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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 following
provisions:
 

¨ 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 8.01. Other Events.

Minerva Neurosciences, Inc. (the “Company”) is filing the investor presentation slides attached as Exhibit 99.1 to this Current Report on Form 8-K,
which the Company may use from time to time in conversations with investors and analysts. The presentation will also be available in the investor relations
section of the Company’s website.

On June 1, 2016, certain investors in the Company’s previously announced March 2015 private placement exercised their warrants. Upon exercise, the
Company issued the investors an aggregate of 575,000 shares of the Company’s common stock. The Company received gross proceeds of $3,318,900 from
the exercise prices of the exercised warrants.

 
Item 9.01. Financial Statements and Exhibits.

(d) Exhibits
 
Exhibit

No.   Description

99.1   Investor Presentation dated June 2016.



SIGNATURE

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.
 

MINERVA NEUROSCIENCES, INC.

By:  /s/ Mark S. Levine
Name:  Mark S. Levine
Title:  Senior Vice President, General Counsel and Secretary

Date: June 6, 2016



INDEX OF EXHIBITS
 
Exhibit

No.  Description

99.1  Investor Presentation dated June 2016.



Ju n e 2 0 1 6  In n o v ativ e C N S  th erap ies to  ad d ress u n m et m ed ical n eed s E x h ib it 9 9 .1



T h is p resen tatio n  co n tain s certain  fo rw ard -lo o k in g  statem en ts ab o u t Min erv a N eu ro scien ces th at are in ten d ed  to  b e co v ered  b y  th e safe h arb o r fo r “fo rw ard -lo o k in g  statem en ts” p ro v id ed  b y  th e P riv ate S ecu rities L itig atio n  R efo rm  A ct o f 1 9 9 5 , as am en d ed . F o rw ard -lo o k in g  statem en ts are statem en ts th at are n o t h isto rical facts. Wo rd s su ch  as “ex p ect(s),” “feel(s),” “b eliev e(s),” “w ill,” “m ay ,” “an ticip ate(s)” an d  sim ilar ex p ressio n s are in ten d ed  to  id en tify  fo rw ard -lo o k in g  statem en ts. T h ese statem en ts in clu d e, b u t are n o t lim ited  to : th e b en efits, efficacy  an d  safety  o f o u r n ew  fo rm u latio n s; w h eth er stu d ies p erfo rm ed  o n  an alo g s o r b ack u p s o f o u r co m p o u n d s are a g o o d  p red icto r o f th e clin ical efficacy  o f o u r co m p o u n d s; th e tim in g  an d  resu lts o f fu tu re clin ical m ilesto n es; th e tim in g  o f fu tu re clin ical trials an d  resu lts o f su ch  clin ical trials; statem en ts reg ard in g  o u r ab ility  to  su ccessfu lly  d ev elo p  an d  co m m ercialize o u r th erap eu tic p ro d u cts; o u r ab ility  to  ex p an d  o u r lo n g -term  b u sin ess o p p o rtu n ities; o u r ex p ectatio n s reg ard in g  ap p ro v al fo r o u r p ro d u cts b y  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; estim ates reg ard in g  th e m ark et p o ten tial fo r o u r p ro d u cts; fin an cial p ro jectio n s an d  estim ates an d  th eir u n d erly in g  assu m p tio n s; an d  fu tu re p erfo rm an ce. A ll o f su ch  statem en ts are su b ject to  certain  risk s an d  u n certain ties, m an y  o f w h ich  are d ifficu lt to  p red ict an d  g en erally  b ey o n d  th e co n tro l o f th e C o m p an y , th at co u ld  cau se actu al resu lts to  d iffer m aterially  fro m  th o se ex p ressed  in , o r im p lied  o r p ro jected  b y , th e fo rw ard -lo o k in g  statem en ts. T h ese risk s an d  u n certain ties in clu d e, b u t are n o t lim ited  to : th e b en efits, efficacy  an d  safety  o f o u r n ew  fo rm u latio n s; w h eth er an alo g s o r b ack u p s o f o u r co m p o u n d s are a g o o d  p red icto r o f th e clin ical efficacy  o f o u r co m p o u n d s; th e tim in g  an d  resu lts o f fu tu re clin ical m ilesto n es; th e tim in g  o f fu tu re clin ical trials an d  resu lts o f su ch  clin ical trials; w h eth er an y  o f o u r th erap eu tic can d id ates w ill ad v an ce fu rth er in  th e clin ical trials p ro cess an d  w h eth er an d  w h en , if at all, th ey  w ill receiv e fin al 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 an d  fo r w h ich  in d icatio n s; w h eth er an y  o f o u r th erap eu tic can d id ates w ill b e su ccessfu lly  m ark eted  if ap p ro v ed ; w h eth er o u r th erap eu tic p ro d u ct d isco v ery  an d  d ev elo p m en t effo rts w ill b e su ccessfu l; o u r ab ility  to  ach iev e th e resu lts co n tem p lated  b y  o u r co llab o ratio n  ag reem en ts; th e stren g th  an d  en fo rceab ility  o f o u r in tellectu al p ro p erty  rig h ts; co m p etitio n  fro m  p h arm aceu tical an d  b io tech n o lo g y  co m p an ies; th e d ev elo p m en t o f an d  o u r ab ility  to  tak e ad v an tag e o f th e m ark et fo ro u r th erap eu tic p ro d u cts; o u r ab ility  to  raise ad d itio n al cap ital to  fu n d  o u r o p eratio n s o n  term s accep tab le to  u s; g en eral eco n o m ic co n d itio n s; an d  th e o th er risk  facto rs co n tain ed  in  o u r p erio d ic an d  in terim  rep o rts filed  w ith  th e S ecu rities an d  E x ch an g e C o m m issio n  w h ich  are av ailab le o n  th e S E C  w eb site at w w w .sec.g o v . O u r au d ien ce is cau tio n ed  n o t to  p lace u n d u e relian ce o n  th ese fo rw ard -lo o k in g  statem en ts th at sp eak  o n ly  as o f th e d ate h ereo f, an d  w e d o  n o t u n d ertak e an y  o b lig atio n  to  rev ise an d  d issem in ate fo rw ard -lo o k in g  statem en ts to  reflect ev en ts o r circu m stan ces after th e d ate h ereo f, o r to  reflect th e o ccu rren ce o f o r n o n -o ccu rren ce o f an y  ev en ts. A ll trad em ark s, trad e n am es an d  serv ice m ark s ap p earin g  in  th is p resen tatio n  are th e p ro p erty  o f th eir resp ectiv e o w n ers. F o rw ard -L o o k in g  S tatem en t S afe-H arb o r



B u ild in g  a p o rtfo lio  o f in n o v ativ e th erap ies P ro g ram  O rig in  P rim ary  In d icatio n s Mech an ism s o f A ctio n  P re- clin ical P h ase I P h ase II S tatu s MIN -1 0 1  Mitsu b ish i T an ab e S ch izo p h ren ia ●  5 -H T 2 A  an tag o n ist ●  S ig m a2  an tag o n ist P o sitiv e T L R  an n o u n ced  May  2 0 1 6  MIN -1 1 7  Mitsu b ish i T an ab e Majo r D ep ressiv e D iso rd er ●  5 -H T 1 A  ●  5 H T  tran sp o rter ●  A lp h a-1 a, b  ●  D o p am in e tran sp o rter ●  5 -H T 2 A  an tag o n ist P o sitiv e T L R  an n o u n ced  May  2 0 1 6  MIN -2 0 2  Jan ssen  (u n d er co -d ev elo p m en t) P rim ary  In so m n ia Majo r D ep ressiv e D iso rd er ●  S electiv e O rex in 2  an tag o n ist P o sitiv e T L R  Jan u ary  2 0 1 6  P o sitiv e T L R  March  2 0 1 6  MIN -3 0 1  Min d -N R G  P ark in so n ’s D isease ●  N eu reg u lin  1 β 1  activ atin g  E rb B 4  IN D  o r IMP D ; P h ase 1  ex p ected  to  in itiate th ereafter P h ase IIb  co m p leted  E x ten sio n  p h ase o n g o in g  P h ase IIa co m p leted  P h ase Ib  co m p leted  P re-clin ical P h ase IIa co m p leted



MIN -1 0 1  A  n ew  d ru g  w ith  th e p o ten tial to  ad d ress u n m et n eed s in  sch izo p h ren ia



MIN -1 0 1 : n o n  d o p am in erg ic-b lo ck in g  Mo A  w ith  th e p o ten tial to  ad d ress u n m et m ed ical n eed s P h arm aco lo g ical targ ets P o ten tial b en efits / d ifferen tiatio n  5 -H T 2 A  an tag o n ist S ig m a2  an tag o n ist Im p ro v e n eg ativ e sy m p to m s, co g n itio n  an d  sleep  d iso rd ers, in  ad d itio n  to  co n tro l o f p o sitiv e sy m p to m s



S ev erity  o f Illn ess C h ro n ic P ro g ressio n  o f N eg ativ e S y m p to m s &  C o g n itiv e Im p airm en t Y o u th  0 -1 8  A d u lt 1 8 -4 0  Matu re > 4 0  C o g n itiv e S y m p to m s N eg ativ e S y m p to m s P o sitiv e S y m p to m s C u rren t T reatm en ts F o cu s O n  P o sitiv e S y m p to m s $ 4 .6 B  R x  S ales1  6 0 %  to  8 0 %  D isco n tin u atio n  R ate2  L ack  o f efficacy  o n  n eg ativ e sy m p to m s L ack  o f efficacy  o n  co g n itiv e sy m p to m s L ack  o f efficacy  o n  in so m n ia P ro g ressio n  o f sid e effects 1 . D atam o n ito r H ealth care S ch izo p h ren ia F o recast, S ep tem b er 1 7 , 2 0 1 4  2 . D atam o n ito r H ealth care S ch izo p h ren ia T reatm en t, May  2 1 , 2 0 1 2  A n  effectiv e an d  safe lifelo n g  treatm en t fo r sch izo p h ren ia rem ain s a sig n ifican t u n m et n eed



MIN -1 0 1  P h ase IIa stu d y : m o n o th erap y , d o u b le-b lin d , p laceb o  co n tro lled  in  relap sed  p atien ts P atien ts relap sed  fro m  p rev io u s th erap y  P rev io u s th erap y  w ash ed -o u t 3  m o n th  treatm en t d u ratio n  9 6  p atien ts, eq u ally  ran d o m ized  b etw een  MIN -1 0 1  an d  p laceb o  H o sp italizatio n  o f p atien ts p erm itted  d u rin g  th e first m o n th –  th ereafter am b u lato ry  Min im u m  en try  to tal P A N S S  sco re o f 6 0  1 3  cen ters in  E u ro p e MIN -1 0 1  MIN -1 0 1



MIN -1 0 1  P h ase IIa: D em o n strated  clin ically  an d  statistically  sig n ifican t efficacy  o n  n eg ativ e sy m p to m s o v er 3  m o n th s (6 4  m g  d aily  d o se (3 2 m g  b id ) v s p laceb o ) C h an g e fro m  B aselin e P laceb o  P lateau  p  =  0 .0 1 7 8  R eg ressio n  P laceb o  MIN -1 0 1  MIN -1 0 1  - 8  - 7  - 6  - 5  - 4  - 3  - 2  - 1  0  D 6  D 1 4  D 2 1  D 2 8  D 4 2  D 5 6  D 7 0  D 8 4  T reatm en t D ay  >  <  H o sp italizatio n  (“n u rsin g  effect”) >  <  A m b u lato ry



MIN -1 0 1  P h ase IIa stu d y  resu lts d em o n strated : efficacy  o n  b ro ad  sp ectru m  o f sy m p to m s efficacy  o n  d im en sio n s o f co g n itio n  efficacy  an d  statistical sig n ifican ce ach iev ed  in  n eg ativ e sy m p to m s su b scale im p ro v em en t in  o b jectiv e an d  su b jectiv e sleep  b io m ark ers ab sen ce o f all th e sid e effects seen  w ith  ex istin g  th erap ies (E P S , w eig h t g ain , p ro lactin  in crease, sed atio n ) m in o r Q T c p ro lo n g atio n  at C m ax  w ith  th e su p ra-th erap eu tic d o se u sed  in  p h ase IIa (as ex p ected )



MIN -1 0 1  P h ase IIb  A  m u lti-cen ter, ran d o m ized , d o u b le-b lin d , p arallel-g ro u p , p laceb o -co n tro lled  1 2  w eek  stu d y  to  ev alu ate th e efficacy , to lerab ility  an d  safety  o f MIN -1 0 1  in  p atien ts w ith  n eg ativ e sy m p to m s o f sch izo p h ren ia fo llo w ed  b y  a 2 4 -w eek , o p en -lab el ex ten sio n



MIN -1 0 1  P h ase IIb : S tu d y  d esig n



MIN -1 0 1  P h ase IIb : P rim ary  an d  seco n d ary  o b jectiv es P rim ary : T o  ev alu ate th e efficacy  o f MIN -1 0 1  co m p ared  to  p laceb o  in  im p ro v in g  th e n eg ativ e sy m p to m s o f sch izo p h ren ia as m easu red  b y  th e ch an g e fro m  B aselin e in  th e P o sitiv e an d  N eg ativ e S y n d ro m e S cale (P A N S S ) n eg ativ e su b scale sco re o f th e p en tag o n al m o d el o v er 1 2  w eek s o f treatm en t. T o  ev alu ate th e efficacy  o f MIN -1 0 1  co m p ared  to  p laceb o  in  im p ro v in g  o th er sy m p to m s o f sch izo p h ren ia as m easu red  b y  th e ch an g e fro m  B aselin e in  th e P A N S S  to tal sco re, p o sitiv e sy m p to m s sco re, d y sp h o ric m o o d , activ atio n , an d  au tistic p reo ccu p atio n  su b -sco res o f th e p en tag o n al m o d el o v er 1 2  w eek s o f d o u b le-b lin d  treatm en t. T o  ev alu ate th e efficacy  o f MIN -1 0 1  co m p ared  to  p laceb o  in  im p ro v in g  sy m p to m s o f sch izo p h ren ia as m easu red  b y  ch an g es fro m  B aselin e in  th e P A N S S  to tal sco re an d  su b -sco res acco rd in g  to  th e 3  facto rs an aly sis o v er 1 2  w eek s o f d o u b le-b lin d  treatm en t. T o  ev alu ate th e efficacy  o f MIN -1 0 1  co m p ared  to  p laceb o  in  im p ro v in g  n eg ativ e sy m p to m s o f sch izo p h ren ia as m easu red  b y  th e ch an g e fro m  B aselin e in  th e B rief N eg ativ e S y m p to m s S cale (B N S S ) to tal sco re o v er 1 2  w eek s o f d o u b le-b lin d  treatm en t. T o  assess th e effects o f MIN -1 0 1  co m p ared  to  p laceb o  o n  th e C lin ical G lo b al Im p ressio n  o f S ev erity  (C G I-S ) an d  C lin ical G lo b al Im p ressio n  o f Im p ro v em en t (C G I-I) o v er 1 2  w eek s o f d o u b le-b lin d  treatm en t. T o  assess th e effects v ersu s p laceb o  o f MIN -1 0 1  o n  co g n itiv e fu n ctio n  as m easu red  b y  th e B rief A ssessm en t o f C o g n itio n  in  S ch izo p h ren ia (B A C S ) b attery  o v er 1 2  w eek s o f d o u b le-b lin d  treatm en t. T o  ev alu ate th e safety  an d  to lerab ility  o f MIN -1 0 1  co m p ared  to  p laceb o . T o  assess th e p h arm aco k in etics (P K ) p ro file o f MIN -1 0 1  an d  its m etab o lites u sin g  p o p u latio n  P K  m o d els. T o  assess th e p ersisten ce o f efficacy , an d  th e safety  an d  to lerab ility  o f MIN -1 0 1  d u rin g  th e 2 4 -w eek , o p en -lab el ex ten sio n  p h ase. S eco n d ary :



MIN -1 0 1  P h ase IIb : S tatistical m eth o d s P rim ary  en d p o in t an aly sis: E fficacy  an aly ses are b ased  o n  th e In ten t to  T reat (IT T ) p o p u latio n  Mix ed -effects m o d el fo r rep eated  m easu res (MMR M) is ap p lied  C h an g es fro m  b aselin e to  w eek  1 2  in  P A N S S  n eg ativ e su b scale sco re u sin g  th e p en tag o n al stru ctu red  m o d el is th e p rim ary  en d p o in t T h e H o ch b erg  p ro ced u re is ap p lied  in  o rd er to  m ain tain  th e T y p e I erro r rate d u e to  m u ltip le co m p ariso n s o f th e p rim ary  en d p o in t resu lts at o r b elo w  0 .0 5 0 %



E ffect size 3 2  m g : 0 .4 5  6 4  m g : 0 .5 8  O n set o f effect o b serv ed  after 2  w eek s (m easu red  at first v isit) E fficacy : P rim ary  en d p o in t P A N S S  n eg ativ e su b scale (p en tag o n al stru ctu re)



E fficacy : S eco n d ary  en d p o in t (1 ) P A N S S  n eg ativ e sy m p to m  sco re (3  F acto rs) O n set o f effect o b serv ed  after 2  w eek s (m easu red  at first v isit)



E fficacy : S eco n d ary  en d p o in t (2 ) P A N S S  to tal sco re



E fficacy : S eco n d ary  en d p o in t (3 ) P A N S S  p o sitiv e sy m p to m  sco re (3  F acto rs)



E fficacy : P rim ary  an d  S eco n d ary  en d p o in ts S u m m ary  tab le o f statistically  sig n ifican t resu lts



S afety : R ep o rted  co m m o n  ad v erse ev en ts



S afety : Q T cF  (m sec) –  ch an g e fro m  b aselin e



S afety : Q T cF  (m sec) –  L S Mean  (U p p er 9 0 %  C I) o f ch an g e fro m  b aselin e



S afety : S u m m ary  o f o th er safety  p aram eters S id e E ffect P h ase IIb  resu lts sh o w ed  R elativ e to  cu rren t g en eratio n  o f aty p ical an tip sy ch o tics (n o t in clu d ed  in  Min erv a’s IIb  stu d y )*  A E s an d  S A E s L im ited  an d  co m p arab le to  p laceb o  Im p ro v ed  Weig h t G ain , Waist C ircu m feren ce N o  in crease Im p ro v ed  L ab o rato ry  T ests, in clu d in g  P ro lactin  N o  in crease Im p ro v ed  E x tra-p y ram id al S y m p to m s N o  effect o n  A IMS  scale Im p ro v ed  V ig ilan ce N o  sed atio n  Im p ro v ed  * In  th e P h ase IIb  stu d y  MIN -1 0 1  sh o w ed  a d ifferen tiated  safety  p ro file v ersu s co m m o n ly  o b serv ed  sid e effects o f cu rren t treatm en ts fo r sch izo p h ren ia



U .S . In v estig atio n al N ew  D ru g  A p p licatio n  (IN D ) accep ted  b y  F D A  in  D ecem b er 2 0 1 5  A d v an ced -stag e U .S . clin ical p ro g ram  to  b e d efin ed  fo llo w in g  resu lts o f P h ase IIb  trial in  E u ro p e U n d er co n sid eratio n  Mu ltip le p o ten tial clin ical late-stag e p ath w ay s / ro u tes to  reg istratio n  T rials to  b e co n d u cted  in d ep en d en tly  o r w ith  a p artn er MIN -1 0 1  U S  d ev elo p m en t p lan



MIN -1 0 1 : In -licen sed  fro m  Mitsu b ish i T an ab e P h arm aceu tical C o m p an y  (MT P C ) Min erv a: ex clu siv e w o rld w id e licen se in clu d es rig h ts to  d ev elo p , co m m ercialize an d  su b -licen se MIN -1 0 1  (an d  b ack -u p s) o u tsid e o f certain  A sian  co u n tries MT P C : retain s rig h ts to  co m m ercialize an d  sell MIN -1 0 1  in  certain  A sian  co u n tries in clu d in g  C h in a, Jap an , In d ia an d  S o u th  K o rea (MT P C  T errito ry ) Milesto n es u p o n  lau n ch  an d  co m m ercializatio n  g o als co u ld  to tal u p  to  $ 4 7 .5  m illio n  p ay ab le R o y alties p ay ab le o n  n et sales ran g e fro m  h ig h  sin g le d ig its to  lo w  teen s



MIN -1 1 7  O u r o b jectiv e is to  d ev elo p  a n ew  d ru g  to  ad d ress u n m et n eed s in  m ajo r d ep ressiv e d iso rd er (MD D )



MIN -1 1 7  fo r Majo r D ep ressiv e D iso rd er 5 -H T 1 A  5 H T  T ran sp o rter A lp h a-1 a,b  D o p am in e T ran sp o rter 5 -H T 2 A  an tag o n ist F aster o n set P reserv e co g n itio n  an d  sex u al fu n ctio n  T reat p artial an d  n o n -resp o n d ers P o ten tial b en efits / d ifferen tiatio n  P h arm aco lo g ical targ ets



MIN 1 1 7 : P h ase IIa A  R an d o m ized , D o u b le-B lin d , P arallel-G ro u p , P laceb o - an d  A ctiv e-C o n tro lled  S tu d y  to  E v alu ate th e E fficacy  an d  S afety  o f 2  D o ses o f MIN -1 1 7  in  A d u lt S u b jects w ith  Majo r D ep ressiv e D iso rd er



MIN -1 1 7 C 0 1 : P h ase IIa stu d y  d esig n



MIN -1 1 7 C 0 1 : P h ase IIa o b jectiv es P rim ary : T o  ev alu ate th e efficacy  o f MIN -1 1 7  0 .5  an d  2 .5  m g  co m p ared  to  p laceb o  in  red u cin g  th e sy m p to m s o f a m ajo r d ep ressiv e ep iso d e as m easu red  b y  th e ch an g e fro m  B aselin e in  th e Mo n tg o m ery - A sb erg  D ep ressio n  R atin g  S cale (MA D R S ) to tal sco re o v er 6  w eek s o f treatm en t. S eco n d ary : T o  ev alu ate th e efficacy  o f MIN -1 1 7  0 .5  an d  2 .5  m g  co m p ared  to  p laceb o  in  o n set o f an tid ep ressan t resp o n se as m easu red  b y  th e ch an g e fro m  B aselin e in  th e MA D R S  to tal sco re o v er 6  w eek s o f treatm en t. T o  assess th e effects o f MIN -1 1 7  co m p ared  to  p laceb o  o n  sev erity  o f illn ess an d  im p ro v em en t u sin g  th e C lin ical G lo b al Im p ressio n  o f S ev erity  (C G I-S ) an d  C lin ical G lo b al Im p ressio n  o f Im p ro v em en t (C G I-I) o v er 6  w eek s o f treatm en t. T o  assess th e effect o f MIN -1 1 7  co m p ared  to  p laceb o  o n  sex u al fu n ctio n in g  u sin g  th e A rizo n a S ex u al E x p erien ces S cale (A -S E X ). T o  assess th e effect o f MIN -1 1 7  co m p ared  to  p laceb o  o n  ex ecu tiv e fu n ctio n  an d  w o rk in g  m em o ry  u sin g  D ig it-S y m b o l S u b stitu tio n  T est (D S S T ), T o w ers o f L o n d o n  T est, an d  D ig it S p an  B ack w ard s task . T o  ev alu ate th e safety  an d  to lerab ility  o f MIN -1 1 7  co m p ared  to  p laceb o  o v er 6  w eek s o f treatm en t.



E fficacy : MA D R S  p rim ary  en d p o in t (IT T  p o p u latio n ) E ffect size MIN -1 1 7  0 .5  m g : 0 .2 4  MIN -1 1 7  2 .5  m g : 0 .3 4



E fficacy : MA D R S  p rim ary  en d p o in t (P P  P o p u latio n ) E ffect size MIN -1 1 7  0 .5  m g : 0 .2 0  MIN -1 1 7  2 .5  m g : 0 .3 9



E fficacy : H A M-A  seco n d ary  en d p o in t E ffect size MIN -1 1 7  0 .5  m g : 0 .4 9  MIN -1 1 7  2 .5  m g : 0 .4 5



S leep  p o ly so m n o g rap h y : R E M laten cy



S afety : C o m m o n  A d v erse E v en ts N o te: ‘C o m m o n  T E A E s’ are T E A E s th at o ccu rred  >  4 %  o f su b jects in  an y  treatm en t g ro u p



MIN -1 1 7  p h ase IIa stu d y  d em o n strated : E fficacy  o n  d ep ressiv e sy m p to m s O n set ev id en t as early  as 2  w eek s E fficacy  o n  an x iety  sy m p to m s B o th  d o ses o f MIN -1 1 7  are w ell to lerated  P h arm aco d y n am ics N o  im p airm en t in  co g n itio n  N o  im p airm en t in  sex u al fu n ctio n  P reserv atio n  o f sleep  arch itectu re an d  co n tin u ity



Min erv a: ex clu siv e w o rld w id e licen se in clu d es rig h ts to  d ev elo p , co m m ercialize an d  su b -licen se MIN -1 1 7  o u tsid e o f certain  A sian  co u n tries MT P C : retain s rig h ts to  co m m ercialize an d  sell MIN -1 1 7  in  certain  A sian  co u n tries in clu d in g  C h in a, Jap an , In d ia an d  S o u th  K o rea (MT P C  T errito ry ) Milesto n es u p o n  lau n ch  an d  co m m ercializatio n  g o als co u ld  to tal u p  to  $ 4 7 .5  m illio n  p ay ab le R o y alties p ay ab le o n  n et sales ran g e fro m  h ig h  sin g le d ig its to  lo w  teen s MIN -1 1 7  in -licen sed  fro m  Mitsu b ish i T an ab e P h arm aceu tical C o m p an y  (MT P C )



MIN -2 0 2  (JN J-4 2 8 4 7 9 2 2 ) In so m n ia D iso rd er an d  Majo r D ep ressiv e D iso rd er (MD D ) A  co -d ev elo p m en t &  co m m ercializatio n  p ro g ram  w ith  Jan ssen



MIN -2 0 2 : A  sp ecific O rex in -2  an tag o n ist fo r in so m n ia an d  m o o d  d iso rd ers S electiv e O rex in 2  an tag o n ist P h y sio lo g ical reg u latio n  o f b io lo g ical rh y th m s an d  co n tro l o f w ak e d riv e P o ten tial b en efits / d ifferen tiatio n  P h arm aco lo g ical targ et



Mo re A w ak e Mo re A sleep  O rex in  L C  ->  N E  D R  ->  5 -H T  T MN  ->  H A  G A B A  V L P O -> G A B A  G A B A  ag o n ist (A m b ien ) O rex in  an tag o n ist S leep y  A w ak e G A B A  A g o n ist (A m b ien ) in creases d riv e to  sleep  O rex in  A n tag o n ists d ecreases d riv e to  w ak e MIN -2 0 2  w o rk in g  h y p o th esis: S leep -w ak e b alan ce co n tro l



MIN -2 0 2 : E x p lo rato ry  stu d y  in  p atien ts w ith  MD D  an d  co m o rb id  in so m n ia (n = 2 0 )



MIN -2 0 2  P h ase IIa trial in  P rim ary  In so m n ia C lin icalT rials.g o v  id en tifier: N C T 0 2 4 6 4 0 4 6  A  R an d o m ized , P laceb o -co n tro lled , 2 -w ay  C ro sso v er, D o u b le-B lin d  S tu d y  to  E v alu ate th e E fficacy , S afety  an d  T o lerab ility  o f MIN -2 0 2  (JN J-4 2 8 4 7 9 2 2 ) in  S u b jects With  In so m n ia D iso rd er With o u t P sy ch iatric C o m o rb id ity  MIN -2 0 2  (JN J-4 2 8 4 7 9 2 2 ) th en  P laceb o  P laceb o  th en  MIN -2 0 2  (JN J-4 2 8 4 7 9 2 2  ) P articip an ts receiv e 2 * 2 0  m illig ram  (m g ) tab let o f MIN -2 0 2  (JN J-4 2 8 4 7 9 2 2 ) o rally  o n ce d aily  fro m  D ay  1  to  D ay  5  o f p erio d  1 . A fter a w ash o u t p erio d  o f 5  to  9  d ay s p articip an ts w ill receiv e m atch in g  p laceb o  fro m  D ay  1  to  D ay  5  o f p erio d  2 . P articip an ts w ill receiv e m atch in g  p laceb o  fro m  D ay  1  to  D ay  5  o f p erio d  1 . A fter a w ash o u t p erio d  o f 5  to  9  d ay s p articip an ts w ill receiv e 2 * 2 0  m g  tab let o f MIN -2 0 2  (JN J-4 2 8 4 7 9 2 2 ) o rally  o n ce d aily  fro m  D ay  1  to  D ay  5  o f p erio d  2 . E n ro llm en t co m p leted  D ecem b er 2 0 1 5 : 2 8  p atien ts (2  p erio d s)



P h ase IIa in  p rim ary  in so m n ia: P rim ary  en d p o in t S leep  efficien cy  o n  d ay s 1 /2  an d  5 /6  Δ  8 .1 2  %  p  < 0 .0 0 1  Δ  5 .7 7  %  p  < 0 .0 0 1  S leep  E fficien cy  =  (T o tal S leep  T im e/4 8 0 ) *  1 0 0 %  P S G  reco rd in g  =  4 8 0  m in



P h ase IIa in  p rim ary  in so m n ia: T o tal sleep  tim e is o b serv ed  to  in crease Δ  3 9  m in  p  < 0 .0 0 1  Δ  2 7 .8  m in  p  < 0 .0 0 1



MIN -2 0 2  P h ase Ib  trial in  MD D  p atien ts C lin icalT rials.g o v  id en tifier: N C T 0 2 4 7 6 0 5 8  A n  E x p lo rato ry  Mu lticen ter, D o u b le-B lin d , D ip h en h y d ram in e- an d  P laceb o -co n tro lled  S afety , E fficacy  an d  B io m ark er S tu d y  With  MIN -2 0 2  (JN J-4 2 8 4 7 9 2 2 ) in  S u b jects With  Majo r D ep ressiv e D iso rd er MIN -2 0 2  (JN J-4 2 8 4 7 9 2 2 ) D ip h en h y d ram in e P laceb o  2 0  m g  cap su le, o rally , o n ce d aily , at b ed tim e fo r 1 0  d ay s in  w o m en  o f ch ild b earin g  p o ten tial o r fo r 4  w eek s in  all o th er p articip an ts 2 5  m g  cap su le, o rally , o n ce d aily , at b ed tim e fo r 1 0  d ay s in  w o m en  o f ch ild b earin g  p o ten tial o r fo r 4  w eek s in  all o th er p articip an ts Match in g  p laceb o , o rally , o n ce d aily , at b ed tim e fo r 1 0  d ay s in  w o m en  o f ch ild b earin g  p o ten tial o r fo r 4  w eek s in  all o th er p articip an ts E n ro llm en t co m p leted  D ecem b er 2 0 1 5 : 4 8  p atien ts (3  arm s); p articip an ts are eith er an tid ep ressan t n aïv e o r b ein g  treated  w ith  a m ax im u m  o f tw o  co n cu rren t an tid ep ressan ts



MIN -2 0 2 : o b serv ed  efficacy  o n  d ep ressiv e sy m p to m s is in d ep en d en t o f effects o n  sleep  H D R S 1 7  =  H am ilto n  D ep ressio n  R atin g  S cale A d ju sted  H D R S 1 7  =  H am ilto n  D ep ressio n  R atin g  S cale w ith  3  sleep  item s rem o v ed  D A Y  1 1 , N = 4 7



MIN -2 0 2 : C o -d ev elo p m en t an d  licen se ag reem en t w ith  Jan ssen  P h arm aceu tica N V  (Jan ssen ) Min erv a h as co m m ercializatio n  rig h ts fo r E U , S w itzerlan d , L iech ten stein , Icelan d  &  N o rw ay  (Min erv a T errito ry ) w ith  rig h ts to  su b -licen se Min erv a p ay s q u arterly  h ig h  sin g le d ig it %  ro y alty  to  Jan ssen  o n  Min erv a T errito ry  n et sales Jan ssen  h as co m m ercializatio n  rig h ts in  all territo ries o u tsid e o f th e Min erv a T errito ry  Jan ssen  p ay s h ig h  sin g le d ig it %  ro y alty  to  Min erv a o n  all sales o u tsid e o f Min erv a T errito ry  Min erv a co n trib u tes 4 0 %  o f d ev elo p m en t co st su b ject to  ceilin g  cap s at v ario u s p o in ts in  th e clin ical d ev elo p m en t p lan



MIN -3 0 1 : P ark in so n ’s D isease



MIN -3 0 1  fo r P ark in so n ’s D isease N eu reg u lin  1 β 1  activ atin g  E rb B 4  C o g n itiv e im p ro v em en t an d  n eu ro p ro tectiv e / n eu ro resto rativ e effects P o ten tial b en efits / d ifferen tiatio n  P h arm aco lo g ical targ et



E ffect o f treatm en t w ith  MIN -3 0 1  an alo g  o n  ab n o rm al in v o lu n tary  m o v em en ts scale (A IMS ) in  n o n -h u m an  p rim ates C lear MP T P -in d u ced  A IMS  sco res C lin ical sco res in  an im als treated  w ith  MIN -3 0 1  an alo g  lo w er d u rin g  lo w  MP T P  (<  4  m g /k g ) in d u ctio n  p ro to co l (n o t sig n ifican t) S tart MP T P  1  m g  / k g  In crease MP T P  1 .5  m g  / k g  ■  S alin e ○  MIN -3 0 1



F in an cial S u m m ary  ~ $ 4 4 .6  M cash  b alan ce (cash , cash  eq u iv alen ts an d  m ark etab le secu rities) at 3 /3 1 /1 6  ~ $ 1 7 .5  m illio n  receiv ed  fro m  w arran ts ex ercised  at $ 5 .7 7 2  in  Q 1  2 0 1 6  $ 1 .0  m illio n  receiv ed  fro m  p u rch ase o f co m m o n  sto ck  at $ 5 .5 1 /sh are b y  C o m p an y  D irecto r, D av id  K u p fer, in  March  2 0 1 6  C u rren t reso u rces estim ated  to  fu n d  o p eratio n s in to  Q 2  2 0 1 7  $ 1 5 M cred it facility  w ith  O x fo rd  an d  S V B  en tered  in to  Jan u ary  2 0 1 5  $ 1 0 M d raw n  d o w n  at 1 2 /3 1 /1 5  4 0 ,7 9 0  w arran ts issu ed  w ith  an  ex ercise p rice o f $ 5 .5 1 6  in  co n n ectio n  w ith  cred it facility  P IP E  co m p leted  in  March  2 0 1 5 , y ield in g  $ 3 1 M in  g ro ss p ro ceed s 6 .3  m illio n  sh ares so ld  at $ 4 .8 1 /sh are 6 .3  m illio n  w arran ts issu ed  w ith  an  ex ercise p rice o f $ 5 .7 7 2  (~ 3 .2  m illio n  w arran ts rem ain  o u tstan d in g ) ~ 2 7 .9  m illio n  sh ares o u tstan d in g  at 3 /3 1 /2 0 1 6  ~ 3 .4 M o p tio n s o u tstan d in g  3 /3 1 /1 6



E x p ected  an d  recen tly  ach iev ed  m ilesto n es P ro g ram  P rim ary  In d icatio n  S tatu s MIN -1 0 1  S ch izo p h ren ia P o sitiv e T L R  May  2 0 1 6  MIN -2 0 2  P rim ary  an d  C o m o rb id  (S eco n d ary ) In so m n ia P o sitiv e resu lts fo r in so m n ia an n o u n ced  Jan u ary  2 0 1 6  P o sitiv e resu lts fo r MD D  an n o u n ced  March  2 0 1 6  MIN -1 1 7  Majo r D ep ressiv e D iso rd er (MD D ) P o sitiv e T L R  May  2 0 1 6  MIN -3 0 1  P ark in so n ’s D isease IN D  o r IMP D , w ith  P h ase I ex p ected  to  in itiate th ereafter



T h an k  Y o u  Min erv a N eu ro scien ces, In c. 1 6 0 1  T rap elo  R o ad , S u ite 2 8 4 , Walth am , MA  0 2 4 5 1
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