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Item 7.01.  Regulation FD Disclosure.
 
On March 9, 2015, Titan Pharmaceuticals, Inc. will present at a conference and post on its website a corporate presentation and fact sheet,
copies of which are attached hereto as Exhibits 99.1 and 99.2, respectively, and incorporated herein by reference.
 
The foregoing information, including the presentation and fact sheet attached hereto as Exhibits, 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 9.01.  Financial Statement and Exhibits.

 
(d)  Exhibits.
 

Exhibit No.  Description
   

99.1  Corporate Presentation
99.2  Corporate Fact Sheet
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S afe H arbor 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. T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc. 2

 



 

C om pany O verview  T itan P harm aceuticals specializes in the developm ent of treatm ents for select chronic diseases utilizing its proprietary P roN eura ™ technology platform  • P roN eura : P roprietary L ong T erm  D rug D elivery P latform  ▫  P rovides non - fluctuating m edication levels over periods of six m onths to a year ▫  Ideal for use in the treatm ent of chronic diseases for w hich m aintenance of non - fluctuating m edication levels m ay offer advantages over oral adm inistration • P robuphine ®  for the T reatm ent of O pioid D ependence ▫  L ong acting form ulation of buprenorphine providing six m onths of steady - state levels ▫  F D A  requested P hase 3 clinical study fully enrolled w ith results expected by m id 2015 ▫  R esubm ission of N D A  expected in the second half of 2015 w ith potential approval in first half of 2016 • P roN eura for P arkinson’s D isease ( r opinirole ) ▫  P roN eura technology is ideal for P arkinson’s D isease ▫  D em onstrated proof of concept in non - clinical study ▫  P lanned non - clinical studies in 2015 in support of IN D  w ith the goal to com m ence clinical testing in 2016 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc. 3

 



 

P robuphine: T he F irst of its K ind E xpected to be the first long - acting buprenorphine product on the m arket for the treatm ent of opioid dependence • S ix m onth sustained release of buprenorphine • P eak sales potential: $300 - $500 m illion • 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 R oyalties: m id teens - low  20s (% ) • U .S . patent to 2024 • R egulatory S tatus: ▫  N D A  accepted for P riority R eview  in January 2013 ▫  P ositive advisory com m ittee vote (10 - 4 for approval) in March 2013 ▫  R eceipt of C R L  in A pril 2013 requesting additional clinical testing ▫  P hase 3 study fully enrolled w ith results expected by m id 2015; potential resubm ission of N D A  later in the year • P ursuing ex - U .S . opportunities for approval and com m ercialization • P otential application in treating chronic pain 4 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc.

 



 

T he E pidem ic of O pioid D ependence • Increasingly recognized as a global epidem ic by w orld health authorities • A ddiction - a prim ary, chronic disease of brain rew ard, m otivation, m em ory and neurobiological circuitry ▫  C ravings, accom panied by lack of im pulse control ▫  A bstinence is rarely a successful therapeutic approach ▫  C ycles of relapse and rem ission ▫  P rogressive, and often results in disability or prem ature death if untreated S ource: A m erican S ociety of A ddiction Medicine, Inc., 2011 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 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc. 5

 



 

O pioid D ependence: T reatm ent O verview  B uprenorphine is the G old S tandard in the U .S ., R eplacing Methadone • B uprenorphine pharm acology m akes it an effective, safer and m ore convenient treatm ent option ▫  C ontrols w ithdraw al sym ptom s and cravings w ithout inducing opioid euphoria in patients ▫  C onvenient outpatient treatm ent allow ing take hom e m edication, unlike m ethadone ▫  L ow  risk of respiratory depression com pared to other opiates * A m erican S ociety of A ddiction Medicine, Inc., 2011 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc. 6

 



 

S ources : IMS  H ealth, Wolters K luw er T reatm ent of O pioid D ependence: E xpanding the Market • D aily buprenorphine dom inates the current m arket ▫  U .S . sales of daily oral form ulations of buprenorphine estim ated at $1.5B  in 2013 ▫  U .S . buprenorphine prescriptions have exceeded those of m ethadone since 2006 ▫  M arket grow th (units) continues ~  15%  • C hallenges w ith sublingual buprenorphine ▫  C om pliance ▫  S ublingual dosing results in variable levels of m edication in blood ▫  D iversion and abuse associated w ith current daily dosed form ulations 0 200 400 600 800 1000 1200 1400 1600 2008 2009 2010 2011 2012 S uboxone B rand G ross S ales T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc. 7

 



 

E V A  polym er B uprenorphine B lended &  E xtruded P robuphine P roprietary P roN eura T echnology: P robuphine Im plant • Im plant contains 80 m g of buprenorphine H C l , uniform ly distributed throughout the ethylene vinyl acetate co - polym er (E V A ) m atrix • N o reservoir, therefore no risk of drug dum ping • F ollow ing subderm al placem ent P robuphine im plant delivers non - fluctuating, stable blood levels of buprenorphine for 6 m onths; expected to enhance patient com pliance and retention 8 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc. 26 m m  long ,2.5m m  diam eter

 



 

P robuphine C linical S um m ary • S ix clinical studies com pleted to date w ith final P hase 3 study under w ay ▫  Initial sm all dose finding study ▫  T w o w ell controlled P hase 3 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 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc. 9

 



 

P hase 3 C linical S tudy in P rogress (P ro - 814) R andom ized , double blind and double dum m y design. P rim ary efficacy endpoint based on a non - inferiority com parison of ‘responders’ follow ing six m onths of treatm ent w ith either a dose of four P robuphine im plants or treatm ent w ith 8 m g or less of an approved daily dosed sublingual tablet form ulation of buprenorphine . P atient enrollm ent com pleted in N ovem ber 2014 . 10 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc. R  F O L L O W - U P  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 C R E E N IN G  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 MA IN T E N A N C E  P H A S E  2 Weeks (25 to 26) 24 Weeks (6 m onths) on T reatm ent U rine T oxicology &  O ther S tudy A ssesm ents G roup B  : 4 P robuphine im plants D aily S L  placebo R andom ization takes place on D ay 1 (day of im plant ) S L  B P N  =  sublingual buprenorphine or sublingual buprenorphine/naloxone R

 



 

P robuphine R egulatory T im eline • P R O  - 814 study com pletion: Q 2, 2015 • P robuphine N D A  resubm ission: H 2, 2015 • F D A  R eview  com pletion expected w ithin six m onths 11 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc.

 



 

P robuphine V alue P roposition P robuphine is the first and only potential treatm ent for opioid dependence that provides non - fluctuating blood levels of buprenorphine around - the - clock for a period of six m onths 12 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc. E fficacy E ffective in reducing illicit opioid use S afety N on - fluctuating drug exposure over six m onths m ay provide superior safety and tolerability C om pliance T reatm ent w ith im plant expected to enhance com pliance E ase of U se P atients dosed once every six m onths in an outpatient setting D iversion L im ited access to im plants

 



 

T itan: A dding V alue B eyond P robuphine P roprietary P roN eura T echnology P latform  • L ong term  drug delivery technology validated through the P robuphine program  • P otential for the treatm ent of select chronic diseases for w hich low  dose long term  delivery and stable drug levels m ay offer advantages over oral adm inistration • P roduct developm ent program  in P arkinson’s disease (P D ) in progress • E valuation of additional com pounds in other chronic disease settings under w ay 13 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc.

 



 

D efinition C haracterized by the loss of dopam inergic neurons w hich alters activity in the brain region im pacting m ovem ent and m otor function T reatm ent T reated w ith drugs designed to replace or m im ic dopam ine in the brain F ollow ing several years of chronic treatm ent, these drugs lose their benefit and trigger serious side effects in up to 80%  of patients R esearch P ulsatile dopam inergic stim ulation from  current oral treatm ent m ay cause m otor side effects C ontinuous dopam inergic stim ulation (C D S ) by subcutaneous infusion of dopam ine agonists has been show n to palliate these m otor com plications and also delay or prevent the onset of dyskinesias P roduct O pportunity T itan’s P roN eura drug delivery technology has the potential to deliver continuous non - fluctuating levels of dopam ine agonists and provide C D S  for six m onths or longer from  a single treatm ent P arkinson’s D isease O verview  . T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc. 14

 



 

T reated P opulation Increasing Worldw ide 15 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.

 



 

T herapeutics Market • A s m any as one m illion people in the U S  affected by P arkinson’s disease • T he num ber expected to alm ost double by 2030 because of the aging population • A bout 60,000 new ly diagnosed for P arkinson’s disease annually • More than 23,000 die from  P arkinson’s disease each year 16 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc. S A L E S  O F  D O P A MIN E  A G O N IS T S , U S * Y E A R  T O T A L  S A L E S  %  D A  $ D A  2012 $1.1 bil 26%  $286 m . 2022 $2.3 bil 18%  $414 m . S ources: * G lobalD ata ; **P arkinson’s A ction N etw ork, N ational C enter for H ealth S tatistics; “T he C urrent and P rojected E conom ic B urden of P arkinso n’s D isease in the U nited S tates” Movem ent D isorders, March 2013 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. $14.4 billion annually C O S T  T O  A ME R IC A N  S O C IE T Y ** T reatm ent C osts $8.1 billion Indirect C osts $6.3 billion If costs continue to rise they double by 2040

 



 

P roN eura P arkinson’s D isease P rogram  N on - clinical P roof of C oncept • R opinirole ( R equip ®  ), a generic dopam ine agonist m arketed by G S K  for P D , w as evaluated in a P arkinsonian prim ate m odel using P roN eura technology • R esults dem onstrated: ▫  S ustained plasm a ropinirole levels for several m onths follow ing im plantation ▫  N o local skin irritation at im plant site ▫  C ontrolled P D  sym ptom s w ithout triggering dyskinesias 17 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc.

 



 

P roN eura P arkinson’s D isease P rogram  N ext S teps In consultation w ith the S cientific A dvisory B oard: • O ptim ize im plant form ulation of ropinirole • D evelop non - clinical study plan to support Investigational N ew  D rug (IN D ) application • D esign a proof of concept clinical study • C onduct a pre - IN D  m eeting w ith the F D A  • C om plete non - clinical studies to enable tim ely subm ission of IN D  and com m ence ‘proof of concept’ clinical study in 2016 18 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc.

 



 

T itan P harm aceuticals S um m ary • T itan P harm aceuticals specializes in the developm ent of treatm ents for select chronic diseases, utilizing its innovative P roN eura technology platform  • P robuphine , a long - acting controlled - release buprenorphine product for opioid dependence; P atient enrolm ent in P hase 3 study com pleted in N ovem ber 2014 w ith study results expected by m id 2015; resubm ission of N D A  expected later in 2015 w ith potential product approval in the first half of 2016 ▫  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 m ilestones: $165 m il; T iered - royalties: m id - teens – low  - 20s (% ) ▫  P ursuing ex - U .S . opportunities for approval and com m ercialization ▫  P otential for treatm ent of chronic pain • P roN eura for P arkinson’s ( ropinirole ) has potential to significantly enhance T itan value ▫  G oal is to com m ence ‘proof of concept’ clinical study in 2016 • A ctive evaluation of P roN eura long - term  drug delivery for other chronic diseases 19 T itan P harm aceuticals C om pany O verview  | P roprietary &  C onfidential | © 2014 T itan P harm aceutical, Inc.

 



 

• Marc R ubin, M.D , E xecutive C hairm an and D irector ▫  E ight years w ith T itan P harm aceuticals. F orm er H ead of G lobal R esearch &  D evelopm ent and m em ber of the B oard of Managem ent at B ayer P harm a. E xecutive R & D  and com m ercial responsibilities at G S K  for 13 years. T w enty - five years in the pharm aceutical industry follow ing seven years at N IH . • S unil B honsle , M.B .A ., P resident and D irector ▫  N ineteen years w ith T itan P harm aceuticals. T w enty years w ith B ayer C orporation in B iological and P harm aceutical finance and operations m anagem ent. • K ate G lassm an B eebe, P h.D ., E xecutive V ice P resident, C hief D evelopm ent O fficer ▫  E ight years w ith T itan P harm aceuticals. N ineteen years in pharm aceutical industry, w ith senior positions in clinical developm ent and m edical affairs at G S K  and Merck. T en years in academ ic m edicine. T itan E xecutive Managem ent

 



 

T hank Y ou S unil B honsle Mar 2015
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C O MP A N Y  F A C T  S H E E T  T itan P harm aceuticals O verview  T itan P harm aceuticals Inc. (T T N P .O B ), based in S outh S an F rancisco, C A , is a specialty phar-m aceutical com pany developing proprietary therapeutics utilizing its P roN eura™ im plant drug delivery technology. P roN eura provides non-fluc-tuating levels of m edication continuously over pe-riods of six m onths to a year and is ideal for use in the treatm ent of select chronic diseases for w hich subderm al delivery m ay offer advantages over oral adm inistration. T itan’s lead product candidate is P robuphine® , a novel, subderm al im plant form ulation of bu-prenorphine designed to provide six m onths of m edication for the m aintenance treatm ent of opi-oid dependence follow ing a single adm inistration. T itan is also in the early stages of developing a P roN eura-based product for the treatm ent of P ar-kinson’s disease, and also investigating opportuni-ties w ith other chronic treatm ents. T he P roN eura P latform  T itan’s P roN eura platform  offers a sim ple, practical m ethod to provide continuous drug adm inistration on an outpatient basis over periods of 6-12 m onths. S uch long-term , linear release characteristics are generally desired to avoid the peak- and trough-level dosing that poses problem s for m any diseases, especially diseases of the central nervous system . T he P roN eura drug delivery system  consists of a sm all, solid rod m ade from  a m ixture of ethylene-vinyl ace-tate (“E V A ”) and a drug substance. T he product is a solid m atrix that is placed subderm ally, norm ally in the inner part of the upper arm , during a sim ple office pro-cedure, and is rem oved in a sim ilar m anner at the end of treatm ent. T he drug substance is released continu-ously through the process of dissolution, resulting in a stable blood level sim ilar to intravenous adm inistration. T itan has issued patents and patent applications cover-ing the use of this platform  technology in the treatm ent of certain chronic diseases, such as opioid dependence and P arkinson’s disease am ong others. IN N O V A T IO N S  IN  ME D IC IN E ™ P robuphine for the T reatm ent of O pioid D ependence: T he F irst of Its K ind O pioid D ependence &  T reatm ent A ddiction is a com plex and chronic disease of brain circuitry, and involves cycles of relapse and rem ission, often requiring long-term  care and treatm ent. Without treatm ent, opioid dependence is progressive and can lead to disability and even prem ature death. In the U .S ., treatm ent w ith daily sublingual buprenor-phine is the gold standard for treating opioid depen-dence. B uprenorphine is a m ixed partial agonist at the m u receptor and an antagonist at the kappa receptor. T hese characteristics enhance the safety profile of this com pound as com pared to m ethadone, m aking it par-ticularly suitable for opioid dependence treatm ent. In 2013, U .S . sales of daily dosed sublingual form ulations of buprenorphine w ere approxim ately $1.5B . H ow ever, som e of the key challenges w ith the daily dosed bu-prenorphine form ulations include: P oor patient com pliance F luctuating blood levels during treatm ent D rug diversion and abuse A ccidental ingestion and overdose in vulnerable populations, especially children P robuphine P robuphine is capable of delivering continuous, poten-tially therapeutic levels of buprenorphine for six m onths follow ing a single treatm ent. T he characteristics of the im plant m ay address all the significant challenges of treatm ent w ith oral buprenorphine w hile providing around the clock m edication for m aintenance treat-m ent of opioid dependence.

 



 

 

P robuphine C linical D evelopm ent &  C om m ercialization P rogram  A  final P hase 3 trial of P robuphine is in progress, w ith results expected by m id-2015. P a-tient enrollm ent is com plete in this tw o-arm  double blind, double dum m y, non-inferiority study in stable patients receiving m aintenance treatm ent w ith = 8 m g/day of buprenor-phine therapy. S uccessful com pletion is expected to provide the clinical data requested by the F D A  in the com plete response letter, and perm it resubm ission of the N D A  later in 2015. P robuphine has the potential to be approved in the U .S . in the first half of 2016. Managem ent Marc R ubin, M.D . E xecutive C hairm an S unil B honsle, M.B .A . P resident K ate L . G lassm an B eebe, P h.D . E xecutive V ice P resident &  C hief D evelopm ent O fficer 1 P robuphine®  is a subderm al im plant of buprenorphine H C L  em bedded w ithin a polym er m atrix. It provides discrete, long-term  delivery of a potential m edical treat-m ent for opioid dependence. 2 P robuphine is designed to release sustained therapeutic drug levels in patients w ith opioid dependence for up to six m onths. T im e P roN eura im plants provide stable, non-fluc-tuating drug levels for 6-12 m onths v. daily oral delivery. B oard of D irectors Marc R ubin, M.D . E xecutive C hairm an S unil B honsle, M.B .A . P resident; S ecretary Joseph A . A kers A udit C om m ittee V ictor J. B auer, P h.D . T itan’s partner, B raeburn P harm aceuticals, has exclusive rights to m arket P robuphine in the U .S . and C anada. U nder term s of the license agreem ent, T itan received $15.25 m illion as an upfront paym ent, and w ill receive $15 m illion upon U .S . approval of P robuphine, additional potential sales m ilestones of up to $165 m illion and a tiered royalty based on a percentage of net sales from  the m id-teens to the low  tw enties. T itan is evaluating opportunities for P robuphine in other countries for the treatm ent of opioid dependence and potentially chronic pain, w ith the goal of establishing one or m ore partnerships. P roN eura for P arkinson’s D isease P arkinson’s D isease and T reatm ent A bout one m illion people in the U .S . have P arkinson’s disease and that num ber is expect-ed to double by 2030 due to the aging population, according to the P arkinson’s D isease F oundation. P arkinson’s disease is characterized by the loss of dopam inergic neurons in the brain, w hich alters activity in regions that im pact m ovem ent and m otor function. T o counter the loss of dopam ine, current drugs for P arkinson’s disease are designed to replace or m im ic dopam ine in the brain. While these drugs can be effective, after several years of treatm ent they often lose their benefit and m ay trigger serious side effects. R e-search indicates that the pulsatile dopam inergic stim ulation from  current oral treatm ents m ay be responsible for the m otor side effects and that continuous dopam inergic stim -ulation (C D S ) by subcutaneous infusion of dopam ine agonists m ay palliate these m otor com plications. P roN eura for P arkinson’s D evelopm ent P rogram  P roN eura has the potential to deliver continuous, non-fluctuating levels of dopam ine agonists and provide C D S  for six m onths or longer w ith a single treatm ent. T itan evalu-ated R opinirole (R equip® ), a generic dopam ine agonist, in a P arkinsonian prim ate m odel using its P roN eura technology. T he non-clinical proof-of-concept study dem onstrated sustained levels of R opinirole in the blood for several m onths follow ing im plantation and controlled P arkinson’s disease sym ptom s w ithout dyskinesia. T itan is consulting close-ly w ith expert scientific advisors and the F D A , and anticipates com pleting non-clinical studies and filing an Investigational N ew  D rug application in tim e to com m ence a proof of concept clinical study in 2016, follow ing potential approval of P robuphine. A udit C om m ittee; C om pensation C om m ittee E urelio M. C avalier C om pensation C om m ittee; C orporate G overnance &  N om inating C om m ittee M. D avid MacF arlane, P h.D . A udit C om m ittee; C orporate G overnance &  N om inating C om m ittee Jam es McN ab Jr. C orporate G overnance &  N om inating C om m ittee L ey S . S m ith A udit C om m ittee; C orporate G overnance &  N om inating C om m ittee T itan P harm aceuticals, Inc. 400 O yster P oint B lvd., S uite 505 S outh S an F rancisco, C A  94080-1921 T el: (650) 244-4990 F ax: (650) 244-4956 w w w .titanpharm .com

 


