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Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the
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¨ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
 

¨ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
 

¨ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
 

¨ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
   



Item 7.01. Regulation FD Disclosure

From time to time, we intend to conduct meetings with third parties in which our current corporate slide presentation is presented. A copy of this slide
presentation, dated January 7, 2016, is attached as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated herein by reference.

The information responsive to Item 7.01 of this Form 8-K and Exhibit 99.1 hereto shall not be deemed “filed” for purposes of Section 18 of the
Securities Exchange Act of 1934 (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 or the Exchange Act, except as expressly set forth by specific reference in such a filing.

Item 8.01. Other Events

On January 7, 2016, we issued a press release providing an update on the conduct of our ARMOR3-SV clinical trial and the planned expansion of our
galeterone clinical development program. A copy of this press release is filed as Exhibit 99.2 to this Current Report on Form 8-K and is incorporated herein
by reference.

Item 9.01. Financial Statements and Exhibits
 

 (d) The following exhibits are included in this report:
 
Exhibit

No.   Description

99.1   Presentation dated January 7, 2016

99.2   Press release dated January 7, 2016



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.
 

  TOKAI PHARMACEUTICALS, INC.

Date: January 7, 2016   By: /s/ Gerald E. Quirk
   Gerald E. Quirk
   Executive Vice President, Business Operations and General Counsel
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A n y  statem en ts co n tain ed  in  th is p resen tatio n  ab o u t o u r fu tu re ex p ectatio n s, p lan s an d  p ro sp ects, in clu d in g  statem en ts ab o u t o u r strateg y , fu tu re o p eratio n s, in tellectu al p ro p erty , cash  reso u rces, fin an cial p o sitio n  an d  p ro jected  co sts, an d  o th er statem en ts co n tain in g  th e w o rd s “b eliev es,” “an ticip ates,” “p lan s,” “ex p ects,” an d  sim ilar ex p ressio n s, 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 T h e P riv ate S ecu rities L itig atio n  R efo rm  A ct o f 1 9 9 5 . A ctu al resu lts m ay  d iffer m aterially  fro m  th o se in d icated  b y  su ch  fo rw ard -lo o k in g  statem en ts as a resu lt o f v ario u s im p o rtan t facto rs, in clu d in g : w h eth er o u r cash  reso u rces w ill b e su fficien t to  fu n d  o u r co n tin u in g  o p eratio n s fo r th e p erio d  an ticip ated ; w h eth er n ecessary  reg u lato ry  an d  eth ics ap p ro v als to  co m m en ce ad d itio n al clin ical trials fo r g aletero n e can  b e o b tain ed ; w h eth er d ata fro m  early  clin ical trials an d  p reclin ical stu d ies w ill b e in d icativ e o f th e d ata th at w ill b e o b tain ed  fro m  fu tu re clin ical trials; w h eth er g aletero n e w ill ad v an ce th ro u g h  th e clin ical trial p ro cess o n  th e an ticip ated  tim elin e an d  w arran t su b m issio n  fo r reg u lato ry  ap p ro v al; w h eth er su ch  a su b m issio n  w o u ld  receiv e ap p ro v al fro m  th e U .S . F o o d  an d  D ru g  A d m in istratio n  o r eq u iv alen t fo reig n  reg u lato ry  ag en cies o n  a tim ely  b asis o r at all; w h eth er a co m p an io n  d iag n o stic fo r g aletero n e can  b e su ccessfu lly  d ev elo p ed  an d  co m m ercialized ; w h eth er, if g aletero n e o b tain s ap p ro v al, it w ill b e su ccessfu lly  d istrib u ted  an d  m ark eted ; an d  o th er facto rs d iscu ssed  in  th e “R isk  F acto rs” sectio n  o f 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  S ep tem b er 3 0 , 2 0 1 5 . T h e fo rw ard -lo o k in g  statem en ts in clu d ed  in  th is p resen tatio n  rep resen t th e v iew s o f o u r m an ag em en t as o f th e d ate o f th is p resen tatio n , an d  sh o u ld  n o t b e relied  u p o n  as rep resen tin g  o u r v iew s as o f an y  su b seq u en t d ate. S u b seq u en t ev en ts an d  d ev elo p m en ts m ay  cau se o u r v iew s to  ch an g e. 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 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 . F o rw ard  L o o k in g  S tatem en ts



T o k ai H ig h lig h ts F o cu sed  o n  D ev elo p in g  In n o v ativ e T h erap ies fo r P ro state C an cer an d  O th er H o rm o n ally -D riv en  D iseases G aletero n e in  A R -V 7 +  P ro state C an cer: U n m et N eed  L ead s to  L arg e Mark et O p p o rtu n ity  A d v an cin g  P ip elin e S tro n g  F u n d am en tals G aletero n e: first-in -class an d ro g en  recep to r d eg rad er C o m p ellin g  P h ase 2  clin ical d ata F irst p recisio n  m ed icin e-b ased  p iv o tal trial in  p ro state can cer targ etin g  b io m ark er o f resistan ce to  cu rren t b lo ck b u ster th erap ies P iv o tal P h ase 3  trial en ro llin g : en ro llm en t co m p letio n  ex p ected  b y  2 H 1 6 ; to p -lin e d ata ex p ected  b y  m id -2 0 1 7  F ast T rack  statu s an d  g lo b al co m m ercial rig h ts E x p an sio n  in  b ro ad er p ro state can cer p o p u latio n s P latfo rm  fo r seco n d -g en eratio n  A R  d eg rad in g  ag en ts O p p o rtu n ities in  o th er A R  d riv en  tu m o r ty p es E x p erien ced  m an ag em en t team  S tro n g  cash  p o sitio n



G aletero n e: H ig h ly  D ifferen tiated  w ith  F irst in  C lass MO A  F irst in  C lass A R  D eg rad er C Y P 1 7  In h ib ito r A R  A n tag o n ist G A L E T E R O N E  D ifferen tiated  S electiv e A ctiv e in  F u ll L en g th  A N D  A ctiv e in  C -T erm in al L o ss/ A R -V 7  S p lice V arian ts Im p ro v ed  p ro file: N o  S tero id s N o  F astin g  Im p ro v ed  p ro file: N o  S eizu res D ecreases A R  L ev els D ifferen tiated  MO A  In h ib its A n d ro g en  S y n th esis V alid ated  MO A  B lo ck s A n d ro g en  B in d in g  V alid ated  MO A



C lin ically  m ean in g fu l P S A  red u ctio n s in  m etastatic (M1 ) an d  n o n -m etastatic (M0 ) C R P C  p o p u latio n  G aletero n e h as b een  w ell-to lerated  to  d ate an d  h as a d ifferen tiated  safety  p ro file N o  req u ired  co -ad m in istratio n  o f stero id s (p red n iso n e m u st b e co -ad m in istered  w ith  ab iratero n e) N o  seizu res to  d ate in  clin ical trials (a risk  asso ciated  w ith  en zalu tam id e) G aletero n e C lin ical D ata S u p p o rts B ro ad  U se in  P ro state C an cer



P ro state can cer is th e m o st freq u en tly  d iag n o sed  m ale can cer (ex cep t sk in ) in  th e U S  ~ 2 2 1 ,0 0 0  d iag n o ses in  2 0 1 5  P ro state can cer is a lead in g  cau se o f d eath  in  m en  in  th e U S  ~ 2 8 ,0 0 0  d eath s in  2 0 1 5  P ro state C an cer R ep resen ts a L arg e an d  G ro w in g  Mark et O p p o rtu n ity  Mark et fo r o ral p ro state can cer d ru g s in  2 0 1 4 : $ 3 .3 B 1  5 4 %  in crease o v er p rio r y ear Mark et fo r p ro state can cer th erap ies ex p ected  to  g ro w  to  $ 9 B  b y  2 0 2 1 2  1  Jo h n so n  &  Jo h n so n , Med iv atio n  an d  A stellas co m p an y  rep o rts 2  D ecisio n  R eso u rces



A  larg e su b set (~ 2 0 -4 0 % ) o f C R P C  p atien ts ex p erien ce little o r n o  b en efit to  ab iratero n e an d  en zalu tam id e In  P h ase 3  trials, P S A 5 0 s o f ab iratero n e an d  en zalu tam id e w ere 6 2 %  an d  7 8 % , resp ectiv ely 1 ,2  E v en  p atien ts w h o  in itially  resp o n d  are lik ely  to  d ev elo p  resistan ce to  th erap y  L arg e U n m et N eed  E x ists D esp ite A d v an ces in  m C R P C  T reatm en t 1  R y an  C .J. et al. N E JM, D ec 1 0 , 2 0 1 2  2  B eer T .M. et al N E JM, Ju n e 1 , 2 0 1 4



R ecen t p u b licatio n s d em o n strate p o o r resp o n se to  cu rren t o ral th erap eu tics in  th e p resen ce o f A R -V 7  (a tru n cated  fo rm  o f th e A R  resu ltin g  in  C -term in al lo ss)1 -4  A R  d eg rad atio n  p ro v id es g aletero n e a u n iq u e o p p o rtu n ity  to  treat th is u n m et n eed  G aletero n e d eg rad es b o th  fu ll len g th  an d  tru n cated  A R  (e.g ., A R -V 7 ) th ro u g h  a p ro teaso m al m ech an ism  o u tsid e o f th e lig an d  b in d in g  d o m ain  G aletero n e selectiv ely  in h ib its U S P 1 2  an d  U S P 4 6  en zy m es, w h ich  are im p licated  in  A R  d eg rad atio n 5  In h ib itio n  o f U S P 1 2  an d  U S P 4 6  w as n o t seen  w ith  ab iratero n e o r en zalu tam id e5  G aletero n e A R  D eg rad atio n  P ro v id es U n iq u e O p p o rtu n ity  T o  T reat U n m et N eed  1  A n to n arak is E  et al, N E JM, 2 0 1 4  2  S ch er H  et al, E S MO , 2 0 1 4  3  B am b u ry  R M et al, E S MO , 2 0 1 4  4  E fstath io u  E  et al, E u r. U ro lo g y , 2 0 1 4  5  D ran sfield  D  et al, A S C O  G U  2 0 1 6



G aletero n e A R  D eg rad atio n  in  C -T erm in al L o ss/A R -V 7  G aletero n e A R  D eg rad atio n  D N A  B in d in g  D o m ain  F u ll-L en g th  A R  T esto stero n e B in d in g  to  L B D  T rig g ers G ro w th  N -term in al L ig an d  B in d in g  D o m ain  (L B D ) C -term in al A b iratero n e an d  en zalu tam id e effect req u ires fu n ctio n al L B D  G aletero n e A R  D eg rad atio n  R em ain s E n g ag ed  D N A  B in d in g  D o m ain  N -term in al G ro w th  D o es N o t R eq u ire L B D  (C o n stitu tiv ely  A ctiv e) A R  S p lice V arian ts w ith  C -term in al L o ss (e.g . A R -V 7 ) A b iratero n e an d  en zalu tam id e effect lo st



G aletero n e A ctiv e in  C -T erm in al L o ss C R P C  P atien ts in  A R MO R 2  T rial A R MO R 2  C -term in al lo ss p atien ts1  Max im al P S A  (% ) M0  an d  M1  T reatm en t N aïv e A rm s *  S ev en  C R P C  p atien ts retro sp ectiv ely  id en tified  in  P h ase 2  trial 8 6 %  (6 /7 ) h ad  P S A 5 0  resp o n se1  S in g le n o n -resp o n d er d id  n o t receiv e fu ll treatm en t*  O n e p atien t treated  fo r ~ 5 8 5  d ay s Med ian  tim e to  P S A  p ro g ressio n  =  7 .3  m o n th s *  P atien t d isco n tin u ed  th erap y  d u e to  u n related  ad v erse ev en t after ~ 6  w eek s; d id  n o t co m p lete p rim ary  stu d y  p h ase 1  T ap lin  ME , E O R T C , 2 0 1 4 , A S C O  2 0 1 5



Mem o rial S lo an  K etterin g  C an cer C en ter (MS K C C ) an d  E p ic S cien ces co llab o rated  to  ch aracterize d e n o v o  resistan ce to  ab iratero n e an d  en zalu tam id e1 ,2  S tu d y  em p lo y ed  th e sam e assay  u sed  in  A R MO R 2  to  id en tify  m C R P C  p atien ts w ith  C -term in al lo ss P S A 5 0  resp o n se to  ab iratero n e/en zalu tam id e in  C -term in al lo ss p atien ts: 0 %  (n = 6 ) MS K C C /E p ic S tu d y : C -T erm  L o ss A sso ciated  w ith  N o n -R esp o n se to  E x istin g  O ral D ru g s 1  S ch er, E S MO  2 0 1 4 , P o ster 2 3 8 P  2  B am b u ry , E S MO  2 0 1 4 , P o ster 2 3 7



JH U  S tu d y : C u rren t O ral T h erap ies L ack  A ctiv ity  in  A R -V 7 +  D isease P ro sp ectiv e stu d y  in  A R -V 7 +  m C R P C 1  B aselin e A R -V 7 +  R esp o n se*  A R -V 7  statu s P S A 5 0  A b iratero n e (N = 3 1 ) 1 9 %  (6 /3 1 ) +  0 %  –  6 8 %  E n zalu tam id e (N = 3 1 ) 3 9 %  (1 2 /3 1 ) +  0 %  –  5 3 %  1 A n to n arak is E  et al, N E JM, 2 0 1 4  A R -V 7  is m o st co m m o n  fo rm  o f C -term in al lo ss



MD  A n d erso n : A R -V 7  p o sitiv ity  co rrelates to  p rim ary  resistan ce to  en zalu tam id e1  MD  A n d erso n : A R -V 7  p o sitiv ity  o r C -term in al lo ss d em o n strates p rim ary  resistan ce to  seq u en tial co m b in atio n  o f en zalu tam id e an d  ab iratero n e2  T u lan e: A R -V 7  p o sitiv ity  co rrelates w ith  resistan ce to  ab iratero n e an d  en zalu tam id e3  T h ese stu d y  resu lts, co m b in ed  w ith  8 6 %  P S A 5 0  resp o n se rate in  A R MO R 2  p atien ts w ith  C -term in al lo ss, p ro v id e th e ratio n ale fo r co n d u ctin g  th e p iv o tal P h ase 3  trial o f g aletero n e in  A R -V 7 +  m C R P C  S im ilar O u tco m es O b serv ed  at O th er Majo r C an cer C en ters 1  E fstath io u  E  et al. E u r U ro l. May  2 9 , 2 0 1 4  2  E fstath io u  E  et al, A S C O , 2 0 1 4  3  L iu  X  et al, P ro state C an cer F o u n d atio n  2 0 1 4  A n n u al S cien tific Meetin g



A R MO R 3 -S V : F irst P recisio n  Med icin e P ro state C an cer P iv o tal T rial U n iq u e trial d esig n  fin alized  in  co n su ltatio n  w ith  F D A  an d  E MA  In d ep en d en t D ata Mo n ito rin g  C o m m ittee P o w ered  to  d etect an  8 2 %  in crease in  m ed ian  rP F S  (b lin d ed  cen tral rad io g rap h ic rev iew ) G aletero n e 2 5 5 0 m g /d ay  R an d o m ize 1 :1  N  =  1 4 8 *  P rim ary  E n d p o in t: R ad io g rap h ic P ro g ressio n  F ree S u rv iv al E n zalu tam id e 1 6 0 m g /d ay  S eco n d ary  E n d p o in ts: T im e to  cy to to x ic th erap y  O v erall S u rv iv al P S A  C h an g es S afety  K ey  In clu sio n : P ro g ressiv e m etastatic (M1 ) d isease o n  an d ro g en  d ep riv atio n  th erap y  b ased  o n  P C WG 2  D etectab le A R -V 7  fro m  circu latin g  tu m o r cells E C O G  0  o r 1  K ey  E x clu sio n : P rio r treatm en t w ith  seco n d  g en eratio n  an ti-an d ro g en s (e.g . ab iratero n e, en zalu tam id e) P rio r treatm en t w ith  ch em o th erap y  fo r C R P C  * O v er 1 0 0  clin ical sites to  b e activ ated  to  su p p o rt screen in g  req u irem en t (> 1 5 0 0  p atien ts)



A R MO R 3 -S V  E n d p o in ts S u p p o rted  b y  P rio r C lin ical D ata G aletero n e d ata in  C -term in al lo ss p atien ts sh o w  h ig h er P S A 5 0  rates an d  lo n g er tim e to  P S A  p ro g ressio n  D eath  S can  P ro g ressio n  P S A  P ro g ressio n  P R E V A IL  an d  C O U -A A -3 0 2  sh o w  co n co rd an ce am o n g  P S A , rP F S  an d  O S  JH U  d ata sh o w s th at th is rem ain s tru e in  A R -V 7 +  p atien ts T reatm en t P S A 5 0  P S A  P ro g ressio n  (m o s) rP F S  (m o s) O S  (m o s) (9 5 %  C I) X tan d i in  A R -V 7 + 1  (n = 1 2  p atien ts w ith  A R -V 7 +  d isease) 0 %  1 .4  (P S A  P ro g ressio n  F ree S u rv iv al) 2 .1  7 .4  (3 .9 – N R ) A R MO R 2  G aletero n e in  C -term in al L o ss (n = 7 ) 2  8 6 %  7 .3  (T im e to  P S A  P ro g ressio n ) U N K  (≥ 7 .3 ) U N K  E x ten sio n  o f P S A  p ro g ressio n  su p p o rts p o ten tial fo r >  8 2 %  rP F S  im p ro v em en t



A R -V 7  clin ical trial assay  im p lem en ted  an d  cu rren tly  b ein g  u sed  to  p re-screen  fo r A R MO R 3 -S V  A ssay  d etectin g  b o th  A R -V 7  an d  fu ll-len g th  A R  C o llab o ratio n  w ith  Q iag en  to  d ev elo p  clin ical trial assay  an d  co m m ercialize co m p an io n  d iag n o stic w o rld w id e A ssay  tech n o lo g y  licen sed  fro m  JH U  (p u b lish ed  in  N E JM); C L IA  certified  2 0 1 5  A R -V 7  co u ld  b eco m e p art o f stan d ard  o f care an d  k ey  to  reim b u rsem en t fo r p ro state can cer d ru g s A R -V 7  C o m p an io n  D iag n o stic “A  b io m ark er w ith  1 0 0 %  sp ecificity  in  p red ictin g  lack  o f treatm en t resp o n se w o u ld  b e a m ajo r step  fo rw ard  an d  w o u ld  p ro b ab ly  ach iev e rap id  ad o p tio n .” - P . N elso n  (U . o f Wash )1  1  N elso n  P , N  E n g l J Med , 2 0 1 4 ; 3 7 1 (1 1 )



S eco n d ary  E n d p o in ts: T im e to  cy to to x ic th erap y  O v erall S u rv iv al (O S ) P S A  C h an g es S afety  G aletero n e P o rtfo lio  S trateg y  F ast to  m ark et strateg y  b y  fo cu sin g  o n  A R -V 7 +  u n m et n eed  P h ase 2  d ata su p p o rt p o ten tial fo r su ccess in  P h ase 3  P h ase 3  trial u n d erw ay  g lo b ally  >  8 5  clin ical sites o p en ; o v er 1 0 0  o p en  b y  1 Q 1 6  E n ro llm en t co m p letio n  ex p ected  2 H 1 6 ; to p -lin e d ata an ticip ated  b y  m id -2 0 1 7  O th er N D A -en ab lin g  activ ities o n g o in g  F ast track  statu s sh o u ld  facilitate ex p ed itio u s reg u lato ry  rev iew  p ro cess O p p o rtu n ities to  ex p an d  reach  P h ase 2  d ata sh o w s clin ical activ ity  in  b ro ad er p ro state can cer p o p u latio n s A d d itio n al P h ase 2  ex p an sio n  ex p ected  to  b eg in  1 H 1 6  A R -V 7 +  m C R P C : F ast to  P atien t S trateg y  E x p an sio n  O p p o rtu n ities



P h ase 2  stu d y  in  m C R P C  p atien ts w h o  rap id ly  p ro g ress o n  ab iratero n e o r en zalu tam id e P art 1 : A ssessm en t o f P S A  resp o n se an d  safety ; n = ~ 3 6  P art 2 : R an d o m ize v s. n ex t altern ate A R -d irected  th erap y ; A ssessm en t o f P S A  resp o n se, tim e to  P S A  p ro g ressio n , rP F S  an d  safety  T rial ex p ected  to  in itiate in  1 H 1 6  G aletero n e in  B ro ad er C R P C  P o p u latio n s E v alu atin g  activ ity  o f g aletero n e in  p atien ts w h o  are p rim ary  refracto ry  to  av ailab le A R -targ eted  ag en ts



A R MO R 2  co h o rt ex p an d ed  to  ev alu ate m C R P C  p atien ts w h o  h av e p ro g ressed  after resp o n se to  en zalu tam id e T rial ex p ected  to  in itiate in  1 H 1 6  G aletero n e in  B ro ad er C R P C  P o p u latio n s E v alu atin g  activ ity  o f g aletero n e in  p atien ts refracto ry  to  en zalu tam id e fo llo w in g  an  in itial resp o n se E x p an d ed  as a resu lt o f a > 9 0 %  P S A  resp o n se in  a p o st-en zalu tam id e p atien t D elay ed  resp o n se seen  fo llo w in g  7  m o n th s o f g aletero n e treatm en t P S A  resp o n se h as b een  d u rab le w ith  lev el < 0 .1  u g /L  fo r > 1  y ear A ssessm en t o f P S A  resp o n se an d  safety  p lan n ed  > P S A 9 0  d eclin e d u rab le > 1  y ear
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Tokai Announces Update on ARMOR3-SV and
Expanded Galeterone Clinical Development Program

Top-line Data for ARMOR3-SV Expected by Mid-2017

Expanded Clinical Program for Galeterone Planned for First Half of 2016

BOSTON—January 7, 2016—Tokai Pharmaceuticals Inc. (NASDAQ: TKAI) today provided an update on its clinical development program evaluating
galeterone in the treatment of men with metastatic castration-resistant prostate cancer (mCRPC).

ARMOR3-SV Update

Tokai is enrolling patients in its ARMOR3-SV study, a Phase 3 registration clinical trial of galeterone in AR-V7+ mCRPC. The company now expects to
complete enrollment in this trial during the second half of 2016 and to have top-line data available by mid-2017. This change in guidance reflects the timing
for implementation of the AR-V7 clinical trial assay as well as a delay in initiating clinical sites in Western Europe and Australia during the fourth quarter of
2015. The AR-V7 assay has now been implemented in all regions. Patients are being screened at more than 85 clinical sites globally and the number of
clinical sites is expected to exceed 100 by the end of the first quarter. Notably, AR-V7 prevalence observed in ARMOR3-SV to date has been consistent with
the company’s expectations and is in line with the published literature.

“With our rapidly growing number of open ARMOR3-SV clinical sites globally and the implementation of new recruitment initiatives, we believe in our
ability to recruit to our revised guidance,” said Jodie Morrison, President and Chief Executive Officer of Tokai. “Interest in AR-V7 as a marker for resistance
to other therapies continues to increase throughout the prostate cancer community, and we remain focused on our goal of completing ARMOR3-SV as
rapidly as possible.”

2016 Galeterone Expansion Plans

With the ARMOR3-SV trial building momentum, Tokai now plans to expand galeterone development into broader mCRPC populations, including the
initiation of two additional studies during the first half of 2016 in patients who have shown resistance following treatment with either abiraterone or
enzalutamide.

The first of these studies is an open-label, two-part Phase 2 clinical trial designed to evaluate galeterone in men whose mCRPC rapidly progressed following
treatment with either



abiraterone or enzalutamide. The first part of the study will evaluate the rates of prostate specific antigen (PSA) decline in approximately 36 patients.
Following completion of the first part of the study, Tokai may then expand the study to a second, randomized phase that will compare galeterone to the next
alternate androgen signaling inhibitor, with efficacy endpoints to include time to PSA progression and rPFS. Tokai plans to evaluate all patients enrolled in
this open-label study for the presence of AR-V7, but AR-V7+ status is not a criterion for inclusion in the trial.

The second study is an expansion of an arm of the ongoing Phase 2 clinical trial of galeterone (ARMOR2) in mCRPC patients who have progressed following
an initial response to enzalutamide. The expansion of the cohort from nine to 30 patients follows a compelling response seen in a post-enzalutamide patient.
This patient did not initially show a PSA response until after seven months of galeterone treatment, at which time the patient’s PSA level rapidly dropped by
over 90% and has remained at less than 0.1µg/L for over a year. This expanded post-enzalutamide cohort will assess reduction in PSA levels and safety.

About Tokai Pharmaceuticals

Tokai Pharmaceuticals is a biopharmaceutical company focused on developing and commercializing innovative therapies for prostate cancer and other
hormonally driven diseases. The company’s lead drug candidate, galeterone, is an oral small molecule that utilizes the mechanistic pathways of current
second-generation anti-androgens, while also introducing a unique third mechanism – androgen receptor degradation. Tokai is developing galeterone for the
treatment of patients with metastatic castration-resistant prostate cancer. The company’s ARDA drug discovery program is focused on the identification and
evaluation of compounds that are designed to disrupt androgen receptor signaling through enhanced androgen receptor degradation and are targeted to
patients with androgen receptor signaling diseases, including prostate cancer. For more information on the company and galeterone, please visit
www.tokaipharma.com.

About ARMOR3-SV

ARMOR3-SV is Tokai’s pivotal Phase 3 clinical trial of galeterone in men with metastatic castration-resistant prostate cancer (mCRPC) whose tumor cells
express the AR-V7 splice variant, a truncated form of the androgen receptor that has been associated with non-responsiveness to commonly-used oral
therapies for mCRPC. ARMOR3-SV is designed to evaluate whether administration of galeterone results in a statistically significant increase in radiographic
progression free survival as compared to Xtandi® (enzalutamide) in 148 treatment-naive mCRPC patients whose prostate tumor cells express the AR-V7
splice variant. ARMOR3-SV is the first pivotal trial in prostate cancer to employ a precision medicine approach for patient selection. Top-line results from
ARMOR3-SV are anticipated by mid-2017.

Forward-looking Statements



Any statements in this press release about our future expectations, plans and prospects, including statements about our strategy, future operations, intellectual
property, and other statements containing the words “believes,” “anticipates,” “plans,” “expects,” and similar expressions, constitute forward-looking
statements within the meaning of The Private Securities Litigation Reform Act of 1995. Actual results may differ materially from those indicated by such
forward-looking statements as a result of various important factors, including: whether our cash resources will be sufficient to fund our continuing operations
for the period anticipated; whether necessary regulatory and ethics approvals to commence additional clinical trials for galeterone can be obtained; whether
data from early clinical trials of galeterone will be indicative of the data that will be obtained from future clinical trials; whether galeterone will advance
through the clinical trial process on the anticipated timeline; whether a companion diagnostic based on an AR-V7 clinical trial assay can be developed
successfully and on a timely basis; whether the results of ARMOR3-SV will warrant submission for regulatory approval of galeterone and whether such
submission will receive approval from the United States Food and Drug Administration or equivalent foreign regulatory agencies; whether, if galeterone
obtains such approval, it will be successfully distributed and marketed; and other factors discussed in the “Risk Factors” section of our quarterly report on
Form 10-Q for the three months ended September 30, 2015. Any forward-looking statements contained in this press release speak only as of the date hereof
and not of any future date, and we expressly disclaim any obligation to update any forward-looking statements, whether as a result of new information, future
events or otherwise.

Contacts:

Investors:
Tokai Pharmaceuticals Inc.
Lee Kalowski, 617-225-4305
Chief Financial Officer
lkalowski@tokaipharma.com

or

Argot Partners
David Pitts/Maeve Conneighton, 212-600-1902
david@argotpartners.com
maeve@argotpartners.com

Media:
Ten Bridge Communications Inc.
Dan Quinn, 781-475-7974
dan@tenbridgecommunications.com
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