, capital appreciation, if any, of our common stock will be your
sole source of gain for the foreseeable future.

Provisions in our certificate of incorporation, our by-laws and Delaware law might discourage, delay or prevent a
change in control of our company or changes in our management and, therefore, depress the trading price of our
common stock.

Provisions of our certificate of incorporation, our by-laws and Delaware law may have the effect of deterring
unsolicited takeovers or delaying or preventing a change in control of our company or changes in our management,
including transactions in which our stockholders might otherwise receive a premium for their shares over then current
market prices. In addition, these provisions may limit the ability of stockholders to approve transactions that they may
deem to be in their best interests. These provisions include:

-the inability of stockholders to call special meetings; and

the ability of our Board of Directors to designate the terms of and issue new series of preferred stock without
stockholder approval, which could include the right to approve an acquisition or other

change in our control or could be used to institute a rights plan, also known as a poison pill, that would work to dilute
-the stock ownership of a potential hostile acquirer, likely preventing acquisitions that have not been approved by our
Board of Directors.

In addition, Section 203 of the Delaware General Corporation Law prohibits a publicly-held Delaware corporation
from engaging in a business combination with an interested stockholder, generally a person which together with its
affiliates owns, or within the last three years, has owned 15% of our voting stock, for a period of three years after the
date of the transaction in which the person became an interested stockholder, unless the business combination is
approved in a prescribed manner.

The existence of the forgoing provisions and anti-takeover measures could limit the price that investors might be
willing to pay in the future for shares of our common stock. They could also deter potential acquirers of our company,
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thereby reducing the likelihood that you could receive a premium for your common stock in an acquisition.

Item 2.  Properties

Our executive offices are located in approximately 9,255 square feet of office space in South San Francisco,
California that we occupy under a three-year operating lease expiring in June 2016. It is our intention to continue to be
based in South San Francisco.

Item 3. Legal Proceedings

We are currently not a party to any material legal or administrative proceedings and are not aware of any pending or
threatened legal or administrative proceedings against us.
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PART II

Item 5. Market for Registrant’s Common Equity, Related Stockholder Matters and Issuer Purchases of
Equity Securities.

(a) Price Range of Securities

Our common stock is traded in the over-the-counter market and has been quoted through the Over-The-Counter
Bulletin Board under the symbol “TTNP” since June 2010. The following table sets forth, for the periods indicated, the
high and low sale prices for our common stock as reported by the OTCBB. Quotations on the OTCBB reflect
inter-dealer prices, without retail mark-up, mark-down or commissions, and may not represent actual transactions. For
current price information, stockholders are urged to consult publicly available sources.

High Low
Fiscal 2014
Fourth Quarter $0.58 $0.44
Third Quarter $0.87 $0.52
Second Quarter $0.86 $0.55
First Quarter  $0.84 $0.60

Fiscal 2013

Fourth Quarter $1.17 $0.58
Third Quarter $0.70 $0.46
Second Quarter $1.95 $0.43
First Quarter  $2.48 $1.19

(b) Approximate Number of Equity Security Holders

At March 24, 2015, there were 110,327,707 shares of our common stock outstanding held by 145 holders of record.
The number of record holders was determined from the records of our transfer agent and does not include beneficial
owners of common stock whose shares are held in the names of various security brokers, dealers, and registered
clearing agencies.

(c) Dividends
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We have never declared or paid any cash dividends on our common stock and we do not anticipate paying any cash
dividends to shareholders in the foreseeable future. Any future determination to pay cash dividends will be at the
discretion of the Board of Directors and will be dependent upon our financial condition, results of operations, capital
requirements, and such other factors as the Board of Directors deem relevant.

(d)

Equity Compensation Plan Information

The following table sets forth aggregate information regarding our equity compensation plans in effect as of
December 31, 2014:
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Weighted-averag®Number of securities
Number of securities ¢gercise price  remaining available for

be issued upon exercist future issuance
of outstanding outstanding under
Plan category . . .
options, options, equity
warrant and rights ~ warrants and compensation
(a) rights plans
(b) (c)
Equity compensation plans approved by security holders 3,808,553 $ 1.23 —
Equity compensation plans not approved by security
holders(1)(2)(3) 3,170,000 $ 1.09 1,558,000
Total 6,978,553 $ 1.16 1,558,000

In August 2002, we amended our 2001 Employee Non-Qualified Stock Option Plan. Pursuant to this amendment, a
total of 1,750,000 shares of common stock were reserved and authorized for issuance for option grants to
employees and consultants who are not officers or directors of Titan. At December 31, 2014, 1,124,000 of these
non-qualified stock options remained outstanding.

ey

In October 2007, we granted 1,500,000 non-qualified stock options outside of our stock option plans to our
2) Chief Executive Officer, at an exercise price of $2.40, vesting equally over 48 months from the date of
grant. At December 31, 2014, 437,500 of these non-qualified stock options remained outstanding.

In May 2009, we granted 615,000 and 310,000 non-qualified stock options outside of our stock option plans to our
(3)Executive Chairman and President, respectively, at an exercise price of $0.79, vesting equally over 48 months from
the date of grant.

In February 2014, we established our 2014 Incentive Plan. A total of 2,500,000 shares of common stock were
reserved and authorized for issuance for option grants and restricted share awards to employees, directors and
consultants. At December 31, 2014, 683,500 non-qualified stock options and restricted share awards remained
outstanding.

“)
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Performance Graph

The information contained in the Performance Graph shall not be deemed to be “soliciting material” or “filed” with
the SEC or subject to the liabilities of Section 18 of the Exchange Act, except to the extent that we specifically
incorporate it by reference into a document filed under the Securities Act or the Exchange Act.

The following graph compares the cumulative total stockholder return on our common stock with the cumulative total
stockholder return of (i) the NYSE MKT Index, and (ii) a peer group index consisting of companies reporting under
the Standard Industrial Classification Code 2834 (Pharmaceutical Preparations). The graph assumes $100 invested on
December 31, 2009 and assumes dividends reinvested. Measurement points are at the last trading day of the fiscal
years ended December 31, 2010, 2011, 2012, 2013 and 2014. The stock price performance on the following graph is
not necessarily indicative of future stock price performance.

COMPARE CUMULATIVE TOTAL RETURN
AMONG TITAN PHARMACEUTICALS, INC., NYSE MKT INDEX AND

SIC CODE INDEX
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Item 6. Selected Financial Data.

The selected financial data presented below summarizes certain financial data which has been derived from and
should be read in conjunction with our financial statements and notes thereto included in the section beginning on
page F-1. See also “Item 7. Management’s Discussion and Analysis of Financial Condition and Results of Operations.’

’

Years Ended December 31,
2014 2013 2012 2011 2010
(in thousands, except per share data)

Statement of Operations Data:

Total revenue $3,646 $10,481 $7.,117  $4,068  $10,093
Operating expenses:
Research and development 4,075 8,309 10,610 11,206 12,855
General and administrative 3,046 3,063 4,877 3,368 3,263
Other income (expense), net 1,072 10,602 (6,810 ) (4,697 ) (809 )
Net income (loss) (2,403 ) 9,711 (15,180) (15,203) (6,834)
Gain on retirement of preferred stock upon dissolution of

. — — — — 1,241
subsidiary
Net income (loss) applicable to common stockholders $(2,403) $9,711 $(15,180) $(15,203) $(5,593)
Basic net income (loss) per common share $(0.03 ) $0.12 $(0.23 ) $(0.26 ) $(0.09 )
Diluted net income (loss) per common share $(0.04 ) $0.10 $(0.23 ) $(0.28 ) $(0.09 )
Shares used in computing:
Basic net income (loss) per common share 93,814 82,099 66,509 59,324 59,248
Diluted net income (loss) per common share 93,832 82,659 66,509 60,392 59,248

As of December 31,

2014 2013 2012 2011 2010
(in thousands)
Balance Sheet Data:

Cash $15,470 $11,798 $18,102 $5,406 $3,180
Working capital (deficit) 12,921 5,974 2,042 4,839 (706 )
Total assets 20,851 18,423 24,827 10,217 4,752

Total stockholders’ equity (deficit) 8,611 5,760 (23,128) (20,079) (6,053)
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Item 7. Management’s Discussion and Analysis of Financial Condition and Results of Operations.

Forward-Looking Statements

Statements in the following discussion and throughout this report that are not historical in nature are “forward-looking
statements” within the meaning of Section 27A of the Securities Act and Section 21E of the Exchange Act. You can

identify forward-looking statements by the use of words such as “expect,” “anticipate,” “estimate,” “may,” “will,” “should,” “i
“believe,” and similar expressions. Although we believe the expectations reflected in these forward-looking statements

are reasonable, such statements are inherently subject to risk and we can give no assurances that our expectations will

prove to be correct. Actual results could differ from those described in this report because of numerous factors, many

of which are beyond our control. These factors include, without limitation, those described under Item 1A “Risk

Factors.” We undertake no obligation to update these forward-looking statements to reflect events or circumstances

after the date of this report or to reflect actual outcomes. Please see “Note Regarding Forward-Looking Statements” at

the beginning of this Annual Report on Form 10-K.
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The following discussion of our financial condition and results of operations should be read in conjunction with our
financial statements and the related notes thereto and other financial information appearing elsewhere in this Annual
Report on Form 10-K.

Overview

We are a specialty pharmaceutical company developing proprietary therapeutics for the treatment of serious medical
disorders. Our product development programs utilize our proprietary long-term drug delivery platform, ProNeura®,
and focus primarily on innovative treatments for select chronic diseases for which steady state delivery of a drug
provides an efficacy and/or safety benefit.

Probuphine®, our first product candidate to utilize ProNeura, is being developed for the long term maintenance
treatment of opioid dependence and is designed to maintain a stable, around the clock blood level of the medicine
buprenorphine in patients for six months following a single treatment. We have licensed the rights to commercialize
Probuphine in the U.S. and Canada to Braeburn Pharmaceuticals Sprl (“Braeburn”)and during 2014 we have been
supporting Braeburn and a team of experts to implement the program developed in cooperation with the FDA to
address the items in the Complete Response letter (“CRL”) issued in April 2013. This includes conducting a double
blind, double dummy clinical study of a four implant dose of Probuphine in clinically stable patients who are
receiving maintenance treatment with an approved sublingual formulation containing buprenorphine at a daily dose of
8mg or less. This clinical study, which is being funded and managed by Braeburn, completed patient enrollment in
November 2014 and study completion is anticipated by the end of the second quarter of 2015 followed by
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resubmission of the NDA later in the year, with a potential PDUFA date for the Probuphine NDA in the first half of
2016. Pursuant to our license agreement with Braeburn, as amended to date, we are entitled to receive a $15 million
milestone payment upon FDA approval of the Probuphine NDA and royalties on net sales of Probuphine ranging in
percentage from the mid-teens to the low twenties. The agreement also provides for up to $165 million in sales
milestones and $35 million in regulatory milestones and entitles us to royalty in the low single digit percentage on
sales by Braeburn, if any, of other future products in the addiction market.

We believe that our ProNeura technology has the potential to be used in the treatment of other chronic conditions,
such as Parkinson’s disease (PD), where maintaining stable, around the clock blood levels of a dopamine agonist may
benefit the patient and improve medical outcomes. We have commenced initial work on an implant formulation with
ropinirole, a dopamine agonist approved for the treatment of PD. Our goal is to complete the non-clinical studies
required in support of an Investigational New Drug (“IND”) application by early next year and enable commencement
of a ‘proof of concept’ clinical study following the potential approval of Probuphine. We are also currently evaluating
drugs and disease settings for opportunities to develop our drug delivery technology for other potential treatment
applications in situations where conventional treatment is limited by variability in blood drug levels and poor patient
compliance.

We operate in only one business segment, the development of pharmaceutical products.
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Critical Accounting Policies and the Use of Estimates

Critical Accounting Policies and Use of Estimates

The preparation of our financial statements in conformity with accounting principles generally accepted in the United
States requires management to make estimates and assumptions that affect the amounts reported in our financial
statements and accompanying notes. Actual results could differ materially from those estimates. We believe the
following accounting policies for the years ended December 31, 2014 and 2013 to be applicable:

Revenue Recognition

We generate revenue principally from collaborative research and development arrangements, technology licenses, and
government grants. Consideration received for revenue arrangements with multiple components is allocated among
the separate units of accounting based on their respective selling prices. The selling price for each unit is based on
vendor-specific objective evidence, or VSOE, if available, third party evidence if VSOE is not available, or estimated
selling price if neither VSOE nor third party evidence is available. The applicable revenue recognition criteria are then
applied to each of the units.

Revenue is recognized when the four basic criteria of revenue recognition are met: (1) a contractual agreement exists;
(2) transfer of technology has been completed or services have been rendered; (3) the fee is fixed or determinable; and
(4) collectibility is reasonably assured. For each source of revenue, we comply with the above revenue recognition
criteria in the following manner:

Technology license agreements typically consist of non-refundable upfront license fees, annual minimum access fees
or royalty payments. Non-refundable upfront license fees and annual minimum payments received with separable
“stand-alone values are recognized when the technology is transferred or accessed, provided that the technology
transferred or accessed is not dependent on the outcome of our continuing research and development efforts.

Royalties earned are based on third-party sales of licensed products and are recorded in accordance with contract
terms when third-party results are reliably measurable and collectibility is reasonably assured. We no longer
‘recognize royalty income related to the Fanapt royalty payments received from Novartis unless Fanapt sales exceed
certain thresholds (see Note 8, “Royalty Liability” for further discussion).

Government grants, which support our research efforts in specific projects, generally provide for reimbursement of
-approved costs as defined in the notices of grants. Grant revenue is recognized when associated project costs are
incurred.
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Collaborative arrangements typically consist of non-refundable and/or exclusive technology access fees, cost
reimbursements for specific research and development spending, and various milestone and future product royalty
payments. If the delivered technology does not have stand-alone value, the amount of revenue allocable to the
delivered technology is deferred. Non-refundable upfront fees with stand-alone value that are not dependent on future
performance under these agreements are recognized as revenue when received, and are deferred if we have
-continuing performance obligations and have no evidence of fair value of those obligations. Cost reimbursements for
research and development spending are recognized when the related costs are incurred and when collections are
reasonably expected. Payments received related to substantive, performance-based “at-risk” milestones are recognized
as revenue upon achievement of the clinical success or regulatory event specified in the underlying contracts, which
represent the culmination of the earnings process. Amounts received in advance are recorded as deferred revenue
until the technology is transferred, costs are incurred, or a milestone is reached.

Share-Based Payments

We recognize compensation expense for all share-based awards made to employees and directors. The fair value of
share-based awards is estimated at the grant date based on the fair value of the award and is recognized as expense, net
of estimated pre-vesting forfeitures, ratably over the vesting period of the award.
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We use the Black-Scholes option pricing model to estimate the fair value method of our awards. Calculating
stock-based compensation expense requires the input of highly subjective assumptions, including the expected term of
the share-based awards, stock price volatility, and pre-vesting forfeitures. We estimate the expected term of stock
options granted for the years ended December 31, 2014 and 2013 based on the historical experience of similar awards,
giving consideration to the contractual terms of the share-based awards, vesting schedules and the expectations of
future employee behavior. We estimate the volatility of our common stock at the date of grant based on the historical
volatility of our common stock. The assumptions used in calculating the fair value of stock-based awards represent
our best estimates, but these estimates involve inherent uncertainties and the application of management judgment. As
a result, if factors change and we use different assumptions, our stock-based compensation expense could be
materially different in the future. In addition, we are required to estimate the expected pre-vesting forfeiture rate and
only recognize expense for those shares expected to vest. W