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Item 7.01  Regulation FD Disclosure.
 
On March 8, 2017, Daniel H. White, president and chief executive officer of Clearside Biomedical, Inc. (the “Company”), will present at the Cowen

and Company 37th Annual Health Care Conference on, among other things, the Company’s product candidate pipeline. A copy of this presentation is
furnished as Exhibit 99.1 to this Current Report on Form 8-K.

 
The information in this Item 7.01 of this Current Report on Form 8-K (including Exhibit 99.1) is being furnished and shall not be deemed “filed” for

purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), 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, or the Exchange Act, except as expressly set forth by
specific reference in such a filing.

 
Item 9.01 Financial Statements and Exhibits.
 
(d) Exhibits
 

   
Exhibit   
Number  Exhibit Description

99.1  Presentation titled “Clearside Biomedical - Cowen & Company 37th Annual Health Care Conference”
dated March 8, 2017.
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 SIGNATURES
 

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 hereunto duly authorized.

 
  CLEARSIDE BIOMEDICAL, INC.
   
 By:  /s/ Charles A. Deignan
Date:  March 8, 2017  Charles A. Deignan

Chief Financial Officer
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(N A S D A Q :C L S D ) We see a w o rld  w ith o u t b lin d n ess; relen tlessly  p u rsu in g  tran sfo rm ativ e, eleg an t, p recise so lu tio n s to  resto re an d  p reserv e v isio n  C o w en  &  C o m p an y  3 7 th  A n n u al H ealth  C are C o n feren ce March  8 , 2 0 1 7  E x h ib it 9 9 .1



Matters d iscu ssed  in  th is p resen tatio n  m ay  co n stitu te fo rw ard -lo o k in g  statem en ts. T h e fo rw ard  lo o k in g  statem en ts co n tain ed  in  th is p resen tatio n  reflect C learsid e’s v iew s as o f th e d ate o f th is p resen tatio n  ab o u t fu tu re ev en ts an d  are su b ject to  risk s, u n certain ties, assu m p tio n s, an d  ch an g es in  circu m stan ces th at m ay  cau se C learsid e’s actu al resu lts, p erfo rm an ce, o r ach iev em en ts to  d iffer sig n ifican tly  fro m  th o se ex p ressed  o r im p lied  in  an y  fo rw ard  lo o k in g  statem en t. A lth o u g h  C learsid e b eliev es th at th e ex p ectatio n s reflected  in  th e fo rw ard  lo o k in g  statem en ts are reaso n ab le, C learsid e can n o t g u aran tee fu tu re ev en ts, resu lts, p erfo rm an ce, o r ach iev em en ts. S o m e o f th e k ey  facto rs th at co u ld  cau se actu al resu lts to  d iffer fro m  C learsid e’s ex p ectatio n s in clu d e its p lan s to  d ev elo p  an d  p o ten tially  co m m ercialize its p ro d u ct can d id ates; C learsid e’s p lan n ed  clin ical trials an d  p reclin ical stu d ies fo r its p ro d u ct can d id ates; th e tim in g  o f an d  C learsid e’s ab ility  to  o b tain  an d  m ain tain  reg u lato ry  ap p ro v als fo r its p ro d u ct can d id ates; th e ex ten t o f clin ical trials p o ten tially  req u ired  fo r C learsid e’s p ro d u ct can d id ates; th e clin ical u tility  an d  m ark et accep tan ce o f C learsid e’s p ro d u ct can d id ates; C learsid e’s co m m ercializatio n , m ark etin g  an d  m an u factu rin g  cap ab ilities an d  strateg y ; C learsid e’s in tellectu al p ro p erty  p o sitio n ; an d  C learsid e’s ab ility  to  id en tify  ad d itio n al p ro d u ct can d id ates w ith  sig n ifican t co m m ercial p o ten tial th at are co n sisten t w ith  its co m m ercial o b jectiv es. F o r fu rth er in fo rm atio n  reg ard in g  th ese risk s, u n certain ties an d  o th er facto rs y o u  sh o u ld  read  th e “R isk  F acto rs” sectio n  o f C learsid e’s R eg istratio n  S tatem en t o n  F o rm  S -1  (F ile N o . 3 3 3 -2 1 4 8 3 6 ) d eclared  effectiv e b y  th e S ecu rities an d  E x ch an g e C o m m issio n  (S E C ) o n  D ecem b er 9 , 2 0 1 6 , an d  C learsid e’s o th er P erio d ic an d  C u rren t R ep o rts filed  w ith  th e S E C . C learsid e ex p ressly  d isclaim s an y  o b lig atio n  to  u p d ate o r rev ise th e in fo rm atio n  h erein , in clu d in g  th e fo rw ard -lo o k in g  statem en ts, ex cep t as req u ired  b y  law . T h is p resen tatio n  also  co n tain s estim ates an d  o th er statistical d ata m ad e b y  in d ep en d en t p arties an d  b y  C learsid e relatin g  to  m ark et size an d  g ro w th  an d  o th er d ata ab o u t its in d u stry . T h is d ata in v o lv es a n u m b er o f assu m p tio n s an d  lim itatio n s, an d  y o u  are cau tio n ed  n o t to  g iv e u n d u e w eig h t to  su ch  estim ates. In  ad d itio n , p ro jectio n s, assu m p tio n s an d  estim ates o f C learsid e’s fu tu re p erfo rm an ce an d  th e fu tu re p erfo rm an ce o f th e m ark ets in  w h ich  C learsid e o p erates are n ecessarily  su b ject to  a h ig h  d eg ree o f u n certain ty  an d  risk . F o rw ard -L o o k in g  S tatem en ts



T arg eted  T h erap y  fo r R etin al an d  C h o ro id al D isease P h ase 3  d ata in  u v eitis ex p ected  early  2 0 1 8 ; P h ase 3  in  R V O  in itiated  Q 1  2 0 1 7  ; P h ase 1  /2  d ata in  D ME  ex p ected  H 2  2 0 1 7  P o sitiv e P h ase 2  clin ical d ata in  b o th  retin al v ascu lar d isease (R V O ) an d  o cu lar in flam m ato ry  d isease (u v eitis) P ro v en , su ccessfu l lead ersh ip  team  w ith  d eep  o p h th alm ic ex p ertise P latfo rm  in  retin al an d  ch o ro id al d isease: R V O , U v eitis, D ME  an d  Wet A MD  E x clu siv e an d  p ro p rietary  access to  1 7  sq u are cen tim eters in  th e ey e: T h e su p rach o ro id al sp ace (S C S )



R etin al D iseases R ep resen t L arg e G ro w th  Mark ets w ith  o v er $ 7 B  in  G lo b al S ales in  2 0 1 5  C ertain  d ru g s: stero id s, m u lti-k in ase in h ib ito rs, g en e th erap y  L o w er co n cen tratio n s o f d ru g  at d iseased  tissu e C o n cen tratio n s at u n in ten d ed  p arts o f th e ey e, w h ich  m ay  lead  to  sid e effects D ru g s d iffu se o u tw ard  fro m  th e v itreo u s to  all areas o f th e ey e In trav itreal in jectio n  ~ 5  M p atien ts in  th e U .S . w ith  targ et in d icatio n s treated  b y  ap p ro x . 1 ,7 0 0  retin al sp ecialists L im itatio n s in clu d e Macu lar ed em a



P recise A ccess to  th e B ack  o f th e E y e T h ro u g h  th e S C S



Wh en  co m p ared  to  in trav itreal in jectio n s: H ig h  d ru g  co n cen tratio n  at d isease sites - R etain s d ru g  aw ay  fro m  w h ere sid e effects o ccu r N o te: P ercen tag es in  th e illu stratio n s rep resen t ratio  o f S C S  d istrib u tio n  to  in trav itreal d istrib u tio n  o f triam cin o lo n e aceto n id e in  sp ecific tissu es in  an  an im al m o d el. S clera-ch o ro id  &  o u ter retin a 1 2  x  0 .2 %  L en s Iris-ciliary  b o d y  3 %  T arg et treatm en t R ed u ce S id e effects C learsid e D isease P ro g ram  O b jectiv es P o sterio r S eg m en t A n terio r S eg m en t R ap id  v isio n  g ain s S u stain ed  b etter v isio n  im p ro v em en t C o n sisten t p atien t resp o n se Im p ro v ed  b en efits to  risk  ratio  S cien tific R atio n ale fo r N o v el O cu lar T reatm en t: S u p rach o ro id al In jectio n



F o cu sed  P ip elin e o f S C S  T reatm en ts fo r Mu ltip le B lin d in g  E y e D iseases In d icatio n  S tu d y  d ru g  U .S . E st. P rev alen ce C u rren t statu s Macu lar ed em a asso ciated  w ith  n o n -in fectio u s u v eitis (U v eitis) S u p rach o ro id al C L S -T A  P h ase 3  d ata early  2 0 1 8  R V O  (retin al v ein  o cclu sio n ) S u p rach o ro id al C L S -T A  w ith  an ti-V E G F  (In trav itreal E y lea® ) P h ase 3  D ME  (d iab etic m acu lar ed em a) S u p rach o ro id al C L S -T A  alo n e o r w ith  an ti-V E G F  (In trav itreal E y lea) P h ase 1 /2  d ata H 2  2 0 1 7  R etin al V ascu lar D isease P ro p rietary  co m p o u n d (s) P reclin ical O rp h an  d iseases G en e th erap y  P reclin ical < 2 0 0 K  ~ 1 .2 M C learsid e C o llab o ratio n s ~ 3 5 0 K  ~ 2 .2 M ~ 1 .1 M C learsid e’s C u rren t P ro g ram s



MA C U L A R  E D E MA  A S S O C IA T E D  WIT H  U V E IT IS  T R E A T IN G  IN F L A MMA T IO N



N o te: T A  =  triam cin o lo n e aceto n id e. 1 1 5 ,5 0 0  p atien ts 2 1 0 ,0 0 0  ey es P erio cu lar (S u b -ten o n ) 2 0  m g  T A  S u stain ed  release d ex am eth aso n e im p lan t (O zu rd ex ® ) In trav itreal 4  m g  T A  T o p ical stero id  fo r an terio r u v eitis 3 3 %  m acu lar ed em a 8 2 %  - d isease in  b o th  ey es 3 5 0 ,0 0 0  p atien ts U S  u v eitis p atien ts A d m in istratio n  o f co rtico stero id s is m o st co m m o n  treatm en t fo r all co m p licatio n s o f u v eitis in clu d in g  m acu lar ed em a C u rren t treatm en ts S u p rach o ro id al C L S -T A  fo r Macu lar E d em a A sso ciated  w ith  U v eitis



T reatin g  O C U L A R  in flam m atio n  U v eitis P h ase 2 : D O G WO O D  T R IA L  S in g le su p rach o ro id al in jectio n  o f C L S -T A  4 .0  m g  o r 0 .8  m g  R an d o m ized , co n tro lled , m ask ed , m u lti-cen ter trial 2 2  su b jects w ith  m acu lar ed em a asso ciated  w ith  n o n -in fectio u s u v eitis P rim ary  en d p o in t: red u ctio n  in  retin al th ick n ess at 2  m o n th s



1  C S T  is th e cen tral retin al th ick n ess m easu red  u sin g  o p tical co h eren ce to m o g rap h y  (O C T ) M1  =  Mo n th  1 ; M2  =  Mo n th  2  R ed u ctio n  in  C S T 1  F ro m  B aselin e –  IT T  P o p u latio n  P rim ary  E n d p o in t o f R ed u cin g  R etin al T h ick n ess w as S u ccessfu lly  A ch iev ed  4 .0  m g ; n  =  1 6  0 .8  m g ; n  =  5  P  =  0 .0 0 5 6  P  =  0 .0 0 1 7  Mean  b aselin e =  5 2 6  m icro n s



B est C o rrected  V isu al A cu ity  –  IT T  P o p u latio n 1  1  N = 1 7  2  E y lea, L u cen tis® , O zu rd ex ®  p ack ag e in serts S eco n d ary  E n d p o in t o f Im p ro v in g  B est C o rrected  V isu al A cu ity  (B C V A ) w as A ch iev ed  P  =  0 .0 0 0 1  P  =  0 .0 0 0 4  R an g e o f im p ro v em en ts in  B C V A  seen  w ith  ap p ro v ed  o cu lar th erap ies fo r p o sterio r seg m en t d iseases2  4 .0  m g ; n  =  1 7



Macu lar ed em a o u tco m es P ercen t ≥  2 0 %  red u ctio n  in  retin al th ick n ess 6 9  R etin al th ick n ess ≤  3 1 0  m icro n s 5 6  P ercen tag e o f p atien ts P ercen t o f P atien ts w ith  B C V A  Im p ro v em en t B C V A  an d  ME  Im p ro v em en ts at Mo n th  2



A n terio r C h am b er (A C ) C ells, A C  F lare an d  V itreo u s H aze –  R ed u ced  F ro m  B aselin e to  Mo n th  2  (4 .0  m g  g ro u p ; IT T ) A n terio r flare g rad e A n terio r cell g rad e 0  4  3  2  1  0 .5  0  A C  cells, A C  flare an d  v itreo u s h aze are sig n s o f in flam m atio n  o f th e ey e E ach  o f th ese sig n s sh o w s fav o rab le ch an g es fro m  b aselin e T h e av erag e in  each  case sh o w s tren d  to w ard  im p ro v em en t; a m ajo rity  o f in d iv id u al p atien ts eith er im p ro v e o r m ain tain  lo w  lev els V itreo u s h aze g rad e B aselin e Mo n th  2  C ell g rad e 6  5  1  2  2  5  5  1  1  1  2  1  B aselin e Mo n th  2  C ell g rad e 4  3  2  1  0  5  4  8  6  2  2  3  2  2  4  3  2  1 .5  1  0 .5  B aselin e Mo n th  2  V itreo u s H aze 7  5  3  2  7  3  2  1  1  2  1



Im p ro v em en ts in  B C V A  o b serv ed  in  p atien ts treated  in  b o th  trials S tatistically  sig n ifican t red u ctio n  in  retin al th ick n ess in  p atien ts treated  in  th e P h ase 2  trial D u ratio n  o f im p ro v em en t in  v isu al acu ity  o f u p  to  6  m o n th s in  P h ase 1 /2  trial N o  serio u s ad v erse ev en ts related  to  treatm en t N o  ad v erse ev en ts lead in g  to  d isco n tin u atio n  N o  stero id -related  in crease in  IO P  O n ly  ad v erse ev en ts related  to  treatm en t in  m o re th an  5 %  o f d o sed  p atien ts w ere cy sto id  m acu lar ed em a, b lu rred  o r d ecreased  v isio n , an d  ey e p ain  U v eitis P h ase 2  an d  P h ase 1 /2  S u m m ary  E fficacy  S u m m ary  S afety  S u m m ary



T w o -arm , ran d o m ized , co n tro lled , d o u b le-m ask ed , m u lti-cen ter trial at ~ 5 0  clin ical sites 3 :2  ran d o m izatio n  o f su p rach o ro id al C L S -T A  v s. sh am  in jectio n ; 1 5 0  p atien ts to tal (9 0 :6 0 ) P rim ary  at 6  m o n th s; su p erio rity  o f b est co rrected  v isu al acu ity  o u tco m e fro m  treatm en t S u p rach o ro id al C L S -T A  P h ase 3  T rial is in  P ro g ress w ith  D ata E x p ected  b y  E arly  2 0 1 8  Week -2  D ay  0  D ay  0  Week  4  Week  8  Week  1 2  Week  1 6  Week  2 0  Week  2 4  S u p rach o ro id al C L S -T A  S u p rach o ro id al C L S -T A  D ay  0  Week  4  Week  8  Week  1 2  Week  1 6  Week  2 0  Week  2 4  S h am  S h am  S creen in g  (2  w eek s) A ctiv e A rm : S u p rach o ro id al in jectio n  o f 4  m g  C L S -T A  C o n tro l A rm : S h am  in jectio n  p ro ced u re R an d o m izatio n  P h ase (6  m o n th s) E n ro llm en t



R E T IN A L  V E IN  O C C L U S IO N  (R V O ) T R E A T IN G  R E T IN A L  V A S C U L A R  D IS E A S E



S u p rach o ro id al C L S -T A  w ith  In trav itreal E y lea fo r Macu lar E d em a A sso ciated  w ith  R V O  E y lea, L u cen tis, an d  o ff-lab el A v astin ®  S u stain ed  release d ex am eth aso n e im p lan t (O zu rd ex ) In trav itreal T riam cin o lo n e 1 6 .4  M p atien ts G lo b al R V O  p atien ts 1 st L in e treatm en t U .S . R V O  p atien ts 2 .2  M p atien ts R V O  (retin al v ein  o cclu sio n ) S u p rach o ro id al C L S -T A  w ith  in trav itreal an ti-V E G F  (In trav itreal E y lea) P h ase 2  D ata av ailab le O b jectiv e: Im p ro v e th e cu rren t treatm en t b y  p o ten tially  im p ro v in g  an d  su stain in g  v isu al o u tco m es o v er treatm en t w ith  an ti-V E G F  alo n e, an d  red u cin g  th e treatm en t freq u en cy  1  2  3  2 n d  L in e treatm en t



T reatin g  R V O  P h ase 2 : T an zan ite T R IA L  S in g le su p rach o ro id al in jectio n  o f C L S -T A  a p lu s in trav itreal E y lea v ersu s in trav itreal E y lea o n ly  in  treatm en t n aïv e R V O  p atien ts 1 :1  co n tro lled , ran d o m ized , m ask ed , m u lti-cen ter trial 4 6  su b jects w ith  m acu lar ed em a asso ciated  w ith  R etin al V ein  O cclu sio n  T reatm en t n aïv e p atien ts ran d o m ized  to  treatm en t first d ay  an d  ev alu ated  m o n th ly  O b jectiv e: red u ce n u m b er o f in trav itreal E y lea treatm en ts w h ile m ain tain in g  v isu al acu ity  im p ro v em en ts P rim ary  en d p o in t: th e n u m b er o f tim es p atien ts m et th e criteria fo r ad d itio n al in trav itreal E y lea treatm en ts o v er th e th ree-m o n th  trial d u ratio n



In ten t-to -treat (IT T ) p o p u latio n : N  =  4 6  (2 3 :2 3 ) A d d itio n al In trav itreal E y lea in jectio n s p = 0 .0 1 3  6 0 %  F ew er A d d itio n al In trav itreal E y lea In jectio n s in  th e S u p rach o ro id al C L S -T A  +  In trav itreal E y lea A rm  V ersu s C o n tro l O v er 3  Mo n th s N u m b er o f A d d itio n al In trav itreal E y lea In jectio n s C o n tro l arm : In trav itreal E y lea A ctiv e arm : In trav itreal E y lea +  S u p rach o ro id al C L S -T A



T A K E  H O ME  ME S S A G E : T h ere w ere 1 1  few er p atien ts in  th e A ctiv e arm  co m p ared  to  th e C o n tro l arm , rep resen tin g  a 6 9 %  red u ctio n  in  th e n u m b er o f p atien ts req u irin g  ad d itio n al in trav itreal E y lea N u m b er o f p atien ts w h o  receiv ed  ad d itio n al In trav itreal E y lea p = 0 .0 0 3  C o m p ariso n  o f th e T w o  A rm s o n  a P atien t B asis In ten t-to -treat (IT T ) p o p u latio n : N  =  4 6  (2 3 :2 3 ) 1  1 B ased  o n  p o st-h o c an aly sis C o n tro l arm : In trav itreal E y lea A ctiv e arm : In trav itreal E y lea +  S u p rach o ro id al C L S -T A



S u p rach o ro id al C L S -T A  +  In trav itreal E y lea resu lted  in  Mo re Im p ro v ed  V isu al A cu ity  at Mo n th s 1 , 2 , 3  v s. In trav itreal E y lea A lo n e IT T  p o p u latio n  N  =  4 6  (2 3 :2 3 ) M1  =  m o n th  1 ; M2  =  m o n th  2 ; M3  =  m o n th  3  C h an g e in  B est C o rrected  V isu al A cu ity  + 4 .7  + 8 .5  + 7 .6  In trav itreal E y lea In trav itreal E y lea In trav itreal E y lea +  S u p rach o ro id al C L S -T A  In trav itreal E y lea In trav itreal E y lea +  S u p rach o ro id al C L S -T A  In trav itreal E y lea +  S u p rach o ro id al C L S -T A



In trav itreal E y lea A lo n e S u p rach o ro id al C L S -T A  +  In trav itreal E y lea R etin al th ick n ess (m icro n s) S u p rach o ro id al C L S -T A  +  In trav itreal E y lea R esu lted  in  S u stain ed  R etin al T h ick n ess R ed u ctio n s at Mo n th s 1 , 2 , 3  v s. In trav itreal E y lea A lo n e In trav itreal E y lea A lo n e S u p rach o ro id al C L S -T A  +  In trav itreal E y lea



G reater im p ro v em en t o f v isio n  in  co m p ariso n  w ith  in trav itreal E y lea alo n e in  th is p h ase 2  trial S u stain ed  clin ical b en efit o v er th e 3 -m o n th  trial p erio d  S ig n ifican tly  few er ad d itio n al in trav itreal E y lea treatm en ts N o  serio u s ad v erse ev en ts N o  ad v erse ev en ts lead in g  to  d isco n tin u atio n  O n ly  ad v erse ev en ts o b serv ed  in  m o re th an  5 %  o f p atien ts in  th e su p rach o ro id al C L S -T A  +  in trav itreal E y lea arm  w ere co n ju n ctiv al h y p erem ia, ey e p ain , o cu lar h y p erten sio n  an d  in creased  IO P  R V O  P h ase 2  S u m m ary  an d  N ex t S tep s P atien ts treated  w ith  S u p rach o ro id al C L S -T A  an d  In trav itreal E y lea v s. In trav itreal E y lea alo n e S afety  S u m m ary



D esig n  fo r P h ase 3  C lin ical T rials T w o -arm , ran d o m ized , co n tro lled , d o u b le-m ask ed , m u lti-cen ter trial at ~ 1 5 0  clin ical sites 1 :1  ran d o m izatio n  o f su p rach o ro id al C L S -T A  +  in trav itreal E y lea v s. In trav itreal E y lea; 2 3 0  p er arm  P rim ary  o u tco m e at 2  m o n th s; su p erio rity  o f b est co rrected  v isu al acu ity  C o n tro l arm : In trav itreal E y lea; Q 4 Wk  C o m b in atio n  arm : su p rach o ro id al C L S -T A  +  In trav itreal E y lea; Q 1 2 Wk  D ay  0  Wk  4  Wk  8  Wk  1 2  Wk  1 6  Wk  2 0  Wk  2 4  Wk  w w  Wk  x x  Wk  y y  Wk  zz D ay  0  Wk  4  Wk  8  Wk  1 2  Wk  1 6  Wk  2 0  Wk  2 4  Wk  w w  Wk  x x  Wk  y y  Wk  zz In trav itreal E y lea E n ro llm en t 2  Mo n th  p rim ary  efficacy  en d p o in t S u b m it w ith  6  m o n th s d ata C o n tin u e to  fo llo w  su b jects o u t to  1  y ear In trav itreal E y lea In trav itreal E y lea In trav itreal E y lea In trav itreal E y lea In trav itreal E y lea In trav itreal E y lea S u p rach o ro id al C L S -T A  +  In trav itreal E y lea In trav itreal E y lea P R N  S u p rach o ro id al C L S -T A  +  In trav itreal E y lea S u p rach o ro id al C L S -T A  +  In trav itreal E y lea



D IA B E T IC  MA C U L A R  E D E MA  (D ME ) A N O T H E R  P R O MIS IN G  MA R K E T  IN  R E T IN A L  V A S C U L A R  D IS E A S E



S u p rach o ro id al C L S -T A  A lo n e o r in  C o m b in atio n  w ith  an  A n ti V E G F  ag en t fo r D ME  N atio n al C en ter fo r C h ro n ic D isease P rev en tio n s an d  H ealth  P ro m o tio n : D iv isio n  o f D iab etes T ran slatio n . N atio n al D iab etes S tatistical R ep o rt, 2 0 1 4  In tern atio n al D iab etes F ed eratio n . ID F  D iab etes A tlas: 5 th  E d itio n . 2 0 1 1 ; 2 . In tern atio n al D iab etes F ed eratio n . ID F  D iab etes A tlas: 6 th  E d itio n . 2 0 1 3 ; 3 . ID F  E u ro p e. w w w .id f.o rg /sites/d efau lt/files/id f-eu ro p e/ID F % 2 0 T o o lk it_ B ack g ro u n d er_ F IN A L .p d f C S ME  =  C lin ically  sig n ifican tly  m acu lar ed em a D ME  =  d iab etic m acu lar ed em a S tero id s are g iv en  freq u en tly  to  treat D ME  A n ti-V E G F  S tero id s: O zu rd ex , Ilu v ien  o r T A  L A S E R  C u rren t T reatm en ts D iab etes 2 9 .1 M (5 5 M in  E U ) D iab etic retin o p ath y  8 .3 M (1 6 M in  E U ) D ME  1 .1 M (5 .8 M in  E U ) C S ME  0 .3 M - 0 .9 M (0 .6 M - 1 .7 M in  E U )



B ack g ro u n d  L u cen tis, E y lea an d  o ff-lab el A v astin  h av e a g o o d  track  reco rd  P ro to co l T  in d icates E y lea, co m p ared  to  th e o th er tw o  th erap ies, p ro v id es th e g reatest b en efit in  in itial 1 2  m o n th s A  p ro p o rtio n  o f su b jects h av e p ersisten t d isease w ith  4 0 %  an d  5 5 %  h av in g  co n tin u ed  m acu lar ed em a at th e 2  an d  3  y ear v isits, ev en  after m o n th ly  in trav itreal an ti-V E G F  in jectio n s O n g o in g  m o n th ly  in trav itreal an ti-V E G F  th erap y  resu lts in  co n tin u ed  im p ro v em en ts F lu o cin o lo n e an d  d ex am eth aso n e ap p ear to  h av e a reaso n ab le track  reco rd  fo r p ro v id in g  efficacy  in  D ME  su b jects R esu lts ap p ear to  b e b etter in  su b jects w ith  p seu d o -p h ak ic ey es v s. p h ak ic ey es A d v erse ev en ts, esp ecially  in  p h ak ic ey es, o ften  ap p ear to  co m p ro m ise v isu al g ain s seen  w ith in  th e first few  m o n th s Im p lan ts can  b e u sed  fo r lo n g er p erio d s o f tim e A n ti-V E G F  T h erap y  C o rtico stero id  T h erap y



D ME  P h ase 1 /2  stu d y  d esig n  S in g le su p rach o ro id al in jectio n  o f C L S -T A  alo n e an d  in  co m b in atio n  w ith  in trav itreal E y lea 1 0  treatm en t n aïv e su b jects an d  1 0  su b jects treatm en t n o n -n aïv e S afety  an d  efficacy  in fo rm atio n  w ill b e co llected  th ro u g h  th e en tire tim e p erio d  D ay -3 0  D ay  0  Mo n th  1  Mo n th  2  Mo n th  3  Mo n th  4  Mo n th  5  Mo n th  6  P R N  D ay -3 0  D ay  0  Mo n th  1  Mo n th  2  Mo n th  3  Mo n th  4  Mo n th  5  Mo n th  6  T reatm en t n aïv e; n  =  1 0  T reatm en t n o n -n aïv e; n  =  1 0  S tu d y  is cu rren tly  en ro llin g  p atien ts S u p rach o ro id al C L S -T A  In trav itreal E y lea +  S u p rach o ro id al C L S -T A  S u p rach o ro id al C L S -T A



P lan n ed  P h ase 2  D ME  T rial C o n tro lled , m ask ed , ran d o m ized  stu d y  o f co m b in atio n  C L S -T A  +  E y lea v s. m o n o th erap y  E y lea E v alu atio n s at Mo n th  3 , Mo n th  6  an d  Mo n th  9 ; stu d y  is P R N  fro m  Mo n th  3  B C V A  w ill b e th e p rim ary  o u tco m e m easu re E x ten sio n  E v alu ate at M9  C o n tin u ed  to  Mo n th  6  In itial to  Mo n th  3  E v alu ateat M3  E v alu ate at M6  E n ro llm en t C L S -T A  E y lea G ro u p  2 : In trav itreal E y lea o n ly  (m o n o /co n tro l) E y lea G ro u p  1 : In trav itreal E y lea +  su p rach o ro id al C L S -T A  (co m b o /ex p erim en tal) E y lea E y lea C L S -T A  E y lea E y lea Wk  2 8  Wk  3 2  Wk  3 6  Wk  2 8  Wk  3 2  Wk  3 6  Wk  0  Wk  2 0  Wk  2 4  Wk  0 4  Wk  1 2  Wk  0 8  Wk  1 6  Wk  0  Wk  2 0  Wk  2 4  Wk  0 4  Wk  1 2  Wk  1 6  Wk  0 8



A  WO R L D  WIT H O U T  B L IN D N E S S  IN  S U MMA R Y



P aten t N o . S ig n ifican ce E x p iratio n  U .S . 7 ,9 1 8 ,8 1 4  P ro v id es ex clu siv ity  fo r th e ad m in istratio n  o f an y  d ru g  to  th e ey e b y  in sertin g  a m icro in jecto r in to  th e sclera o r co rn eal stro m a o f a p atien t’s ey e, an d  in fu sin g  th e d ru g  in to  th e sclera o r co rn ea 2 0 2 9  U .S . 8 ,1 9 7 ,4 3 5  P ro v id es ex clu siv ity  fo r ad m in istratio n  o f an y  d ru g  to  th e su p rach o ro id al sp ace, w h en  th e d ru g  is ad m in istered  th ro u g h  a m icro in jecto r th at is in serted  in to  th e p atien t’s sclera 2 0 2 7  U .S . 8 ,6 3 6 ,7 1 3  P ro v id es ex clu siv ity  fo r all h o llo w  m icro in jecto r o cu lar d eliv ery  m eth o d s o f an ti-in flam m ato ry  d ru g s, so  lo n g  as th e an ti-in flam m ato ry  d ru g  is in fu sed  in to  th e su p rach o ro id al sp ace 2 0 2 7  U .S . 8 ,8 0 8 ,2 2 5  P ro v id es ex clu siv ity  fo r all h o llo w  m icro in jecto r o cu lar d eliv ery  m eth o d s o f d ru g , so  lo n g  as th e d ru g  is in fu sed  in to  th e su p rach o ro id al sp ace 2 0 2 7  U .S . 9 ,1 8 0 ,0 4 7  P ro v id es ex clu siv ity  fo r m eth o d s fo r d eliv erin g  a su b stan ce to  a reg io n  o f th e ey e (e.g ., S C S , sclera, ch o ro id ) v ia lo ss o f resistan ce in jectio n  tech n o lo g y  2 0 3 4  (U .S . A p p licatio n  A llo w ed ) P ro v id es ex clu siv ity  fo r m eth o d s o f treatin g  a p o sterio r o cu lar d iso rd er in  a h u m an  v ia n o n -su rg ical ad m in istratio n  o f ax itin ib  to  th e su p rach o ro id al sp ace 2 0 3 3  (U .S . A p p licatio n  A llo w ed ) P ro v id es ex clu siv ity  fo r m eth o d s o f treatin g  a p o sterio r o cu lar d iso rd er in  a h u m an  v ia n o n -su rg ical ad m in istratio n  o f triam cin o lo n e to  th e su p rach o ro id al sp ace 2 0 3 3  P ro p rietary  A ccess to  1 7  S q u are C en tim eters o f th e H u m an  E y e



E x p erien ce Y ears D A N IE L  WH IT E  P resid en t, C E O  an d  D irecto r G S K , S tiefel, C IB A  V isio n , A lim era 2 5  C H A R L E S  D E IG N A N  C h ief F in an cial O fficer A th ero G en ics, A A IP h arm a, S ch erin g -P lo u g h  2 7  G L E N N  N O R O N H A , P h .D . C h ief S cien tific O fficer A lco n , S u cam p o , T arg eG en  1 7  R IC H A R D  B E C K MA N  C h ief Med ical O fficer O p h th o tech , N eu ro tech , A lco n , L u x , B ecto n -D ick in so n  3 2  R A F A E L  A N D IN O  V P , E n g in eerin g  an d  Man u factu rin g  C R  B ard , C IB A  V isio n , D u p o n t, G E , IB M 2 6  JE N N IF E R  K IS S N E R , P h .D . V P , C lin ical D ev elo p m en t A lco n , A cu cela, V an d erb ilt 1 2  R ick  McE lh en y  V P , B u sin ess D ev elo p m en t S an o fi, ME D A , V id ara 1 8  O p h th alm ic E x p erien ce A cco m p lish ed  T eam  w ith  D eep  O p h th alm ic E x p ertise



2 0 1 7  2 0 1 8  an d  b ey o n d  Macu lar E d em a asso ciated  w ith  U v eitis (S u p rach o ro id al C L S -T A ) Macu lar E d em a asso ciated  w ith  R V O  (S u p rach o ro id al C L S -T A  w ith  In trav itreal E y lea) D ME  (S u p rach o ro id al C L S -T A  w ith  o r w ith o u t In trav itreal E y lea) P h ase 3  P h ase 3  stu d ies P 3  D ata P ip elin e h as Mean in g fu l N ear-T erm  Milesto n es P h ase 1 /2  P 1 /2  D ata P h ase 2  P 2  D ata



(N A S D A Q :C L S D ) We see a w o rld  w ith o u t b lin d n ess; relen tlessly  p u rsu in g  tran sfo rm ativ e, eleg an t, p recise so lu tio n s to  resto re an d  p reserv e v isio n  C o w en  &  C o m p an y  3 7 th  A n n u al H ealth  C are C o n feren ce March  8 , 2 0 1 7
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