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Item 7.01.  Regulation FD Disclosure.
 
On July 21, 2014, Titan Pharmaceuticals, Inc. (the “Company”) posted a corporate presentation on its website, a copy of which is attached
hereto as Exhibit 99.1, and which is incorporated herein by reference.
 
The foregoing information, including the presentation attached hereto as Exhibit 99.1, is being furnished pursuant to Item 7.01 of this Current
Report and shall not be deemed "filed" for the purposes of Section 18 of the Securities and Exchange Act of 1934, as amended, or otherwise
subject to the liabilities of that Section. This information shall not be incorporated by reference into any registration statement pursuant to the
Securities Act of 1933, as amended.
 
Item 8.01. Other Events.
 
On July 21, 2014, the Company issued a press release announcing enrollment of the first patients in the Phase 3 clinical study to support
resubmission of the New Drug Application (NDA) for Probuphine®, the Company’s investigational subdermal implant for the maintenance
treatment of opioid dependence. A copy of the press release is attached hereto as Exhibits 99.2 and is incorporated herein by reference.
 
tem 9.01.  Financial Statement and Exhibits.

 
(d)  Exhibits.
 

Exhibit No.  Description
   

99.1  Corporate Presentation
99.2  Press Release dated July 21, 2014
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Pursuant to the requirements of the Securities Exchange Act of 1934, the Registrant has duly caused this report to be signed on its
behalf by the undersigned thereunto duly authorized. 
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 By: /s/ Sunil Bhonsle
 Name: Sunil Bhonsle
 Title:   President
 
 
Dated: July 21, 2014
 

 

 



1 C orporate P resentation July 2014

 



 

2 T he presentation m ay contain “forw ard - looking statem ents” w ithin the m eaning of S ection 27A  of the S ecurities A ct of 1933 and S ection 21E  of the S ecurities E xchange A ct of 1934. R eference is m ade in particular to the description of our plans and objectives for future operations, assum ptions underlying such plans and objectives and other forw ard - looking term inology such as “m ay,” “expects,” “believes,” “anticipates,” “intends,” “projects,” or sim ilar term s, variations of such term s or the negative of such term s. F orw ard - looking statem ents are based on m anagem ent’s current expectations. A ctual results could differ m aterially from  those currently anticipated and such statem ents involve risks and uncertainties, including, but not lim ited to, those risks and uncertainties relating to availability of financing, difficulties or delays in developm ent, testing, regulatory approval, production and m arketing of the C om pany's drug candidates, adverse side effects or inadequate therapeutic efficacy of the C om pany's drug candidates that could slow  or prevent product developm ent or com m ercialization and the uncertainty of patent protection for the C om pany's intellectual property or trade secrets. S afe H arbor

 



 

3 T itan P harm aceuticals O verview  T itan P harm aceuticals is a specialty pharm aceutical com pany focused on developing innovative treatm ents for chronic conditions based on its proprietary long - term  drug delivery platform , P roN eura ™ • P robuphine ®  : A  long acting form ulation of buprenorphine for the m aintenance treatm ent of opioid dependence • F inal P hase 3 clinical study requested by the F D A  in progress; expected com pletion by m id year 2015 and resubm ission of the N D A  in late 2015 • P artnership established for the U .S . and C anadian rights on attractive term s • P otential application in treatm ent of chronic pain • P roN eura for P arkinson’s disease ( R opinirole ) • N on clinical proof - of - principle study com pleted in prim ate m odel of P D  • E xpect to file Investigational N ew  D rug application w ith F D A  in 2015 • P roN eura T echnology P latform  • P roprietary long - term  drug delivery technology providing around - the - clock m edication over periods of six m onths to a year • A pplications in chronic conditions w here clinical benefit could be achieved by continuous, stable m edication levels in the blood

 



 

4 P robuphine : H ighlights P robuphine is expected to be the first long acting buprenorphine product on the m arket for the treatm ent of opioid dependence • P robuphine provides six m onth sustained release of buprenorphine, a drug already on the m arket as a daily dosed sublingual tablet/film  • E xpanding m arket w ith U .S . sales of daily dosed buprenorphine products exceeding $1.5 billion; P robuphine peak sales potential: $300 - $500 m il • S trong U .S . and C anadian partnership w ith B raeburn P harm aceuticals • U pfront : $15.75 m il; A pproval: $15 m il; S ales Milestones: $165 m il; • T iered royalties: m id teens – low  tw enties • U .S . patent life to 2024 • P otential application in treating chronic pain • R egulatory status: • N D A  accepted for P riority R eview  in January 2013 and F D A  A dvisory C om m ittee voted in favor of approval of P robuphine in March 2013 • F D A  issued a C om plete R esponse L etter (C R L ) on A pril 30, 2013 requesting additional clinical testing • F inal clinical study in progress and resubm ission of N D A  expected in late 2015

 



 

5 R ecognized as an epidem ic by the federal governm ent • O pioid dependence is recognized by the governm ent as a m edical epidem ic that w arrants im m ediate and significant resource allocation • N ID A  (part of N IH ) provided a $7.6 m illion grant (2010 - 2011) in support of P robuphine developm ent S ources: E P ID E MIC : R E S P O N D IN G  T O  A ME R IC A ’S  P R E S C R IP T IO N  D R U G  A B U S E  C R IS IS , E xecutive O ffice of the P resident of the U nited S t ate s (2011); 2009 N ational S urvey on D rug U se and H ealth (N S D U H ); “A  Wave of A ddiction and C rim e, w ith the Medicine C abinet to B lam e”, N ew  Y ork T i m es (S ept 23, 2010) E R  V isits D ue to O pioid Misuse 0.05 0.10 0.15 0.20 0.25 0.30 0.35 0.40 0.45 2004 2005 2006 2007 2008 2009 MM of P atient V isits 240%  increase in 6 years O pioid D ependence - V iew ed as an E pidem ic

 



 

6 • A ddiction is a prim ary, chronic disease of brain rew ard, m otivation, m em ory and related neurobiological circuitry* • Inability to consistently abstain • Im pairm ent in behavioral control • C raving • D im inished recognition of significant problem s w ith one’s behaviors • A ddiction involves cycles of relapse and rem ission • Without treatm ent or engagem ent in recovery activities, addiction is progressive and can result in disability or prem ature death * A m erican S ociety of A ddiction Medicine, Inc., 2011 O pioid D ependence - D isease O verview

 



 

7 • In the U .S . buprenorphine has replaced m ethadone as the gold standard in treating opioid dependence • B uprenorphine is a m ixed partial agonist at the m u receptor and an antagonist at the kappa receptor • C eiling effect • Im proved safety profile • L ack of euphoria C eiling E ffect of B uprenorphine O pioid D ependence - T reatm ent O verview

 



 

8 • D aily buprenorphine is the current gold standard • U .S . sales of daily oral form ulations of buprenorphine ( S uboxone ® ) exceeded $1.4B  in 2012 • U .S . buprenorphine prescriptions have far outstripped those of m ethadone since 2006 • C hallenges w ith oral buprenorphine • C om pliance • F luctuating levels of drug • D iversion, abuse S ource: IMS  H ealth O pioid D ependence - E xpanding Market 0 200 400 600 800 1000 1200 1400 1600 2008 2009 2010 2011 2012 S uboxone B rand G ross S ales 2008 - 2012

 



 

9 E V A  polym er B uprenorphine B lended &  E xtruded 26 m m  long, 2.5 m m  diam eter E ach im plant contains 80 m g of buprenorphine H C l w hich has been blended and extruded w ith ethylene vinyl acetate (E V A ) co - polym er P robuphine is a subderm al im plant capable of delivering continuous and persistent around the clock blood levels of buprenorphine for 6 m onths follow ing a single treatm ent, enhancing patient com pliance and retention Inert com ponent of several approved products A pproved for treatm ent of opioid addiction, and acute and chronic pain P robuphine P robuphine : A ctive B uprenorphine A long w ith Inert E V A  P olym er

 



 

10 • S ix clinical studies com pleted to date w ith final P hase 3 study under w ay • S m all dose finding study • T w o w ell - controlled safety and efficacy studies show ing clinical and statistical superiority over placebo and non - inferiority to S uboxone published in Journal of A m erican Medical A ssociation and in the journal A ddiction • T w o open label long - term  treatm ent safety studies • R elative bioavailability study • Mild - to - m oderate adverse events typical of the safety profile of buprenorphine; low  num ber of serious adverse events sim ilar to placebo • Well - tolerated im plant procedure • N o evidence of im plant diversion or m isuse P robuphine C linical S um m ary

 



 

11 P ro - 814 S tudy D esign: F ollow  - up 24 Weeks (Weeks 1 to 24) Monthly V isits G roup A  : D aily S L  B P N  ≤  8 m g 4 placebo im plants S creening R  C linically stable, D aily ≤  8 m g S L  B P N  for at least 90 days, O pioid - negative urine toxicology for last 90 days Maintenance P hase 2 Weeks (25 to 26) U p to 2 Weeks (Weeks - 2 to - 1) 24 Weeks (6 m onths) on T reatm ent S L  B P N  =  sublingual buprenorphine or sublingual buprenorphine/naloxone 6 S cheduled U rine T oxicology &  O ther S tudy A ssessm ents (one per m onth) 4 R andom  U rine T oxicology R  R andom ization takes place on D ay 1 (day of im plant) G roup B  : 4 P robuphine im plants D aily S L  placebo T he final clinical study is a random ized, double blind and double dum m y design that w ill provide inform ation for a non - inferiority com parison of a six - m onth treatm ent w ith a dose of four P robuphine im plants to treatm ent w ith 8 m g or less of an approved daily dosed sublingual form ulation of buprenorphine.

 



 

12 Initial m arket research indicates that physicians w ould recom m end P robuphine across w ide patient population • P atients stabilized on buprenorphine therapy – S erious and com m itted patients w ith good treatm ent history • P atients that have a high relapse history – P atients w ith treatm ent com pliance problem s • N ew  patients – P atients seeking discrete treatm ent or living in rem ote areas • Y oung patients (18 - 25 yrs ) – N eeding long term  m aintenance, active lifestyle • Incarcerated patients – short term  – Means of controlling incarceration - induced w ithdraw al T arget P atient P rofile

 



 

13 E fficacy E ffective in reducing illicit opioid use E nhanced com pliance m ay lead to superior outcom es S afety L ow er drug exposure m ay provide superior safety and tolerability E ase of U se U nique delivery system  dosed once every six m onths C ontinuous buprenorphine delivery • N on - fluctuating blood levels, around the clock m edication • P otential 100%  com pliance D iversion L im ited access to im plants • S ubderm al placem ent • S pecific distribution (non - retail) P robuphine V alue P roposition P robuphine is the first and only potential treatm ent for opioid dependence that can provide continuous and persistent around the clock blood levels of buprenorphine for six m onths, enhancing patient com pliance and retention and preventing diversion

 



 

14 • B uprenorphine has several advantages over other opioids used for chronic pain • S afer than other opioids – C eiling effect for respiratory depression, relatively long half - life, m inim al euphoric effect • B uprenorphine transderm al patch (3 - 7 days) is approved in U .S ., E urope and A ustralia for the treatm ent of m oderate to severe chronic pain • T herapeutic w indow  of 0.1 – 0.5 ng/m l plasm a level can be delivered w ith 1 to 2 P robuphine im plants • P robuphine value proposition for treating chronic pain • A round the clock non - fluctuating therapeutic levels, no on/off therapy cycling, enhances com pliance and increases patient convenience • B raeburn P harm aceuticals holds the U .S . and C anadian rights to the chronic pain indication S ources: N E JM 2003;349:1943 - 53 S ittl , E xpert R ev. N eurotherapeutics 2005;5(3): 315 - 323 P otential for the T reatm ent of C hronic P ain

 



 

15 T itan: A dding V alue B eyond P robuphine P roprietary P roN eura T echnology P latform  • N ovel long - term  drug delivery technology providing around - the - clock m edication over periods of six m onths to a year clinically validated through the P robuphine program  • A pplicable to other chronic treatm ents w here clinical benefit is possible through: – L ow  dose around the clock drug adm inistration – S table blood level of m edication – S ubderm al drug delivery elim inating first - pass m etabolic effects • P roduct developm ent program  in P arkinson’s disease in progress – E stablished non - clinical proof of concept w ith continuous dopam ine agonist treatm ent in a P D  m odel w ith funding from  N IH  grants • E valuation of additional com pounds in other disease settings underw ay • T itan has an expert team  in place w ith an established product developm ent track record

 



 

16 P arkinson’s D isease O verview  P arkinson’s D isease • P arkinson’s disease (P D ) is characterized by the loss of dopam inergic neurons w hich leads to increasing activity in the brain region w hich influences m ovem ent and m otor function T reatm ent • E arly - stage P D  patients are treated w ith drugs designed to replace dopam ine in the brain. H ow ever, these therapeutics typically lose their benefits after several years of chronic treatm ent, and trigger serious side effects • A bout one third of the treated patients develop m otor response fluctuations and/or drug - induced dyskinesias w ithin only 2 years of treatm ent, increasing to over 50%  w ithin 3 - 5 years of treatm ent R esearch • C linical and nonclinical research indicates that these m otor side effects arise from  the pulsatile dopam inergic stim ulation resulting from  current oral treatm ent m odalities • C ontinuous dopam inergic stim ulation (C D S ) by subcutaneous infusion has been show n to palliate these m otor com plications and to also delay or prevent the onset of dyskinesias . P roduct O pportunity • T itan’s P roN eura ™ drug delivery technology provides a clinically - validated platform  to safely and conveniently provide C D S  for several m onths from  a single treatm ent. F urther, the subderm al placem ent of these im plants elim inates m any of the device - related com plications associated w ith existing treatm ent m odalities . .

 



 

17 P arkinson’s D isease: T reated P opulation Increasing Worldw ide 17 B ased on inform ation from  T itan and other sources believed to be reliable and prepared exclusively for T itan. Woodside C apita l P  artners is not responsible for any use that T itan m ay m ake of this m aterial.

 



 

18 P arkinson’s D isease: T herapeutics Market S ource: G lobalD ata S ales for P D  in the U S  by D rug C lass 2012 – 2022 Y ear T otal P D  S ales %  D A  $ D A  2012 $1.1 bn 26%  286m  2022 $2.3bn 18%  414m  A bout 1.5 m illion people in the U .S . have P arkinson’s disease according to the P arkinson’s D isease F oundation. T he num ber is expected to double by 2030 because of the aging population. S ales of D opam ine A gonists, U S  B ased on inform ation from  T itan and other sources believed to be reliable and prepared exclusively for T itan. Woodside C apita l P  artners is not responsible for any use that T itan m ay m ake of this m aterial.

 



 

19 P roN eura – P arkinson’s D isease P rogram  • N on - clinical P roof of C oncept • E  valuation of P roN eura technology in MP T P  P arkinsonian m onkey m odel • R opinirole (R equip ®  ), a dopam ine agonist m arketed by G S K  in the U S  for P D , w as safely and continuously delivered from  P roN eura - ropinirole im plants inserted subderm ally • N o local skin irritation at im plant site • S ustained non - fluctuating plasm a ropinirole level for several m onths follow ing im plantation • C  ontrolled P D  sym ptom s w ithout triggering dyskinesias in severely lesioned prim ates • N ext S teps • O ptim ize im plant form ulation of ropinirole ; develop non - clinical study plan to support Investigational N ew  D rug (IN D ) application • D esign P O C  clinical study w ith assistance of the S cientific A dvisory B oard • P  re - IN D  m eeting w ith the F D A  • C om plete non - clinical studies to enable IN D  filing in late 2015 • P  repare for conducting clinical study

 



 

20 T itan P harm aceuticals is a specialty pharm aceutical com pany focused on developing innovative treatm ents for chronic conditions based on its proprietary long - term  drug delivery platform , P roN eura™ • P robuphine, a long - acting controlled - release buprenorphine product for opioid dependence • G row ing $1.5 billion m arket in opioid dependence; potential in chronic pain • $ 300 - $500M in potential annual peak sales in opioid dependence alone • A  ddresses significant unm et needs : reduction in opioid use, increased com pliance, avoidance of diversion and abuse • A ttractive U .S . partnership: upfront $ 15.75M (12/12); approval, $15M; sales m ilestones, $ 165M; tiered royalties in m id - teens to low  - tw enties • N D A  subm ission in late 2015 • P roN eura for P arkinson’s (R O P IN IR O L E ) • D opam ine A gonist; continuous long term  delivery in convenient outpatient setting • P  otential to reduce m otor fluctuations, dyskinesias and increase ‘on’ tim e • E xpected IN D  filing in 2015; p roof - of - principle clinical study in 2016 • P roprietary P roN eura long - term  drug delivery platform  • A round - the - clock m edications over six m onths to a year • B road base of potential applications in chronic treatm ents T itan P harm aceuticals S um m ary

 



 

21 Marc R ubin, M.D . July 30, 2008
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FOR IMMEDIATE RELEASE
 
TITAN PHARMACEUTICALS ANNOUNCES FIRST PATIENT ENROLLMENT IN CLINICAL STUDY OF PROBUPHINE

FOR OPIOID DEPENDENCE
 

Study completion expected in mid-2015 followed by potential resubmission of Probuphine New Drug Application
 

South San Francisco, CA - July 21, 2014 - Titan Pharmaceuticals, Inc. (TTNP.OB) today announced enrollment of the first patients in the
Phase 3 clinical study to support resubmission of the New Drug Application (NDA) for Probuphine®, the company’s investigational
subdermal implant for the maintenance treatment of opioid dependence. The study, which is expected to be completed by the middle of 2015,
is designed to address key questions posed by the U.S. Food and Drug Administration (FDA) in its complete response letter last year after
review of the original NDA. Titan’s partner Braeburn Pharmaceuticals is sponsoring the trial and anticipates resubmission of the NDA to the
FDA in late 2015.
 
“With more than 2 million people in the U.S. suffering from opioid dependence, there is a strong need for new treatments. If approved,
Probuphine would be the first and only commercialized treatment of opioid dependence to provide continuous, around-the-clock blood levels
of buprenorphine for six months following a single procedure,” said Kate Glassman-Beebe, PhD., Titan’s executive vice president and chief
development officer.
 
Investigator training was conducted by Braeburn in June to review clinical study procedures, including special training for implant insertion
and removal. Fifteen sites have obtained Institutional Review Board (IRB) approval, and Braeburn expects an additional six sites to be
operational within the next few weeks. Fourteen sites are currently screening patients for randomization into the study and five patients have
already been enrolled.

 
“We believe the fast pace with which a number of sites received IRB approval following our recent investigator training indicates the addiction
community’s support and need for novel treatments like Probuphine. Braeburn is committed to continue working with our clinical
investigators to identify appropriate study patients and expedite enrollment in this study,” said Behshad Sheldon, president and CEO of
Braeburn Pharmaceuticals.
 
The clinical study is a randomized, double-blind, double-dummy design that is expected to enroll approximately 180 patients into two parallel
treatment arms. The study population is clinically stable patients who are receiving maintenance treatment with an FDA-approved sublingual
formulation containing buprenorphine at a daily dose of 8mg or less. Patients are being randomized to either receive four Probuphine implants,
or to continue the daily sublingual buprenorphine therapy. To enable the double-blind design, those receiving Probuphine implants are
required to take daily placebo sublingual pills, while those continuing on their stable dose of sublingual buprenorphine pills are required to be
treated with four placebo implants. 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.
 

 



 

 
 
Probuphine is designed to deliver continuous, around the clock blood levels of buprenorphine for six months following a single insertion
procedure, and to simplify patient compliance and improve retention. It was developed using ProNeura™, Titan's continuous drug delivery
system. Titan also has in development a ProNeura technology-based product for the treatment of Parkinson’s disease and the company
anticipates filing an investigational new drug application for that program in 2015.
 
About Opioid Dependence
According to recent estimates, there are 2.2 million people with opioid dependence in the U.S. Approximately 20 percent of this population is
addicted to illicit opioids, such as heroin, and the other 80 percent to prescription opioids, such as oxycodone, hydrocodone, methadone,
hydromorphone and codeine. Before the year 2000, medication-assisted therapies for opioid dependence had been sanctioned to a limited
number of facilities in the U.S. The Drug Addiction Treatment Act of 2000 (DATA 2000) allowed medical office-based treatment of opioid
dependence and greatly expanded patient access to medication-assisted treatments. As a result, an estimated 1.2 million people in the U.S.
sought treatment for opioid dependence in 2011.
 
About Probuphine
Probuphine is an investigational subdermal implant designed to deliver continuous, around the clock blood levels of buprenorphine for six
months following a single treatment, and to simplify patient compliance and retention. Buprenorphine, an approved agent for the treatment of
opioid dependence, is currently available in the form of daily dosed sublingual tablets and film formulations, with reported 2012 sales of $1.5
billion in the United States.
 
Probuphine was developed using ProNeura™, Titan's continuous drug delivery system that consists of a small, solid implant made from a
mixture of ethylene-vinyl acetate (EVA) and a drug substance. The resulting construct is a solid matrix that is placed subdermally, normally in
the upper arm in a simple office procedure, and removed in a similar manner at the end of the treatment period. The drug substance is released
slowly and continuously through the process of dissolution resulting in a steady rate of release.
 
The efficacy and safety of Probuphine has been studied in several clinical trials, including a 163-patient, placebo-controlled study over a 24-
week period (published in the Journal of the American Medical Association (JAMA)), and a follow on study of 287 patients (published in the
journal Addiction).
 
About Titan Pharmaceuticals
Titan Pharmaceuticals Inc. (TTNP.OB), based in South San Francisco, CA, is a specialty pharmaceutical company developing proprietary
therapeutics primarily for the treatment of serious medical disorders. The company’s lead product candidate is Probuphine®, a novel and long-
acting formulation of buprenorphine for the long-term maintenance treatment of opioid dependence. Probuphine employs Titan’s proprietary
drug delivery system ProNeura™, which is capable of delivering sustained, consistent levels of medication for six months or longer. Titan has
granted North American commercial rights for Probuphine to Braeburn Pharmaceuticals. If approved, Probuphine would be the first and only
commercialized treatment of opioid dependence to provide continuous, around-the-clock blood levels of buprenorphine for six months
following a single procedure. The ProNeura technology has the potential to be used in developing products for treating other chronic
conditions, such as Parkinson’s disease, where maintaining consistent blood levels of a dopamine agonist may benefit the patient and improve
medical outcomes. For more information about Titan, please visit www.titanpharm.com.
 

 



 

 
This press release may contain "forward-looking statements" within the meaning of Section 27A of the Securities Act of 1933 and Section 21E
of the Securities Exchange Act of 1934. Such statements include, but are not limited to, any statements relating to our product development
programs and any other statements that are not historical facts. Such statements involve risks and uncertainties that could negatively affect
our business, operating results, financial condition and stock price. Factors that could cause actual results to differ materially from
management's current expectations include those risks and uncertainties relating to the regulatory approval process, the development,
testing, production and marketing of our drug candidates, patent and intellectual property matters and strategic agreements and
relationships.  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, except as required by law.
 
CONTACT:
Investors:    Media:
Titan Pharmaceuticals, Inc.     Susan Thomas
Sunil Bhonsle, President (619) 540-9195
(650) 244-4990    stcommunications@aol.com
 

 


