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Item 7.01                         Regulation FD Disclosure
 
Minerva Neurosciences, Inc. (the “Company”) is presenting at the Baird 2014 Health Care Conference on Thursday, September 4, 2014 in New York City,
New York. The materials that the Company intends to utilize in the presentation are furnished as Exhibit 99.1 to this current report and incorporated herein
by reference.
 
The Company expressly disclaims any obligation to update this presentation and cautions that it is only accurate on the date it was presented. The inclusion
of any data or statements in this presentation does not signify that the information is considered material.
 
This information contained or incorporated herein, including the presentation furnished as Exhibit 99.1, is being furnished, shall not be deemed “filed” for
purposes of Section 18 of the Securities Exchange Act of 1934, as amended, or otherwise subject to the liabilities of that section, and shall not be deemed to
be incorporated by reference into any of the Company’s filings, whether made before or after the date hereof, regardless of any general incorporation
language in any such filing.
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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.
    
    
Date: September 4, 2014 By: /s/ Rogerio Vivaldi Coelho MD, MBA
     

Name: Rogerio Vivaldi Coelho MD, MBA
Title: President, Chief Executive Officer and Director
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Exhibit 99.1
 

E x h ib it 9 9 .1  S ep tem b er 4 , 2 0 1 4  D ed icated  to  tran sfo rm in g  th e liv es o f p eo p le affected  b y  n eu ro p sy ch iatric d iseases

th ro u g h  in n o v ativ e scien ce th at ad d resses p atien ts’ u n m et n eed s R o g erio  V iv ald i, MD  P resid en t &  C E O

 



F o rw ard -L o o k in g  S tatem en t S afe-H arb o r 2  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 , 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 : 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 r o 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. P eo p le

sh o w n  w ith in  th is p resen tatio n  are m o d els u sed  fo r illu strativ e p u rp o ses an d  are n o t p atien 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

 



T h e Min erv a S to ry : A  co m p an y  fo r all stak eh o ld ers: p atien ts, in v esto rs, scien ce an d  b ey o n d  3  R ep resen ts p atien ts in  th e sev en

m ajo r m ark ets (U .S ., Jap an , F ran ce, G erm an y , Italy , S p ain  an d  th e U n ited  K in g d o m ) D atam o n ito r, D ecisio n  R eso u rces.

R ep resen ts 2 0 1 2  D ru g  S ales P o rtfo lio  o f F irst in  C lass N eu ro p sy ch iatric D ru g s L arg e A d d ressab le Mark et L ead ersh ip  T eam

With  P ro v en  T rack  R eco rd  Wo rld  C lass P h arm a C o llab o rato rs P atien t-cen tric n eu ro p sy ch iatric b io p h arm aceu tical

co m p an y  F o u r clin ical-stag e co m p o u n d s w ith  tran sfo rm ativ e p o ten tial V alid ated  MO A s d ifferen tiated  b y  ad d itio n al

in n o v ativ e recep to r activ ities 9 0 M p atien ts co v ered  u n d er o u r co m m ercial rig h ts1  S ig n ifican t u n m et m ed ical n eed  $ 1 4 B

to tal ad d ressab le m ark et2  $ 1 0 B  in  p ro d u ct sales in  th e last 1 0  y ears ad d ressin g  u n m et n eed s 8  F D A -ap p ro v ed

n eu ro p sy ch iatry  d ru g s in  th e last 5  y ears E x p erien ce b u ild in g  p atien t-cen tric o rg an izatio n s

 



P ro v en  L ead ersh ip  T eam  &  E x tern al R & D  4  R o g erio  V iv ald i, MD , MB A  P resid en t &  C E O  L au n ch ed

&  co m m ercialized  2 0  d ru g s fo r u n m et m ed ical n eed s in  th e last 2 0  y ears.B u ilt G en zy m e in  L atin  A m erica R em y  L u th rin g er,

P h D  E V P  &  H ead  o f R & D  C o n d u cted  o v er 7 5 0  clin ical stu d ies in  n eu ro p sy ch iatry  sp ace G eo ff R ace,

F C MA , MB A  E V P  &  C F O  7  b io tech  start-u p s an d  ex ecu ted  4  sale tran sactio n s Jo sep h  R eilly  C O O  B u ilt

C o m m ercial O p eratio n s team  fo cu sed  o n  a p atien t cen tric b u sin ess m o d el Mark  L ev in e G en eral C o u n sel Mo re th an  1 7  y ears o f

ex p erien ce as a co rp o rate an d  co m m ercial atto rn ey  S en io r Man ag em en t N eu ro p sy ch iatry 's D ru g  D ev elo p m en t E x p erts Jean

Y v es S ch affh au ser C R O  Man ag em en t C o rin n e S tan n er, MD  Med ical A ffairs N ad in e N o el, P h D  D ru g

D ev elo p m en t S an d ra Wern er, P h D  P ro g ram  Man ag em en t Jay  S ao u d  B io statistics &  Med ical Writin g

 



P ip elin e: T ran sfo rm ativ e T h erap ies N ex t g en eratio n  o f first in  class n eu ro p sy ch iatry  p h arm aceu ticals 5  P h  IIB  T B D  P h  IIB  S tarts in

Q 4  1 4  P h  IB  o n g o in g  P h  I T B D  P h ase I C o m p leted  P h ase IIA  C o m p leted  O n ce a D ay

F o rm u latio n  o n g o in g  P h ase IA  C o m p leted  P reclin ical o n g o in g  9 0 M $ 1 4 B  1 . S o u rce:

D atam o n ito r an d  D ecisio n  R eso u rces. R ep resen ts 2 0 1 2  d ru g  sales.

 



MIN -1 0 1 : P o ten tial first in  class tran sfo rm ativ e sch izo p h ren ia th erap y  6  P o ten tial to  b e th e first d ru g  to  treat n eg ativ e d isease sy m p to m s

Wh ile p o ten tially  ad d ressin g  th e en tire sp ectru m  o f sy m p to m s P o ten tial to  av o id  sev ere sid e effects o f ex istin g  th erap ies S ed atio n ,

in v o lu n tary  m o v em en ts, p ro lactin  in crease, m etab o lic sy n d ro m e, co g n itiv e im p airm en t, sleep  d iso rd ers an d  w eig h t g ain

P o ten tial to  m ark et as a m o n o  an d /o r co m b in atio n  treatm en t S eek in g  ap p ro v al as m o n o th erap y  to  ad d ress sp ectru m

o f sch izo p h ren ia sy m p to m s P h ase III trial w ill also  stu d y  u se as ad ju n ctiv e th erap y  w ith  aty p ical an tip sy ch o tics to  im p ro v e

n eg ativ e sy m p to m s, co g n itiv e sy m p to m s an d  in so m n ia P o ten tial to  co m b in e w ith  o th er n eu ro p sy ch iatric

d ru g s to  ad d ress a b ro ad  ran g e o f in d icatio n s o u tsid e o f sch izo p h ren ia

 



MIN -1 0 1  Mech an ism  o f A ctio n  7

 



D o p am in e Mo d u latio n  8

 



MIN -1 0 1 : C o m p ellin g  E fficacy  o n  S p ectru m  o f S y m p to m s (P h ase IIA ) 9  Mean  C h an g es fro m  B aselin e

(aro u n d  9 0 ) T o tal P A N S S  Weig h ted  S co re D ecrease: -2 4 .1  fo r MIN -1 0 1  v ersu s -1 7 .9  P laceb o  P laceb o

P laceb o  P laceb o  P laceb o  P laceb o  p  <  0 .0 5  p  =  0 .0 8  P laceb o  Mean  C h an g es fro m  B aselin e P laceb o  P laceb o

P laceb o  2 .4 X  1 .5 X  2 .0 X  (Mo tiv atio n ) Im p ro v es S ev eral C o g n itiv e D im en sio n s A fter T h ree Mo n th s (1 ) (1 )

A s m easu red  at d ay  8 4  b y  B A C S -S u b scales S co re - P P C

 



MIN -1 0 1 : C o m p ellin g  E fficacy  O n  S leep  - O b jectiv e1  an d  S u b jectiv e 2  Measu rem en ts (P h ase IIA ) Q u ick er o n set o f sleep  after

2  w eek s o f treatm en t w ith  MIN -1 0 1  v s. P laceb o  1 0  O b jectiv e Measu res o f S leep  O n set (B y  P S G ) S u b jectiv e Measu res B y

P S Q I S cale MIN -1 0 1  P laceb o  MIN -1 0 1  P laceb o  D ay  8 4  D ay  8 4  Mean  + /- S E M(3 ) Mean  + /- S E M(3 )

(C h an g es fro m  B aselin e) Im p ro v ed  sleep  q u ality  after 3  m o n th s o f treatm en t w ith  MIN -1 0 1  v ersu s P laceb o  (1 )

P o ly so m n o g rap h y  (2 ) P ittsb u rg h  S leep  Q u ality  In d ex  (3 ) S tan d ard  E rro r o f th e Mean  m in

 



 1 H  2 0 1 6  P h ase IIB  R esu lts E x p ected  to  b e su b m itted  in  4 Q  2 0 1 4  –  P h ase IIB  Mu lticen ter, ran d o m ized ,

d o u b le-b lin d , p laceb o  co n tro lled , p arallel g ro u p  d esig n  stu d y  in  ap p ro x im ately  2 3 4  sch izo p h ren ic p atien ts

w ith  p red o m in an tly  n eg ativ e sy m p to m s, ran d o m ized  in  a 1 :1 :1  ratio  to  receiv e MIN -1 0 1  6 4  m g , MIN -

1 0 1  3 2  m g  o r p laceb o  o n ce d aily  fo r 3  m o n th s (1 2  w eek s) fo llo w ed  b y  an  o p tio n al ex ten sio n  o f 6

m o n th s P rim ary  E n d p o in t: E v alu ate th e efficacy  o f MIN -1 0 1  co m p ared  to  p laceb o  o n  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  P A N S S  n eg ativ e su b scale o f th e p en tag o n al m o d el o v er

3  m o n th s o f treatm en t S eco n d ary  E n d p o in ts: E v alu ate th e efficacy  o f MIN -1 0 1  co m p ared  to  p laceb o  o n  o th er

sy m p to m s o f sch izo p h ren ia as m easu red  b y  ch an g e fro m  b aselin e in  P A N S S  to tal sco re an d  P o sitiv e, D y sp h o ric

m o o d , A ctiv atio n  an d  A u 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 3  m o n th s o f treatm en t A ssess

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 3  m o n th s o f treatm en t A ssess 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  an d  o n  sleep  arch itectu re an d  su b jectiv e sleep  E v alu ate th e safety  an d  to lerab ility  o f MIN -1 0 1  co m p ared  to  p laceb o  A ssess

MIN -1 0 1  an d  its m etab o lites P K  p ro file u sin g  P K  p o p u latio n  MIN -1 0 1 : P ath  to  P h ase III 1 1

 



H u g e C o m m ercial O p p o rtu n ity : S ig n ifican t U n m et Med ical N eed  in  S ch izo p h ren ia 1 2  S E V E R IT Y

O F  IL L N E S S  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 $ 3 .9 B  R x  A n n u al S ales 2  F o r

6 0 %  to  8 0 %  D isco n tin u atio n  R ate1  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 MIN -1 0 1  fo r P o ten tial L ifelo n g  T reatm en t R ep resen ts

d isco n tin u atio n  rate o v er th e co u rse o f 1 8  m o n th s. L ieb erm an , J et al; N E JM; S ep t 2 2 , 2 0 0 5 ; v o l.3 5 3  n o .

1 2  S o u rce: D atam o n ito r an d  D ecisio n  R eso u rces. R ep resen ts 2 0 1 2  d ru g  sales.

 



MIN -2 0 2 : N ew  g en eratio n  o f m ech an ism  o f actio n  1 3  B lo ck s Wak e D riv e E fficacy  th at’s eq u al o r su p erio r to  S tan d ard

o f C are E n ab les tru e, resto rativ e sleep  N o rm al lev els o f R E M sleep  N o  resid u al sed atio n  N o  d ay tim e im p airm en t N o rm al m o tio n

su p p ressio n  N o  alco h o l in teractio n  N o  ab u se p o ten tial Mech an ism  o f A ctio n  S E L E C T IV E  O R E X IN -2

R E C E P T O R  A N T A G O N IS T  (S O R A ) MO D U L A T E S  H IS T A MIN E R G IC

A N D  O T H E R  E N D O C R IN O L O G IC  P A T H WA Y S  A T  N E U R O N S  IN  T H E

P O S T E R IO R  H Y P O T H A L A MU S  B E IN G  IN V E S T IG A T E D  F O R  R A P ID

R E S T O R A T IO N  O F  P H Y S IO L O G IC  S L E E P  A R C H IT E C T U R E  A N D

S L E E P -WA K E F U L N E S S  C Y C L E S  F O R  R E S T O R A T IV E  S L E E P

WIT H O U T  IMP A IR IN G  D A Y T IME  F U N C T IO N IN G  IN  P A T IE N T S  WIT H

P R IMA R Y  A N D  S E C O N D A R Y  IN S O MN IA

 



P ip elin e: T ran sfo rm ativ e T h erap ies N ex t g en eratio n  o f first in  class n eu ro p sy ch iatry  p h arm aceu ticals 1 4  P h  IIB  T B D  P h  IIB  S tarts

in  Q 4  1 4  P h  IB  o n g o in g  P h  I T B D  P h ase I C o m p leted  P h ase IIA  C o m p leted  O n ce a D ay

F o rm u latio n  o n g o in g  P h ase IA  C o m p leted  P reclin ical o n g o in g  9 0 M $ 1 4 B  1 . S o u rce:

D atam o n ito r an d  D ecisio n  R eso u rces. R ep resen ts 2 0 1 2  d ru g  sales.
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