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Item  7.01. Regulation FD
 

The following information and Exhibit 99.1 attached hereto shall not be deemed “filed” for purposes of Section 18 of the Securities and
Exchange Act of 1934, as amended, or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference in
any filing under the Securities Act of 1933, as amended, except as expressly set forth by specific reference in such filing.

 
The Company will present a company overview at the 17th Annual BIO CEO and Investor Conference on Monday, February 9, 2015 at

9:30 a.m. ET in New York City. A live audio webcast of the presentation will be available via the “Investor Relations” page of the
Company’s website, www.ocata.com. A replay of the webcast will be archived on the Company’s website for 90 days following the
presentation.. A copy of the Company’s presentation slides is furnished herewith as Exhibit 99.1.

 
Item 9.01 Financial Statements and Exhibits.
 



 
Exhibit No. Description

99.1 Ocata Therapeutics, Inc. Company Presentation dated February 9, 2015
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SIGNATURES

 
Pursuant to the requirements of the Securities Exchange Act of 1934, as amended, the registrant has duly caused this report to be

signed on its behalf by the undersigned hereunto duly authorized.
 

Ocata Therapeutics, Inc.
   
   
Date: February 9, 2015 By: /s/ Edward Myles

Edward Myles 
Chief Financial Officer and Chief Operating Officer
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Exhibit 99.1
 

F ebruary 9, 2015 B IO  C E O  P resentation

 

C autionary S tatem ent C oncerning F orw ard-L ooking S tatem ents O cata T herapeutics Inc. (“O cata” or “the C om pany”) has filed a registration statem ent (including a prospectus and a prelim inary prospectus supplem ent) w ith the S ecurities and E xchange C om m ission (“S E C ”) for the offering to w hich this presentation relates. B efore you invest you should read the prospectus and the prelim inary prospectus supplem ent in that registration statem ent and other docum ents the C om pany has filed w ith the S E C  for m ore
com plete inform ation about the C om pany and the offering. Y ou m ay get these docum ents for free on the S E C ’s w ebsite at http://w w w .sec.gov T hese slides and the accom panying oral presentation contain statem ents that are not historical facts and are considered forw ard-looking inform ation. In som e cases you can identify these statem ents by forw ard-looking w ords such as “anticipate,” “believe,” “could,” “continue,” “estim ate,” “expect,” “intend,” “m ay,” “should,” “w ill”, “w ould,” ”plan,” ”projected,” or the negative of such w ords or other sim ilar w ords or phrases. Investors are cautioned not to unduly rely on forw ard-looking statem ents because they involve risks and uncertainties and statem ents related to future events or our future financial perform ance, and involve know n and unknow n risks, uncertainties and other factors that m ay cause our actual results, levels of activity, perform ance or achievem ents to be
m aterially different from  any future results, levels of activity, perform ance or achievem ents expressed or im plied by these forw ard-looking statem ents. T hese statem ents are also subject to a num ber of m aterial risks and uncertainties that are described m ore fully in the prospectus and the prelim inary prospectus supplem ent filed w ith the S E C , including w ithout lim itation our m ost recently filed R eport on F orm  10-Q , as filed w ith the S E C . T hese forw ard-looking statem ents speak only as of the date on w hich the statem ents w ere m ade and are not guarantees of future perform ance. E xcept as m ay be required by applicable
law , w e do note undertake or indent to update any forw ard-looking statem ents contained herein or in our public filings w it the S E C . 2

 



A ddressing Macular D egeneration w ith G roundbreaking R P E  T herapy T he R egenerative O phthalm ology™ C om pany 3 S afety observed, in addition to anatom ical and functional evidence of repair and restoration in P hase 1 trials for dry A MD  and S MD  D ata published in T he L ancet, O ctober 14, 2014 Initiating P hase 2 studies soon: S targardt’s Macular D egeneration (S MD ) - Q 1 2015 D ry A ge-related
Macular D egeneration (A MD ) - Q 2 2015 E xtensive proprietary position in m ajor m arkets protecting the entire value chain of the cell therapy – from  the origin of the stem  cell to the delivery into patients’ eyes

 

A ge-R elated Macular D egeneration (A MD ) A pproxim ately 15m  people in the U S  ~ 85-90%  have dry A MD  N o treatm ent available currently to prevent, effectively treat or cure dry A MD  S targardt’s Macular D egeneration (S MD ) L eading form  of inherited juvenile onset m acular degeneration O rphan disease indication w ith no available treatm ent Myopic Macular D egeneration
(MMD ) P revalent condition especially in A sia affecting up to 13m  in C hina and Japan O phthalm ology: A  L arge, G row ing and U nderserved Market (U S  at $12 B illion) 4 O cata's R egenerative O phthalm ology™ R & D  program s target the m ajor form s of m acular degenerative disease w ith potentially transform ative therapies

 



T he F irst E vidence of L ong-term  S afety and E fficacy S ignal F ollow ing T ransplantation of R P E  C ells 5 “What w e did is transplant the cells into patients w ho have a disease w here those particular cells are dying; and w e replaced those dying tissues w ith new  tissue that's derived from  these stem  cells. In a w ay it's a retinal transplant. - S teven S chw artz, eye specialist, U C L A

 

World L eaders in T erm inal D ifferentiation of P luripotent to T arget C ells 6 P luripotent S tem  C ells S tarting S ource S tem  C ells are the S tarting Material but fully D ifferentiated C ells are the T reatm ent hE S C  iP S C  C orneal R etinal G anglion P hotoreceptor R etinal P igm ent E pithelium
T erm inally D ifferentiated C ells F or T ransplantation

 



1 2 3 4 7 A dditional C ell T ypes in D evelopm ent to A ddress a S pectrum  of O cular D isorders P hotoreceptor P rogenitor C ells Macular D egeneration - dry A MD , S MD , MMD  R etinitis P igm entosa R etinal G anglion P rogenitor C ells G laucom a Mesenchym al S tem  C ells U veitis
Managem ent of O cular S urfaces C orneal E ndothelial T herapy C orneal D isease 1 2 3 4 R ich preclinical pipeline of regenerative ophthalm ology product opportunities each addressing large unm et m edical needs

 

O phthalm ic D evelopm ent P ipeline Includes S MD , D ry A MD  and MMD  P re-clinical IN D  P hase 1 P hase 2 S MD  D ry A MD  MMD  P hotoreceptors G anglion C ells C ornea P hase 2 interim  data for R P E
P rogram s O pportunity for additional IN D ’s P otential E uropean launch for S targardt’s Macular D egeneration in 2019 Multiple O pportunities for P roduct D evelopm ent and C om m ercialization 8

 



Im m une privileged L ess prone to rejection C om pact S tructure R elatively sm all doses required to treat S traightforw ard delivery using currently available technology V alidated tools for clinical outcom e assessm ent T he E ye is Well-S uited for C ellular T ransplantation 9

 

R P E  Market D ynam ics for S targardt’s Macular D egeneration O rphan D isease w ith an E stim ated P revalence of 1:10,000 (~ 31,600 in the U S ) T hree m ain subtypes of patients that physicians observe F ast deterioration S low  deterioration R od and cone dystrophy S targardt’s patients are prim arily diagnosed and m anaged by retinal specialists P ipeline lim ited to a few  product candidates in early stages of developm ent: S tarG en (O xford B iom edica) A L K -001
(A lkeus) E m ixustat (A cucela) T here are no approved therapies that slow  or stop the progression of S targardt’s disease; alm ost all patients develop 20/200 vision or w orse and are m anaged currently w ith supportive therapies 5% -10%  of total S targardt's population: could potentially benefit from  aggressive treatm ent 60-70%  of total S targardt’s population: sym ptom s present early on and progress from  20/40 to 20/200 (5-10 years) 10

 



Market D ynam ics A ge-related Macular D egeneration ~ 1.8m  D ry A MD  P atients D iagnosed E very Y ear in the U S A  In the late form  of dry A MD , patients can progress to geographic atrophy (G A ) – G A  progresses slow ly and leads to the death of the photoreceptors. A pproxim ately 110,000-165,000 C ases of A dvanced D ry A MD  are diagnosed every year w ith central G A  – our
prim ary target indication. S evere D ry A MD  is a precursor to Wet A MD  – Wet A MD  is a blockbuster drug category e.g. L ucentis (R oche/N ovartis) and E ylea (R egeneron) D ry A MD  patients are prim arily m anaged by general ophthalm ologists w ho are referred to retinal specialists w hen there are risks for w et A MD  or severe sym ptom s P ipeline indicative of unm et need and com m ercial opportunity includes:
N T -501 (N eurotech), em ixustat (A cucela, L am palizum ab from  (R oche) and MC -1101 from  MacuC L E A R  T here are no approved therapies that slow  or stop the progression of A MD ; alm ost all patients develop 20/100 or 20/200 vision or w orse and can only be m anaged w ith supportive therapies 11

 

Well-defined prescriber base P atients are referred to retinal specialists (~ 2,500 in the U S  of w hich ~ 1,500- 2,000 are vitreoretinal [V R ] surgeons) w ho diagnose and m anage subsequent patient care T argeted m arketing achievable w ith a sm all and specialized technical salesforce E ase of adm inistration: cellular transplantation perform ed w ith current technology P 1 utilizes pars plana vitrectom y and subretinal injection m odalities scalable to V R  surgeons S m all dosage requirem ent C om m ercial scalability of m anufacturing and distribution in process S ignificant unm et m edical need – no approved treatm ents for dry A MD  or
S MD  O pportunity to treat earlier stage disease S MD , D ry A MD  and MMD  are S pecialized O pportunities and F easible for an E m erging B iotech 12

 



C linical P rogram s R P E  for S MD , D ry A MD  and MMD  13

 

R equired for vision and m aintenance of photoreceptor health D elivers and m etabolizes V itam in A  R ecycles photopigm ents P hagocytosis of photoreceptor outer segm ents T ransport of m etabolic w aste from  retina to choriocapillaris A bsorbs stray light for im proved im age resolution S ecretes grow th and survival factors needed for photoreceptor differentiation R etinal P igm ent E pithelium : V ital for P hotoreceptor H ealth 14

 



F ailure of R P E  C auses Macular D egeneration regardless of etiology T reatm ent of m acular degeneration w ith O cata T herapeutics’ term inally differentiated retinal pigm ent epithelial cells uniquely poised to restore visual function D isease P athophysiology P revalence S targardt’s Macular D egeneration (S MD ) G enetic (e.g. A B C A 4 gene m utation) U S /E U : 80k-100k A ge-related Macular D egeneration
(A MD ) E nvironm ental/G enetic (e.g. sm oking, obesity) and genetic (e.g. Y 402H  m utation in com plem ent factor H ) U S /E U  Wet: 7.2m -11m  D ry: 61m -65m  Myopic Macular D egeneration (MMD ) E nvironm ental/G enetic (e.g. fam ily history and race) U S /E U : 0.7m -1.3m
A sia: 7.2-13.2m  15

 

A natom ical O verview  16

 



R P E  D am age and S ubsequent P hotoreceptor D egeneration L eads to L oss of C entral V isual A cuity 17

 

V isual P hysiology: N orm al 18

 



V isual P hysiology: Macular D egeneration 19

 

R P E  T ransplantation 20

 



T hesis of R P E  T ransplantation: R estoration of A natom y &  F unction 21 N eural signal restored

 

D . B lack dashed circle outlining area of subretinal transplantation E . G reen rectangle overlying w hite dashed arrow  dem onstrating optical coherence tom ographic section (O C T ) at baseline and at 6 m onths follow ing subretinal MA 09-hR P E  injection F . White arrow s dem onstrating persistence of subretinal pigm ent epithelial cells 12 m onths post-transplantation P hase 1/2 T rials: E vidence of E ngraftm ent (L ancet 2014) 22 B aseline* Month 6* A natom ic E vidence of S uccessful E ngraftm ent in 13/18 S ubjects

 



A ge-related Macular D egeneration 23

 

A MD : B C V A  Im proved and S ustained A t 1 Y ear 24 P ersistent signal of efficacy in treated eyes &  lack of im provem ent in untreated eyes *1 subject w as excluded due to cataract form ation *Month 6 B C V A  result w as carried forw ard to Month 12 for 2 subjects D ecem ber 2014 L ancet publication: May 2014 *1 subject excluded due to cataract form ation *1 subject excluded due to < 6 m onths follow -up 8 S ubjects w ith 12 Months F ollow -up* 8 S ubjects
w ith 12 Months F ollow -up*

 



S targardt’s Macular D egeneration 25

 

S MD : B C V A  Im proved and S ustained A t 1 Y ear 26 S uccess in P hase 1/2 S tudies S upports Investm ent in P roof-of-C oncept T rials *3 subjects excluded due to cataract form ation; 1 subject excluded due to < 6 m onths follow -up D ecem ber 2014 May 2014 - T he L ancet publication *5 subjects excluded due to cataract form ation; 1 subject excluded due to < 6 m onths follow -up 5 S ubjects w ith 12 Months F ollow -up* 4 S ubjects w ith 12
Months F ollow -up* 26

 



E vidence of E ngraftm ent P atches of increasing subretinal, pigm ented cellular tissue consistent w ith transplanted and integrated retinal pigm ent epithelium  w ere observed in 13/18 subjects S ignal of E fficacy V isual acuity m easures dem onstrate functional im provem ent P ossible confounders P lacebo effect B ias (selection, exam iner) L earning artifact due to repeat testing P hase 1/2 A MD  &  S MD  Interim  D ata C onclusions 27

 

 T w o Y ear U pdate - B C V A  Im provem ent S ustained 28 P ersistent signal of efficacy in treated eyes &  lack of im provem ent in untreated eyes m aintained at 2 years D ecem ber 2014 5 A MD  S ubjects w ith 24 Month F ollow -U p

 



O perations, F inance and C orporate 29

 

O cata T herapeutics has Invested H eavily to O w n Manufacturing P rocess in cG MP  E nvironm ent C ontinued Investm ent and A dvances in Manufacturing and D elivery G enerates E xpansion of IP  E state C ryopreserved – inexhaustible replicative capacity starting m aterial, stored at A C T  and in rem ote location Master C ell B ank of hE S C ’s Induction of proliferation and cell culture expansion E xpansion of cells ~ 20 fold In-process assays to ensure m orphology and sterility of cells S hift to T erm inal
D ifferentiation to R P E  cells T he process of re-passaging the cells can produce > 1,000 fold increase of quantity of R P E  cells P urify R P E  and re-passage to expand quantity A vailable for patient dosing; one five m onth process typically yields ~ 1,000 doses H arvest bulk m aterial and cryopreserve R P E  inventory 12 full-tim e em ployees dedicated to m anufacturing, quality control, quality assurance &  assay developm ent F D A  review  of C MC  accepting of release criteria and processes S tep 30

 



IP  C overage F rom  S tem  C ell L ine to P atient T reatm ent S ingle B lastom ere D erivation of hE S C s Methods of Manufacturing hE S C -derived R P E  cells P roduct R elease A ssays P harm aceutical P reparations Methods-of-T reatm ent 3 P atent F am ilies 13 Issued P atents 26
P ending A pplications C ore P atent expiry – 2031 (w ith P atent T erm  E xtension) 5 P atent F am ilies 2 Issued P atents 34 P ending A pplications C ore P atents - 2031 F orm ulation Im provem ents - 2032 S hipping Medium  –2035 3 P atent F am ilies 4 Issued P atents 26 P ending A pplications C ore P atents - 2031 Im provem ents - 2032 2 P atent F am ily 11 P ending A pplications
E xpiry w ill begin 2031 &  2032 1 P atent F am ily 4 Issued P atents 12 P ending A pplications E xpiry begins 2025 31

 

P otential Milestones: N ext 12- 24 Months Y ear Q uarter Milestone 2015 Q 1 S MD  P 2: F irst subject treated U p-listing of com pany stock to N asdaq P ublication of data in A sian patients (S MD  &  A MD ) Q 2 A MD  P 2: F irst subject treated P artnership of non-core asset (e.g. platelet program ) 2016 Q 1 A MD  P 2: F irst 15 subjects
w ith 3 m onth data Q 3 S MD  P 2: interim  read A MD  P 2: interim  read 32 C ontinually build corporate aw areness (conferences, presentations, expansion of IP  estate)

 



Initiating P hase 2 w ith novel, potentially curative therapy in areas w here no approved products exist today (D ry A MD /S MD ) D ry A MD  is a potential blockbuster indication – a precursor to Wet A MD  w here T reatm ents include E ylea (R egeneron) and L ucentis (N ovartis/R oche) S afety observed, in addition to anatom ical and functional evidence of repair and restoration; data published in T he L ancet, O ctober 14, 2014 E stablished IP  position in m ajor m arkets protecting the life span of the cell therapy – from  the origin of the cell to the delivery into patients’ eyes T he World L eader in
R egenerative O phthalm ology 33

 
 


