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Item 7.01. Regulation FD Disclosure.
 
Attached as Exhibit 99.l to this Current Report on Form 8-K and incorporated into this Item 7.01 by reference is the investor presentation that will be used by
Celsus Therapeutics Plc (“Celsus”) in making presentations to certain existing and potential stockholders of the Company with respect to the proposed
acquisition (the “Business Combination”) of Volution Immuno Pharmaceuticals SA (“Volution”). In accordance with General Instruction B.2 on Form 8-K,
the information set forth in this Item 7.01 and the investor presentation attached to this report as Exhibit 99.1 is “furnished” and shall not be deemed to be
“filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended, or otherwise subject to the liabilities of that Section, nor shall such
information be deemed incorporated by reference in any filing under the Securities Exchange Act of 1934, as amended, or the Securities Act of 1933, as
amended.
 

 



 

 
Item 8.01. Other Events
 
Important Information and Where to Find It
 
Celsus and Volution and certain of their directors and executive officers may become participants in solicitation of proxies from Celsus shareholders in
connection with the proposed transaction. Additional Information regarding persons who may, under the rules of the SEC, be deemed to be participants in the
solicitation of the Celsus shareholders in connection with the proposed transaction, and who have interests, whether as security holders, directors or
employees of Celsus or Volution or otherwise, which may be different from those of Celsus shareholders generally, will be provided in the proxy statement
and other materials to be filed with the SEC.
 
Each member of Celsus's board of directors and Celsus's executive officers, and Volution's board of directors and Volution's executive officers may be deemed
“participants” in the solicitation of proxies from the Celsus shareholders in connection with the proposed transaction.
 
Information regarding the special interests of these directors and executive officers in the transaction will be included in the proxy statement referred to
above. Additional information regarding Celsus's directors' and executive officers' respective interests in Celsus by security holdings or otherwise is set forth
in Celsus's proxy statement relating to the 2015 annual meeting of stockholders filed with the SEC on May 28, 2015.
 

 



 

 
This communication does not constitute an offer to sell or the solicitation of an offer to buy any securities or a solicitation of any vote or approval. A
definitive proxy statement and a proxy card will be filed with the SEC and will be mailed to Celsus's shareholders seeking any required shareholder approvals
in connection with the proposed transaction. BEFORE MAKING ANY VOTING OR INVESTMENT DECISION, INVESTORS AND SHAREHOLDERS ARE
URGED TO READ THE PROXY STATEMENT (INCLUDING ANY AMENDMENTS OR SUPPLEMENTS THERETO) AND ANY OTHER RELEVANT
DOCUMENTS THAT CELSUS MAY FILE WITH THE SEC WHEN THEY BECOME AVAILABLE BECAUSE THEY WILL CONTAIN IMPORTANT
INFORMATION ABOUT THE PROPOSED TRANSACTION. Shareholders may obtain, free of charge, copies of the definitive proxy statement and any other
documents filed by Celsus with the SEC in connection with the proposed transaction at the SEC's website (http://www.sec.gov), at Celsus's website or by
writing to Dov Elefant, CFO, Celsus Therapeutics Plc. at 24 West 40th Street, 8th Floor, New York, NY 10018.
 
Cautionary Note Regarding Forward-Looking Statements
 
The investor presentation attached hereto as Exhibit 99.1 contains certain statements that may be deemed to be “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. In some cases, these forward-looking
statements can be identified by the use of forward-looking terminology, including the terms “anticipates,” “believes,” “estimates,” “expects,” “intends,”
“may,” “plans,” “projects,” “seeks,” “should,” “will,” and variations of such words or similar expressions. We intend these forward-looking statements to be
covered by the safe harbor provisions for forward-looking statements contained in Section 27A of the Securities Act and Section 21E of the Securities
Exchange Act and are making this statement for purposes of complying with those safe harbor provisions. These forward-looking statements reflect our
current views about our plans, intentions, expectations, strategies and prospects, which are based on the information currently available to us and on
assumptions we have made. Although we believe that our plans, intentions, expectations, strategies and prospects as reflected in or suggested by those
forward-looking statements are reasonable, we can give no assurance that the plans, intentions, expectations or strategies will be attained or achieved.
Furthermore, actual results may differ materially from those described in the forward-looking statements and will be affected by a variety of risks and factors
that are beyond our control.
 
Risks and uncertainties for Celsus and Volution and of the combined company include, but are not limited to: inability to complete the proposed business
combination transaction; liquidity and trading market for ADSs prior to and following the consummation of the proposed transaction and any proposed
financing; costs and potential litigation associated with the proposed transaction; failure or delay in obtaining required approvals by the SEC or any other
governmental or quasi-governmental entity necessary to consummate the proposed transaction, including our ability to file an effective proxy statement in
connection with the proposed transaction, which may also result in unexpected additional transaction expenses and operating cash expenditures on the
parties; an inability or delay in obtaining required regulatory approvals for product candidates, which may result in unexpected cost expenditures; risks
inherent in drug development in general; uncertainties in obtaining successful clinical results for product candidates and unexpected costs that may result
therefrom; failure to realize any value of certain product candidates developed and being developed in light of inherent risks and difficulties involved in
successfully bringing product candidates to market; inability to develop new product candidates and support existing products; the approval by the FDA and
EMA and any other similar foreign regulatory authorities of other competing or superior products brought to market; risks resulting from unforeseen side
effects; risk that the market for the combined company's products may not be as large as expected; inability to obtain, maintain and enforce patents and other
intellectual property rights or the unexpected costs associated with such enforcement or litigation; inability to obtain and maintain commercial
manufacturing arrangements with third party manufacturers or establish commercial scale manufacturing capabilities; unexpected cost increases and pricing
pressures; failure to obtain the necessary shareholder approvals or to satisfy other conditions to the closing of the proposed transaction; uncertainties of cash
flows and inability to meet working capital needs; cost reductions that may not result in anticipated level of cost savings or cost reductions prior to or after
the consummation of the proposed transaction; and risks associated with the possible failure to realize certain benefits of the proposed transaction, including
future financial, tax, accounting treatment, and operating results. Many of these factors that will determine actual results are beyond Celsus's, Volution's, or
the combined company's ability to control or predict.
 
By their nature, forward-looking statements involve risks and uncertainties because they relate to events, competitive dynamics, and healthcare, regulatory
and scientific developments and depend on the economic circumstances that may or may not occur in the future or may occur on longer or shorter timelines
than anticipated. Although we believe that we have a reasonable basis for each forward-looking statement contained in the presentation, we caution you that
forward-looking statements are not guarantees of future performance and that our actual results of operations, financial condition and liquidity, and the
development of the industry in which we operate may differ materially from the forward-looking statements contained in the presentation as a result of,
among other factors, the factors referenced in the “Risk Factors” section of our Annual Report on Form 10-K for the year ended December 31, 2014 and our
Quarterly Report on Form 10-Q filed with the Securities and Exchange Commission. In addition, even if our results of operations, financial condition and
liquidity, and the development of the industry in which we operate are consistent with the forward-looking statements contained in the presentation, they
may not be predictive of results or developments in future periods. Any forward-looking statements that we make in the presentation speak only as of the date
of such statement, and we undertake no obligation to update such statements to reflect events or circumstances after the date of the presentation, except as
required by law.
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99.1 Investor Presentation
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Exhibit 99.1

 

C elsu s T h erap eu tics P lc (to  b e ren am ed  A k ari T h erap eu tics P lc) C elsu s T h erap eu tics (C L T X ) an d  V o lu tio n  Im m u n o  P h arm aceu ticals S A  Ju ly  2 0 1 5

 



 

C au tio n ary  N o te R eg ard in g  F o rw ard  - L o o k in g  S tatem en ts C ertain  statem en ts in  th is p resen tatio n  reg ard in g  th e p ro p o sed  b u sin ess co m b in atio n  tran sactio n  w ith  V o lu tio n  Im m u n o  P h arm aceu ticals S A  co n stitu te "fo rw ard  - lo o k in g  statem en ts" w ith in  th e m ean in g  o f S ectio n  2 7 A  o f th e S ecu rities A ct an d  S ectio n  2 1 E  o f th e S ecu rities E x ch an g e A ct an d  are u s u al ly  id en tified  b y  th e u se o f w o rd s su ch  as "an ticip ates," "b eliev es," "estim ates," "ex p ects," "in ten d s," "m ay ," "p lan s," "p ro jects," "seek s," "sh o u ld ," "w ill," an d  v ari ati o n s o f su ch  w o rd s o r sim ilar ex p ressio n s. We in ten d  th ese fo rw ard  - lo o k in g  statem en ts to  b e co v ered  b y  th e safe h arb o r p ro v isio n s fo r fo rw ard  - lo o k in g  statem en ts co n tain ed  in  S ectio n  2 7 A  o f th e S ecu rities A ct an d  S ectio n  2 1 E  o f th e S ecu rities E x ch an g e A ct an d  are m ak in g  th is statem en t fo r p u rp o ses o f co m p ly in g  w ith  th o se safe h arb o r p ro v isio n s. T h ese fo r w ard  - lo o k in g  statem en ts reflect o u r cu rren t v iew s ab o u t o u r p lan s, in ten tio n s, ex p ectatio n s, strateg ies an d  p ro sp ects, w h ich  are b ased  o n  th e in fo rm atio n  cu rren tly  av ail ab l e to  u s an d  o n  assu m p tio n s w e h av e m ad e. A lth o u g h  w e b eliev e th at o u r p lan s, in ten tio n s, ex p ectatio n s, strateg ies an d  p ro sp ects as reflected  in  o r su g g ested  b y  th o se fo r w ard  - lo o k in g  statem en ts are reaso n ab le, w e can  g iv e n o  assu ran ce th at th e p lan s, in ten tio n s, ex p ectatio n s o r strateg ies w ill b e attain ed  o r ach iev ed . F u rth erm o re, actu al re su l ts m ay  d iffer m aterially  fro m  th o se d escrib ed  in  th e fo rw ard  - lo o k in g  statem en ts an d  w ill b e affected  b y  a v ariety  o f risk s an d  facto rs th at are b ey o n d  o u r co n tro l. R isk s an d  u n certain ties fo r C elsu s an d  V o lu tio n  an d  o f th e co m b in ed  co m p an y  in clu d e, b u t are n o t lim ited  to : in ab ility  to  co m  p le te th e p ro p o sed  b u sin ess co m b in atio n  tran sactio n ; liq u id ity  an d  trad in g  m ark et fo r A D S s p rio r to  an d  fo llo w in g  th e co n su m m atio n  o f th e p ro p o sed  tran sactio n  an d  an  y  p  ro p o sed  fin an cin g ; co sts an d  p o ten tial litig atio n  asso ciated  w ith  th e p ro p o sed  tran sactio n ; failu re o r d elay  in  o b tain in g  req u ired  ap p ro v als b y  th e S E C  o r an y  o th er g o  v ern m en tal o r q u asi - g o v ern m en tal en tity  n ecessary  to  co n su m m ate th e p ro p o sed  tran sactio n , in clu d in g  o u r ab ility  to  file an  effectiv e p ro x y  statem en t in  co n n ectio n  w i th  th e p ro p o sed  tran sactio n , w h ich  m ay  also  resu lt in  u n ex p ected  ad d itio n al tran sactio n  ex p en ses an d  o p eratin g  cash  ex p en d itu res o n  th e p arties; an  in ab ility  o r d elay  in  o b tain  in g  req u ired  reg u lato ry  ap p ro v als fo r p ro d u ct can d id ates, w h ich  m ay  resu lt in  u n ex p ected  co st ex p en d itu res; risk s in h eren t in  d ru g  d ev elo p m en t in  g en eral;

u n certain ties in  o b  tain in g  su ccessfu l clin ical resu lts fo r p ro d u ct can d id ates an d  u n ex p ected  co sts th at m ay  resu lt th erefro m ; failu re to  realize an y  v alu e o f certain  p ro d u ct can d id ates d ev elo p  ed  an d  b ein g  d ev elo p ed  in  lig h t o f in h eren t risk s an d  d ifficu lties in v o lv ed  in  su ccessfu lly  b rin g in g  p ro d u ct can d id ates to  m ark et; in ab ility  to  d ev elo p  n ew  p ro d u ct can d id ates an d  su p p o rt ex istin g  p ro d u cts; th e ap p ro v al b y  th e F D A  an d  E MA  an d  an y  o th er sim ilar fo reig n  reg u lato ry  au th o rities o f o th er co m p etin g  o r su p erio r p ro d u cts b ro u g h t to  m ark et; r isk  s resu ltin g  fro m  u n fo reseen  sid e effects; risk  th at th e m ark et fo r th e co m b in ed  co m p an y 's p ro d u cts m ay  n o t b e as larg e as ex p ected ; in ab ility  to  o b tain , m ain tain  an d  en fo rc e p  aten ts an d  o th er in tellectu al p ro p erty  rig h ts o r th e u n ex p ected  co sts asso ciated  w ith  su ch  en fo rcem en t o r litig atio n ; in ab ility  to  o b tain  an d  m ain tain  co m m ercial m an u factu rin  g  a rran g em en ts w ith  th ird  p arty  m an u factu rers o r estab lish  co m m ercial scale m an u factu rin g  cap ab ilities; u n ex p ected  co st in creases an d  p ricin g  p ressu res; failu re to  o b tain  th e n e cessary  sh areh o ld er ap p ro v als o r to  satisfy  o th er co n d itio n s to  th e clo sin g  o f th e p ro p o sed  tran sactio n ; u n certain ties o f cash  flo w s an d  in ab ility  to  m eet w o rk in g  cap ital n eed  s; co st red u ctio n s th at m ay  n o t resu lt in  an ticip ated  lev el o f co st sav in g s o r co st red u ctio n s p rio r to  o r after th e co n su m m atio n  o f th e p ro p o sed  tran sactio n ; an d  risk s asso ciated  w ith  th e p o ssib le failu re to  realize certain  b en efits o f th e p ro p o sed  tran sactio n , in clu d in g  fu tu re fin an cial, tax , acco u n tin g  treatm en t, an d  o p eratin g  resu lts. Man y  o f th ese facto rs th  at w ill d eterm in e actu al resu lts are b ey o n d  C elsu s's, V o lu tio n 's, o r th e co m b in ed  co m p an y 's ab ility  to  co n tro l o r p red ict. O th er risk s an d  u n certain ties are m o re fu lly  d es crib ed  in  p erio d ic filin g s w ith  th e S ecu rities an d  E x ch an g e C o m m issio n  (th e "S E C "), in clu d in g  th e facto rs d escrib ed  in  th e sectio n  en titled  "R isk  F acto rs" in  o u r Q u arterly  R ep o  rt o n  F o rm  1 0  - Q  fo r th e q u arter en d ed  March  3 1 , 2 0 1 5  filed  w ith  th e S E C , an d  in  o th er filin g s th at C elsu s m ak es an d  w ill m ak e w ith  th e S E C  in  co n n ectio n  w ith  th e p ro p o sed  tr an s actio n s, in clu d in g  th e p ro x y  statem en t d escrib ed  b elo w  u n d er "Im p o rtan t In fo rm atio n  an d  Wh ere to  F in d  It." E x istin g  an d  p ro sp ectiv e in v esto rs are cau tio n ed  n o t to  p lace u n d u e re lian ce o n  th ese fo rw ard  - lo o k in g  statem en ts, w h ich  sp eak  o n ly  as o f th e d ate h ereo f. T h e statem en ts m ad e in  th is p resen tatio n  sp eak  o n ly  as o f th e d ate stated  h erein , an d  su  b seq u en t ev en ts an d  d ev elo p m en ts m ay  cau se o u r ex p ectatio n s an d  b eliefs to  ch an g e. U n less o th erw ise req u ired  b y

ap p licab le secu rities law s, w e d o  n o t in ten d , n o r d o  w e u n d  ertak e an y  o b lig atio n , to  u p d ate o r rev ise an y  fo rw ard  - lo o k in g  statem en ts co n tain ed  in  th is n ew s release to  reflect su b seq u en t in fo rm atio n , ev en ts, resu lts o r circu m stan ces o r o th erw ise. Wh ile w e m ay  elect to  u p d ate th ese fo rw ard  - lo o k in g  statem en ts p u b licly  at so m e p o in t in  th e fu tu re, w e sp ecifically  d isclaim  an y  o b lig atio n  to  d o  so , w h eth er as a resu lt o f n ew  in fo rm atio n , fu tu re ev en ts o r o th erw ise, ex cep t as req u ired  b y  law . Im p o rtan t In fo rm atio n  an d  Wh ere to  F in d  It T h is co m m u n icatio n  d o es n o t co n stitu te an  o ffer to  sell o r th e so licitatio n  o f an  o ffer to  b u y  an y  secu rities o r a so licitati o n  o f an y  v o te o r ap p ro v al. In  co n n ectio n  w ith  th e p ro p o sed  tran sactio n  b etw een  C elsu s an d  V o lu tio n , C elsu s w ill file relev an t m aterials w ith  th e S ecu rities an d  E x ch an g e C o m m is sio  n  (th e “S E C ”), in clu d in g  a d efin itiv e p ro x y  statem en t w h ich  w ill b e d istrib u ted  to  C elsu s sh areh o ld ers. IN V E S T O R S  A N D  S E C U R IT Y  H O L D E R S  O F  C E L S U S  A R E  U R G E D  T O  R E A D  T H E  P R  O X Y  S T A T E ME N T  A N D  O T H E R  D O C U ME N T S  T H A T  WIL L  B E  F IL E D  WIT H  T H E  S E C  C A R E F U L L Y  A N D  IN  T H E IR  E N T IR E T Y  WH E N  T H E Y  B E C O ME  A V A IL A B L E  B E C A U S E  T H E Y  WIL L  C O N T A I N  I MP O R T A N T  IN F O R MA T IO N . S h areh o ld ers m ay  o b tain , free o f ch arg e, co p ies o f th e d efin itiv e p ro x y  statem en t an d  an y  o th er d o cu m en ts filed  b y  C elsu s w ith  th e S E C  in  co n n ectio n  w ith  th e p ro p o sed  tran sactio n  at th e S E C 's w eb site (h ttp ://w w w .sec.g o v ), at C elsu s's w eb site o r b y  w ritin g  to  D o v  E lefan t, C F O , C elsu s T h  erap eu tics P lc. at 2 4  West 4 0 th  S treet, 8 th  F lo o r, N ew  Y o rk , N Y  1 0 0 1 8 . A d d itio n al in fo rm atio n  reg ard in g  th e p articip an ts in  th e p ro x y  so licitatio n s an d  a d escrip tio n  o f th eir d ir ect an d  in d irect in terests, b y  secu rity  h o ld in g s o r o th erw ise, w ill b e co n tain ed  in  th e p ro x y  statem en t an d  o th er relev an t m aterials to  b e filed  w ith  th e S E C  w h en  th ey  b eco m e av  ail ab le . C o p y rig h t 2 0 1 5  C o  n fid en tial 1

 



 

C o m b in ed  C o m p an y  H ig h lig h ts • In  lin e to  b eco m e 2 n d  ap p ro v ed  an d  b est - in  - class co m p lem en t C 5  in h ib ito r • P o w erfu l in h ib ito r –  1 0 0 %  co m p lem en t in h ib itio n  in  P h ase I trial • E v id en ce o f efficacy  eq u iv alen t to  ecu lizu m ab  in  P N H  b lo o d  m o d el • E v id en ce o f fu ll co m p lem en t in h ib itio n  in  p atien ts resistan t to  ecu lizu m ab  • O n ce d aily  su b cu tan eo u s (S Q ) in jectio n  p ro v id es sig n ifican t p atien t b en efit • A p p ro v ed  C 5  in h ib ito r in d icatio n s: P aro x y sm al N o ctu rn al H em o g lo b in u ria (P N H ) an d  aty p ical H em o ly tic - U rem ic S y n d ro m e (aH U S ) • $ 2 .2  b illio n  in  g lo b al 2 0 1 4  rev en u e, w ith  rap id  co n tin u in g  g ro w th  ex p ected  • E x p an d in g  ran g e o f ad d itio n al C 5  - In h ib ito r - related  targ et in d icatio n s • In itiate P h ase II P N H  trial in  4 Q 1 5 ; fu ll d ata ex p ected  late 2 0 1 6  • C  o m p assio n ate treatm en t fo r ecu lizu m ab  - resistan t p atien ts startin g  late 2 0 1 5  • In itiate P h ase II trials in  G u illain  - B arré sy n d ro m e (G B S ) an d  aH U S  in  2 0 1 6  • S  h o rt d u ratio n  clin ical trials an d  p o ten tial rap id  reg u lato ry  ap p ro v als C o v ersin  L arg e, P ro v en  Mark et U p co m in g  Milesto n es 2  C o p y rig h t 2 0 1 5

 



 

E x ecu tiv e C h airm an  (V o lu tio n ) • L ead  in v esto r; serial en trep ren eu r; fo u n d er T D L , p art o f S o n ic (S H L ) C h ief E x ecu tiv e O fficer (C elsu s) • C elsu s; V en ro ck ; P ip er Jaffray ; In tern ist C h ief O p eratin g  O fficer (V o lu tio n ) • L E K  C o n su ltin g ; H ead  o f R esearch , In v estec; C lin isy s L td . Med ical D irecto r (V o lu tio n ) • E u ro p ean  Med ical D irecto r, B MS ; 2 5  y ears d ev elo p m en t ex p . C h ief S cien tific O fficer (V o lu tio n ) • C o v ersin  in v en to r; ex p ert o n  p arasite:h o st in teractio n s C h ief F in an cial O fficer (C elsu s) • L ev  P h arm aceu ticals; E p iC ep t; S y n v ista; T etrag en ix  S V P , C o rp o rate D ev elo p m en t (V o lu tio n ) • A p recia P h arm aceu ticals; McK in sey  C o n su ltin g ; S an d o z G m b H  P ro v en  Man ag em en t T eam  3  R ay  P ru d o  MD  G u r R o sh w alb  MD , MB A  C liv e R ich ard so n  D o v  E lefan t Mich ael K in g  MB A  Wy n n e Westo n  - D av ies, MD  Miles N u n n  P h D  C o p y rig h t 2 0 1 5

 



 

P N H  E cu lizu m ab  R esistan ce G B S  aH U S  P h ase II P h ase III T h ree P h ase II T rials In itiatin g  With in  1 8  Mo n th s 4  2 0 1 7  2 0 1 8  2 0 1 5  2 0 1 6  P h ase II P h ase III C o m p assio n ate u se P h ase II P h ase III P h  Ib  C o p y rig h t 2 0 1 5

 



 

C o v ersin  In h ib its C 5  –  P ro v en  C o m p lem en t T arg et C 3  C 3 b  C lassical Man n o se b in d in g  lectin  A ltern ativ e A ctiv atio n  p ath w ay s C 3  co n v ertase O p so n isatio n  A m p lificatio n  lo o p  L iv er, Macro p h ag es, etc. C 5  co n v ertase C 3 a C 5 b  C 6  C 7  C 9  C 8  C 5  In flam m atio n  au to im m u n ity  C 3 b  A n ap h y lato x in s L y sis an d  cell d eath  C 5 a C 5 a an d  MA C  act jo in tly  o n  g ran u lo cy tes an d  m an y  o th er im m u n e an d  tissu e cell ty p es - p o ten tially  cau sin g  in flam m atio n  an d  d am ag e C o m p lem en t sy stem  tig h tly  reg u lated  to  p rev en t d am ag e to  self; if n o rm al reg u latio n  fails o r au to an tib o d ies o ccu r, sig n ifican t tissu e d am ag e m ay  resu lt MA C  B o th  C o v ersin  an d  ecu lizu m ab  act o n  C 5  to  p rev en t fo rm atio n  o f C 5 a an d  th e MA C  5  L T B 4  (C o v ersin ’s seco n d ary  b in d in g  site) C o p y rig h t 2 0 1 5

 



 

E x p an d in g  O p p o rtu n ities In  C o m p lem en t - R elated  T h erap eu tics R ick lin  D  an d  L am b ris JD . N atu re B io tech n o lo g y  2 5 , 1 2 6 5  - 1 2 7 5  (2 0 0 7 ) 6  A p p ro v ed  o r late - stag e C 5  - In h  in d icatio n s C o p y rig h t 2 0 1 5

 



 

C o v ersin : B est - in  - C lass C 5  In h ib ito r • C o v ersin  : 1 0 0 %  in h ib itio n  in  1 2  h o u rs in  P h ase I trial ─  O th er d ev elo p m en t - stag e sy stem ic C 5  in h ib ito r p ro d u cts ap p ear to  in h ib it n o  m o re th an  ~ 9 0 %  • C o v ersin  an d  ecu lizu m ab  b in d  to  d ifferen t reg io n s o f C 5  α  d o m ain  o f C 5  ─  E cu lizu m ab  in h ib its C 5  ly tic activ ity  b y  n o  m o re th an  8 0 %  in  resistan t p atien ts in  o u r stu d ies ─  C o v ersin  in h ib its all m am m alian  sp ecies tested  ─  E cu lizu m ab  o n ly  in h ib its h u m an  C 5  • S u b cu tan eo u s, o n ce - d aily  ad m in istratio n  ─  C an  also  b e g iv en  to p ically  o r b y  in h alatio n  C o v ersin ’s clin ical an d  in  - v itro  d ata in d icates efficacy  fo r b o th  P N H  an d  ecu lizu m ab  - resistan t su b g ro u p s 7  C 3 4 5 C  C 5 a C 3 b  B b  E cu lizu m ab  ep ito p e P o sitio n  o f C o v ersin  b in d in g  B in d in g  S ites C o p y rig h t 2 0 1 5

 



 

C o v ersin  - N atu re’s C o m p lem en t In h ib ito r • C o v ersin , a reco m b in an t co m p act p ro tein , w as su ccessfu lly  sy n th esized  an d  is n o w  p ro d u ced  in  E . co li b y  lead in g  C MO  • Man u factu rin g  o p tim izatio n  an d  scale - u p  o n g o in g  • N atu ral C o v ersin  m o lecu le w o rk s b y  d am p in g  d o w n  h o st im m u n e resp o n ses, en ab lin g  tick  to  rep eated ly  feed  w ith o u t d am ag e fro m  in flam m ato ry  su b stan ces • C o v ersin  d eriv ed  fro m  saliv a o f O rn ith o d o ro s m o u b ata tick  • T ick s h av e ev o lv ed  to  feed  o n  th e sam e h o sts (3 0 0  m illio n  y ears o f p ro d u ct d ev elo p m en t) 8  C o p y rig h t 2 0 1 5

 



 

S in g le D  o se P h ase Ia C lin ical T rial D em o n strated  1 0 0 %  In h ib itio n  an d  S Q  D eliv ery  P laceb o  n = 2  A ctiv e n = 4  • F u ll co m p lem en t ab latio n  w ith in  1 2  h o u rs at 0 .5 7  m g /k g  • In h ib itio n  m ain tain ed  fo r 2 4  h o u rs after sin g le d o se • G o o d  safety  p ro file: n o  S A E s o r in jectio n  site reactio n s 9  C h an g e fro m  B aselin e (In d iv id u al) C H 5 0  %  activ ity  • 2 4  n o rm al v o lu n teer su b jects (1 6  activ e, 8  p laceb o ) • O n ly  h ig h est d o sin g  co h o rt (n = 6 ) h ad  C H 5 0  testin g  d o n e th ro u g h  fu ll 9 6  h o u r p erio d  • S in g le su b cu tan eo u s d o se at tim e 0  C o p y rig h t 2 0 1 5

 



 

C o v ersin  F u lly  E ffectiv e in  B lo o d  o f P N H  P atien ts • C o v ersin  an d  ecu lizu m ab  h av e sim ilar effects o n  ly sis o f P N H  ty p e III C D 5 9  n eg ativ e red  b lo o d  cells • D o ses ab o v e 1 0 µ g /m l C o v ersin  an d  5 0 µ g /m l ecu lizu m ab  d o  n o t fu rth er in h ib it ly sis o f C D 5 9  n eg ativ e red  b lo o d  cells A cid ified  seru m  +  Mg C l (ly sis) A cid ified  seru m  +  Mg C l +  5 0 µ g /m l ecu lizu m ab  A cid ified  seru m  +  Mg C l +  1 0 µ g /m l C o v ersin  C o v ersin  in h ib its P N H  red  b lo o d  cell ly sis as effectiv ely  as ecu lizu m ab  at a m o lar eq u iv alen t d o se 1 0  P N H  cells P N H  cells d estro y ed  P N H  cell p ro tected  b y  ecu lizu m ab  P N H  cells p ro tected  b y  C o v ersin  H eat in activ ated  acid ified  seru m  +  Mg C l (n o  C 5 , n o  ly sis) C o p y rig h t 2 0 1 5

 



 

C o v ersin  C o m p letely  A b lated  C o m p lem en t A ctiv ity  in  P atien t U n resp o n siv e to  E  cu lizu m ab  S eru m  fro m  E u ro p ean  p atien t w ith  p .A rg 8 8 5 H is p o ly m o rp h ism  in  C 5  th at co n fers resistan ce to  ecu lizu m ab  R esistan t seru m  n o t fu lly  in h ib ited  b y  ecu lizu m ab  R esistan t seru m  an d  n o rm al h u m an  seru m  b o th  fu lly  in h ib ited  b y  C o v ersin  (d ash ed  lin es). N C  (so lid  red  lin e) fu lly  in h ib ited  b y  ecu lizu m ab  S eru m  w ith  ecu lizu m ab  (E cu ) S  eru m  w ith  C o v ersin  (C o v ) R esistan t seru m  (B J) N o rm al co n tro l seru m  (N C ) 1 1  C o v ersin  in h ib its co m p lem en t fu lly  an d  eq u ally  w ell in  n o rm al co n tro l A N D  ecu lizu m ab  - resistan t seru m  C o p y rig h t 2 0 1 5

 



 

C o v ersin  D ev elo p m en t S trateg y  1 2  • P N H  an d  aH U S  reg u lato ry  ap p ro v als • R ap id  an d  fu ll ab latio n  • L o n g  term  p atien t safety  d ata • S Q  self ad m in istratio n  (v s. cu rren t IV ) • P atien ts resistan t to  fu ll ecu lizu m ab  b in d in g  • N ew  in d icatio n s lev erag e C o v ersin ’s sm all p h y sical size T ak e A d v an tag e o f E  cu lizu m ab ’s P ro v en  S u ccess L ev erag e C o v ersin ’s D ifferen tiatio n  C o p y rig h t 2 0 1 5

 



 

P N H  P h ase II D ata B y  Y E  2 0 1 6  • A scen d in g  d o se trial • 6 0  m g  lo ad in g  d o se –  th en  d aily  fix ed  d o ses fo r 5  d ay s • C o n tin u atio n  u n d er sin g le C T A  d irect in to  P h ase II • O  p en  lab el trial • P rim ary  efficacy  en d p o in t: L D H  at 2 8  d ay s • S eco n d ary  efficacy  en d p o in ts: H g b  , tran sfu sio n s, h em o g lo b in u ria an d  Q O L  • P ro jected  first p atien t d o sin g  b y  Y E  2 0 1 5  • R an d o m ised  co m p arativ e trial w ith  ecu lizu m ab  • O p en  lab el d esig n ; 1 :1  ran d o m isatio n ; p atien ts treated  fo r six  m o n th s an d  th en  en ter lo n g  - term  ex ten sio n  stu d y  • T w o  g ro u p s: treatm en t n aïv e an d  sw itch in g  fro m  ecu lizu m ab  1 3  2 0 1 5  P h ase 1 b  2 0 1 6  P h ase II 2 0 1 7  P h ase III C o p y rig h t 2 0 1 5

 



 

C o v ersin  C o m p assio n ate U se P ro g ram  in  E  cu lizu m ab  - R esistan t P atien ts • E cu lizu m ab  resistan ce recen tly  id en tified  –  F irst id en tified  m u tatio n * : 3 .5 %  o f Jap an ese p o p u latio n  –  O n g o in g  effo rts to  d eterm in e p rev alen ce o f th is &  o th er m u tatio n s • P reclin ical in  - v itro  v alid atio n  activ ities –  Id en tified  an d  su ccessfu lly  tested  n o n  - Jap an ese cases • C lin ical treatm en t –  D em an d  fro m  clin ician s to  treat p atien ts o n  co m p assio n ate u se –  T reatm en t to  b eg in  o n  E U  p atien ts in  2 0 1 5  –  R eim b u rsem en t p o ssib le in  m an y  m ajo r m ark ets 1 4  *  N ish im u ra et al . , N ew  E n g lan d  Jo u rn al o f Med icin e 2 0 1 4  ; 3 7 0  : 6 3 2  - 9  C o p y rig h t 2 0 1 5

 



 

C o v ersin  T arg etin g  F irst G B S  A p p ro v al • G u illain  B arré sy n d ro m e ( G B S ): acu te im m u n e - m ed iated  p o ly n eu ro p ath y  lead in g  to  d estru ctio n  o f m y elin  sh eath  −  S tan d ard  o f care is treatm en t w ith  IV IG  o r P E  ─  S h o rt term : 2 0  –  3 0 %  req u ire m e ch an ical v en tilatio n  ─  L o n g  term : 2  –  1 2 %  d ie; 1 0  –  3 5  %  h av e p erm an en t im p airm en t • C o v ersin  d em o n strated  ro b u st p reclin ical efficacy  • O v er 6 ,0 0 0  p atien ts treated  in  U S  p er y ear • A ttractiv e clin ical trial d u ratio n : 2 8  d ay s +  6  m o n th  fo llo w  u p  ─  P rim ary  en d p o in t: 1  p o in t im p ro v em en t in  G B S  D isab ility  R atin g  S cale relativ e to  C o v ersin  v s. p laceb o  ad d ed  to  stan d ard  o f care ─  1  p o in t =  d ifferen ce b etw een  w h eelch air - b o u n d  o r am b u lato ry  1 5  C o p y rig h t 2 0 1 5

 



 

C o v ersin  T arg etin g  A p p ro v al fo r aH U S  • C o m p lem en t - m ed iated  h em o ly tic u rem ic sy n d ro m e (aH U S  ): ch ro n ic an d  life - th reaten in g  g en etic d isease ch aracterized  b y  m icro an g io  - p ath ic h em o ly tic an em ia, th ro m b o cy to p en ia, an d  k id n ey  in ju ry  • E stim ated  1 0 ,0 0 0  p atien ts acro ss N o rth  A m erica an d  E u ro p e • E cu lizu m ab  receiv ed  accelerated  F D A  ap p ro v al in  2 0 1 1  –  D ata fro m  p ro sp ectiv e an d  retro sp ectiv e trials in  6 7  p atien ts • C o v ersin  o p en  lab el P h ase II aH U S  clin ical trial p lan n ed  fo r 2 H  2 0 1 6  –  E n d p o in ts in clu d e n o rm alizatio n  o f h em ato lo g ic p aram eters, k id n ey  fu n ctio n  an d  d isco n tin u atio n  o f p lasm a th erap y  –  A p p ro x im ately  1 0  p atien ts 1 6  C o p y rig h t 2 0 1 5

 



 

IP  S u m m ary  • 2  U S  an d  1 8  fo reig n  issu ed  p aten ts, ex p irin g  2 0 2 4  - 2 0 3 1 *  • C u rren t p aten t p o rtfo lio  co v ers U S , m ajo r E u ro p ean  co u n tries, Jap an , A u stralia, B razil, C an ad a, C h in a , an d  N ew  Z ealan d  • O n g o in g  activ ities to  fu rth er ex ten d  IP  b arriers to  m ark et en try  in  sp ecific in d icatio n s • C o v ersin  w ill h av e o rp h an  d ru g  an d  B L A  m ark et ex clu siv ity  b arriers in  b o th  U S  an d  E U  fo r each  ap p ro v ed  in d icatio n  1 7  *  E x clu d in g  p aten t term  ex ten sio n s C o p y rig h t 2 0 1 5

 



 

1 H  2 0 1 7  2 H  2 0 1 6  1 H  2 0 1 6  N ear - T erm  Milesto n es 2 H  2 0 1 5  1 8  • P h ase Ib  trial • In itiate P N H  P h ase II trial • In itiate treatm en t o f ecu lizu m ab  - resistan t p atien ts • L o n g  - term  to x icity  stu d ies • C MC  o p tim izatio n  • In itial d ata fro m  co m p assio n ate u se p ro g ram  • U S  IN D  - in clu d in g  O rp h an  an d  F ast T rack  statu s • In itiate G B S  P h ase II trial • C MC  scale - u p  • D ata fro m  P N H  P h ase II trial • In itiate aH U S  P h ase II trial • S eco n d  C MO  • In itiate P N H  P h ase III trial • D ata fro m  G B S  P h ase II trial C o p y rig h t 2 0 1 5

 



 

C o v ersin  - B est - In  - C lass C 5  In h ib ito r • C o v ersin  - N atu re’s C  o m p lem en t C 5  In h ib ito r –  In  lin e to  b eco m e 2 n d  ap p ro v ed  an d  b est - in  - class co m p lem en t C 5  in h ib ito r –  P o w erfu l in h ib ito r –  1 0 0 %  co m p lem en t in h ib itio n  in  P h ase I trial –  E v id en ce o f efficacy  eq u iv alen t to  ecu lizu m ab  in  P N H  b lo o d  m o d el –  E v id en ce o f fu ll co m p lem en t in h ib itio n  in  p atien ts resistan t to  ecu lizu m ab  –  O n ce d aily  su b cu tan eo u s (S Q ) in jectio n  p ro v id es sig n ifican t p atien t b en efit • Mu ltip le n ear - term  clin ical read o u ts w ith in  1 8  m o n th s –  In itiate P h ase II P N H  trial in  4 Q 1 5 ; fu ll d ata ex p ected  late 2 0 1 6  –  C o m p assio n ate treatm en t fo r ecu lizu m ab  - resistan t p atien ts startin g  late 2 0 1 5  –  In itiate P h ase II trials in  G u illain  - B arré sy n d ro m e (G B S ) an d  aH U S  in  2 0 1 6  –  S h o rt d u ratio n  clin ical trials an d  rap id  reg u lato ry  ap p ro v als 1 9  C o p y rig h t 2 0 1 5

 



 

C elsu s T h erap eu tics P lc (to  b e ren am ed  A k ari T h erap eu tics P lc) C elsu s T h erap eu tics (C L T X ) an d  V o lu tio n  Im m u n o  P h arm aceu ticals S A  Ju ly  2 0 1 5
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