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Item 7.01 Regulation FD Disclosure.
 
Attached hereto as Exhibit 99.1 and incorporated herein by reference is a corporate update presentation to be utilized by Chimerix, Inc. at the 35th Annual
J.P. Morgan Healthcare Conference in San Francisco, California.
 
The information in this Item 7.01 and the attached Exhibit 99.1 is being furnished and shall not be deemed “filed” for the purposes of Section 18 of the
Securities and Exchange Act of 1934, as amended, or otherwise subject to the liabilities of that Section. The information in this Item 7.01 and the attached
Exhibit 99.1 shall not be incorporated by reference into any registration statement or other document pursuant to the Securities Act of 1933, as amended.
 
Forward-Looking Statements
 
Statements contained in, or incorporated by reference into, this Current Report on Form 8-K regarding matters that are not historical facts are “forward-
looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995. Because such statements are subject to risks and
uncertainties, actual results may differ materially from those expressed or implied by such forward-looking statements. Risks are described more fully in our
filings with the Securities and Exchange Commission, including without limitation our most recent Quarterly Report on Form 10-Q and other documents
subsequently filed with or furnished to the Securities and Exchange Commission. All forward-looking statements contained in this Current Report on Form 8-
K speak only as of the date on which they were made. We undertake no obligation to update such statements to reflect events that occur or circumstances that
exist after the date on which they were made.
 
Item 9.01 Financial Statements and Exhibits.
 
(d) Exhibits
 
Exhibit No.  Description

99.1  Corporate update presentation of Chimerix, Inc.
 

   



 

 
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.
 
  Chimerix, Inc.
    
Dated: January 6, 2017    
  By: /s/ Timothy W. Trost
   Timothy W. Trost
   Senior Vice President, Chief Financial Officer and Corporate Secretary
 

   



 
Exhibit 99.1

 
 

D E D IC A T E D  T O  P R E V E N T IN G  A N D  T R E A T IN G  L IF E  - T H R E A T E N IN G  V IR A L  IN F E C T IO N S  C o rp o rate O v erv iew  Jan u ary  2 0 1 7

 



 

2  F o rw ard  - L o o k in g  S tatem en ts T h ese slid es an d  th e acco m p an y in g  o ral p resen tatio n  co n tain  fo rw ard  - lo o k in g  statem en ts an d  in fo rm atio n  w ith in  th e m ean in g  o f th e P riv ate S ecu rities L itig atio n  R efo rm  A ct o f 1 9 9 5  th at are su b ject to  risk s, u n certain ties an d  o th er facto rs, in clu d in g  th e p o ssib ility  th at th ere m ay  n o t b e a v iab le co n tin u ed  d ev elo p m en t p ath  fo r b rin cid o fo v ir, th at an y  clin ical trials w e m ay  co n d u ct w ill n o t d em o n strate ad eq u ate efficacy  an d  safety  o f b rin cid o fo v ir, th at th e F D A  an d  o th er reg u lato ry  au th o rities m ay  n o t ap p ro v e b rin cid o fo v ir o r b rin cid o fo v ir - b ased  reg im en s, an d  th at m ark etin g  ap p ro v als, if g ran ted , m ay  h av e sig n ifican t lim itatio n s o n  th eir u se . A s a resu lt, b rin cid o fo v ir m ay  n ev er b e su ccessfu lly  co m m ercialized  . In  ad d itio n , C h im erix  m ay  b e u n ab le to  file fo r reg u lato ry  ap p ro v al fo r b rin cid o fo v ir w ith  o th er reg u lato ry  au th o rities . T h ese risk s, u n certain ties an d  o th er facto rs co u ld  cau se actu al resu lts to  d iffer m aterially  fro m  th o se referred  to  in  th e fo rw ard  - lo o k in g  statem en ts . T h e read er is cau tio n ed  n o t to  rely  o n  th ese fo rw ard  - lo o k in g  statem en ts . T h ese an d  o th er risk s are d escrib ed  in  d etail in  C h im erix 's 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 6  an d  o th er d o cu m en ts su b seq u en tly  filed  w ith  o r fu rn ish ed  to  th e U  . S  . S ecu rities an d  E x ch an g e C o m m issio n  . A ll fo rw ard  - lo o k in g  statem en ts are b ased  o n  in fo rm atio n  cu rren tly  av ailab le to  C h im erix , an d  C h im erix  assu m es n o  o b lig atio n  to  u p d ate an y  su ch  fo rw ard  - lo o k in g  statem en ts .

 



 

3  B rin cid o fo v ir (B C V , C MX 0 0 1 ) 1 . P ap an ico lao u  G , et al. E u ro p ean  S o ciety  fo r B lo o d  an d  Marro w  T ran sp lan tatio n  (E B MT ), A p ril 2 0 1 4 . 2 . Mo rriso n  M, et al. Wo rld  T ran sp lan t C o n g ress, Ju ly  2 0 1 4 . ▪ B ro ad  - sp ectru m  an tiv iral w ith  h ig h  in  v itro  p o ten cy  ag ain st all h erp es v iru ses, ad en o v iru s su b ty p es, o th er D N A  v iru ses th at cau se h u m an  d isease ▪ O ral an d  IV  fo rm u latio n s in  d ev elo p m en t –  B o th  fo rm u latio n s d eliv er B C V  to  b lo o d  an d  cells k n o w n  to  carry  D N A  v iru ses. –  C leav ag e o f lip id  sid e - ch ain  o ccu rs in  th e cell, d eliv erin g  th e activ e an tiv iral d irectly  to  th e site o f v iral rep licatio n . –  N o t asso ciated  w ith  k id n ey  to x icity  o r h em ato lo g ic to x icity  1 ,2  ▪ P o ten tial in d icatio n s: –  P rev en tio n  o f serio u s v iral in fectio n s in  stem  cell tran sp lan t recip ien ts (H C T ) –  T reatm en t o f serio u s A d V  in fectio n  an d  d isease –  T reatm en t o f sm allp o x  –  T reatm en t o f B K  v iru s in  k id n ey  an d  H C T  tran sp lan t recip ien ts B C V  is th e o n ly  b ro ad  sp ectru m  an tiv iral w ith  d em o n strated  p o ten cy  ag ain st a v ariety  o f D N A  v iru ses, a h ig h  b arrier to  resistan ce, n o  k id n ey  o r h em ato lo g ic to x icity , an d  p aten t p ro tectio n  u n til 2 0 3 4

 



 

4  B C V : O n ly  B ro ad  S p ectru m  A n tiv iral in  D ev elo p m en t V i r a l F  am  ily  V iru s B C V  C i d o  f o  v ir M a ri b  a v ir L et e rm  o  v ir G  a n  c i c l o  v ir*  F  o  s c a r n e t A  c y  c l o  v ir H  e rp  e s C  y  t o m  e g  a lo v iru s 0  . 0 0  1  0  . 4  0  . 3 1  0  . 0 0 5  3  . 8  5  0  - 8 0 0  >  2  0 0  E  p  s t e i n  - B  a rr V iru s 0  . 0  3  6 5  . 6  0  . 6 3  >  1  0  0  . 9  <  5  0 0  6  . 2  H u m  a n  H  e rp  e s v i r u s 6  0  . 0 0  3  2  . 7  I n  a c t iv e >  1  0  5  . 8  1 6  1 0  H u m  a n  H  e rp  e s v i r u s 8  0  . 0  2  2  . 6  I n  a c t iv e ― 8  . 9  1 7 7  >  1  0 0  H  e rp  e s S im p  l e x  V iru s 1  0  . 0  1  3  . 0  I n a c t iv e >  1  0  0  . 7  9  2  - 9 5  3  . 8  H  e rp  e s S im p  l e x  V iru s 2  0  . 0  2  6 .5  I n  a c t iv e > 1 0  2 .5  9 1  - 9 6  4 .4  V  a ricel l a Z  o  st e r V iru s 0  . 0 0 0  4  0  . 5  I n  a c t iv e >  1  0  1  . 3  3 9  . 8  3  . 6  A d  e n o v iru s A d  e n o v iru s (A  d V  - B 7  ) 0  . 0  2  1  . 3  ― >  1  0  4  .5  - 3 3  I n  a c t iv e >  1  0 0  P  o  l y  o m a B K  V i r u s ( B  K V ) 0  . 1  3  1 1 5  ― ― >  2  0 0  I n  a c t iv e >  2  0 0  JC  V iru s ( J C V ) 0  . 0 4  5  >  0 . 1  ― ― ― I n  a c t iv e ― P  a p illo m a H u m  a n  P  a p illo m  a v i r u s 1 7  7 1 6  ― ― I n  a c t iv e ― I n  a c t iv e P  o  x  V  a rio  l a 0  .1  2 7  ― ― ― ― ― V  a ccin ia 0  .8  4 6  ― ― > 3 9 2  I n  a c t iv e > 1 4 4  P o ten cy  ex p r essed  as E C  5  0  =  co n c e n tr a tio n  in  µ M r e q u ir ed  to  r e d u ce v  iral r e p li c atio n  b y  5 0 %  in  v it r o ; “ ― ” in d icates n o  d at a . *  V alg an ci c lo  v  ir is rap id ly  co n  v  e rted  to  g an ci c lo  v  ir in  v iv o  ; g an ci c lo  v  ir is th e r e l e v  an t co m p o u n d  fo r c e ll acti v  ity  s tu d i es . S o u rce: D ata are co  m  p il ed  fro m  m  u ltip le so u rc e s an  d  in clu d e m  u ltip le m ate rials an  d  m  e th o d o lo g i es .

 



 

S tem  C ell T ran sp lan t (H C T ) R ecip ien ts are at H ig h  R isk  o f V iral D isease an d  Mo rtality  ▪ A llo g en ic stem  cell tran sp lan t (H C T ) recip ien ts face 2 0 %  m o rtality  in  th e first y ear after tran sp lan t ▪ D N A  v iru ses co m m o n ly  reactiv ate in  th ese p atien ts as early  as th e first w eek  after tran sp lan t R isk s fo r h ig h er m o rtality : ▪ R eactiv atio n  o f m o re th an  o n e v iru s 1  ▪ In creased  v iral b u rd en : q u an tity  an d  d u ratio n  o f C MV , A d V , E B V , H H V 6 , B K V  in  p lasm a 2  N o  an tiv irals are ap p ro v ed  fo r p rev en tio n  o f D N A  v iru ses after stem  cell tran sp lan tatio n  5  4 0 0 +  H C T  R ecip ien ts at F red  H u tch iso n  C an cer R esearch  C en ter 1  H ill J et al. T an d em  B MT  2 0 1 6 , H o n o lu lu , H I. 2  H ill J et al. ID  Week  2 0 1 6 , N ew  O rlean s, L A  0  5  1 0  1 5  2 0  2 5  3 0  3 5  4 0  4 5  2  4  6  8  1 0  1 2  1 4  P ro p o rtio n  o f p atien ts w ith  each  v iru s Week  after T ran sp lan t D N A  v iru s reactiv atio n  b y  Week  after H C T  C MV  B K V  H H V -6  A d V  E B V

 



 

6  B C V  Mark et O p p o rtu n ities: G lo b al O p p o rtu n ities in  T ran sp lan t an d  Malig n an cies T R A N S P L A N T S  P E R  Y E A R  U S  E u ro p ean  R O W T O T A L  U n io n  (2 8 ) H C T  A llo g en eic 8 ,5 0 0  1 6 ,4 0 0  8 ,5 0 0  3 3 ,4 0 0  A u to lo g o u s 1 4 ,0 0 0  2 1 ,7 0 0  1 2 ,0 0 0  4 7 ,7 0 0  H C T  T O T A L S  2 2 ,5 0 0  3 8 ,1 0 0  2 0 ,5 0 0  8 1 ,1 0 0  S O T  K id n ey  1 8 ,6 0 0  2 0 ,0 0 0  4 0 ,7 0 0  7 9 ,3 0 0  L iv er 7 ,1 0 0  7 ,4 0 0  1 0 ,5 0 0  2 5 ,0 0 0  O th er S O T  5 ,2 0 0  4 ,5 0 0  1 ,4 0 0  1 3 ,8 0 0  S O T  T O T A L S  3 0 ,9 0 0  3 1 ,9 0 0  5 2 ,6 0 0  1 1 8 ,1 0 0  T O T A L  T R A N S P L A N T  5 3 ,4 0 0  7 0 ,0 0 0  7 3 ,1 0 0  1 9 9 ,2 0 0  C A N C E R  H em ato lo g ical Malig n an cies 1 3 8 ,0 0 0  2 3 2 ,0 0 0  1 1 2 ,0 0 0  6 1 4 ,0 0 0  U  S  H C  T  : 2  0  1 4  f i g  u r e s f ro m  C I B  M T  R . A u to  - H C T  are in creased  b y  2 0 %  to  acco u n t fo r u n d er - rep o rtin g  to  C IB MT R . U  S  S  O T  : 2  0  1 5  f i g  u r e s f ro m  O rg an  P ro cu r e m  e n t an d  T  ran  s p lan tatio n  N e tw o rk  (O P  T  N ). E  U  H C T : JR  P assw eg  , et al., H S C T  in  E u ro p e 2 0 1 4 , n atu re.co m / b m t , 2 0 1 6 . R O W H C T : 2 0 1 3  f ig u r e s fro m  E B MT  A ctiv ity  O ffice (B o n e Marro w  T ran sp lan tatio n  2 0 1 5  (5 0 );4 7 6  - 4 8 2 ). T O T A L  H C T : U S  +  E U  +  R O W. E U  &  T O T A L  S O T : N ew sletter T ran sp lan t –  In tern atio n al F ig u res O n  D o n atio n  A n d  T ran sp lan tatio n  2 0 1 4 ; E D Q M, v o lu m e 2 0 , 2 0 1 5 . R O W S O T : T o tal - E U  - U S

 



 

7  S U P P R E S S  fo r C MV  P rev en tio n : B rin cid o fo v ir E fficacy  Was C o n fo u n d ed  b y  G I T o x icity  ▪ S tatistically  - sig n ifican t red u ctio n  in  C MV  reactiv atio n  in  h ig h  - risk  allo  - H C T  w h ile o n  th erap y  ▪ H ig h er rate o f m isd iag n o sis o f g u t G V H D  d u e to  d ru g  - related  d iarrh ea in  su b jects ran d o m ized  to  B C V  ▪ G u t b io p sies sh o w ed  B C V  - related  in ju ry  is a h isto lo g ic m im ic o f G V H D  ▪ 8 X  h ig h er ex p o su re to  stero id s in  su b jects o n  B C V  ▪ In creased  u se o f b io lo g ics an d  o th er im m u n o su p p ressan ts in  su b jects o n  B C V  in creased  risk  o f late C MV  an d  o th er o p p o rtu n istic in fectio n s Marty  F M, et al. B io l B lo o d  Marro w  T ran sp lan tatio n  (B B MT ), F eb ru ary  2 0 1 6

 



 

IN T R A V E N O U S  B R IN C ID O F O V IR

 



 

P reclin ical D ata P ro v id e C o n fid en ce th at IV  B C V  Will A d d ress O ral B C V ’s G I T o x icity  2 8  - d ay  rat stu d ies o f IV  B C V : ▪ N o  an im als h ad  d iarrh ea ▪ A ll an im als g ain ed  ex p ected  w eig h t d u rin g  stu d y  ▪ N o  G I fin d in g s in  in testin es at term in al n ecro p sy  ▪ N o  in  - life clin ical fin d in g s at h ig h est d o se: IV  B C V  1 5  m g /k g  ▪ N o  tran sam in ase elev atio n s 9  ▪ S ig n ifican t lo ss o f ep ith eliu m  in  in testin al v illi R at in testin e after o ral B C V  ▪ Min im al sin g le - cell effects n o ted  fo r IV  B C V  R at in testin e after IV  B C V

 



 

IV  B C V  D eliv ers U n ifo rm  D ru g  E x p o su re to  K ey  O rg an s 0  2 0 0 0  4 0 0 0  6 0 0 0  8 0 0 0  1 0 0 0 0  1 2 0 0 0  L iv er K id n ey  C o rtex  K id n ey  Med u lla S m all In testin e A U C  all ( µ g  - eq u iv * h /g ) T o tal D ru g  E x p o su re (A U C  all ) in  C learan ce O rg an s (rats) IV  P O  1 0  ▪ IV  B C V  p rev en ts “o v er - ex p o su re” o f g u t , w ith  sig n ifican t im p ro v em en t in  G I to lerab ility  ▪ In  rats, IV  B C V  d eliv ered  co m p arab le d ru g  ex p o su re to  k ey  o rg an s , in clu d in g  th e liv er, k id n ey , an d  sm all in testin e ▪ O ral B C V  resu lted  in  sig n ifican tly  h ig h er ex p o su res in  th e in testin e v s o th er o rg an s, p ro v id in g  ex p lan atio n  fo r G I to x icity

 



 

1 1  IV  B C V  S in g le A scen d in g  D o se S tu d y  in  H ealth y  S u b jects: N o  G I T o x icity  ▪ IV  B C V  1 0  m g  an d  2 5  m g  co h o rts are co m p lete ▪ IV  B C V  1 0  m g  p ro v id es sim ilar ex p o su re as o ral B C V  1 0 0  m g  ▪ B o th  IV  B C V  d o ses w ere g en erally  safe an d  w ell - to lerated : –  n o  d ru g  - related  A E s –  n o  g astro in testin al A E s –  n o  g rad ed  lab  ab n o rm alities • n o  h em ato lo g ic to x icity  • n o  k id n ey  to x icity  ▪ S in g le d o se o f o ral B C V  1 0 0  m g  an d  2 0 0  m g  resu lted  in  ~ 5 %  d iarrh ea, 3 5 0  m g  2 0 %  d iarrh ea O ral B C V  1 0 0  m g  n = 5 1  IV  B C V  1 0  m g  n = 6  IV  B C V  2 5  m g  n = 6

 



 

1 2  IV  B C V  A v o id s G I S id e E ffects, P ro v id es O p p o rtu n ities fo r T reatm en t o f A ll D N A  V iru ses O ral B C V  IV  B C V  B ro ad  S p ectru m  ✔  ✔  N O  h em e to x icity  ✔  ✔  N O  k id n ey  to x icity  ✔  ✔  P rev en tio n  o f C MV  in  H C T  ✔  T reatm en t o f C MV  ✔  P rev en tio n  o f A d V  in  H C T  ✔  T reatm en t o f A d V  ✔  ✔  T reatm en t o f sm allp o x  ✔  ✔  T reatm en t o f B K V /JC V  ✔

 



 

IV  B C V  D eliv ers Mo re D ru g  to  D ifficu lt - to  - reach  C o m p artm en ts In clu d in g  th e B rain  0  2  4  6  8  1 0  1 2  1 4  B rain , C ereb ellu m  B rain , C ereb ru m  an d  Med u lla S p in al C o rd  A U C  all (u g  eq u iv * h /g ) T o tal D ru g  E x p o su re (A U C  all ) in  C N S  T issu es (rats) IV  P O  1 3  ▪ H ig h er C N S  ex p o su res w ith  IV  B C V  co u ld  su p p o rt testin g  fo r v iral in fectio n s in  th e b rain , e.g .: –  H erp es en cep h alitis in  n ew b o rn s an d  ad u lts –  H H V  - 6  en cep h alitis –  JC  v iru s/P ML  in  tran sp lan t recip ien ts o r p atien ts w ith  Mu ltip le S clero sis

 



 

IV  B C V  S u m m ary , N ex t S tep s fo r IV  an d  O ral B C V  IV  B C V  ▪ S in g le A scen d in g  D o se S tu d y  in  h ealth y  su b jects co n tin u es, w ith  tw o  ad d itio n al co h o rts sch ed u led  ▪ Mu ltip le - ascen d in g  d o se stu d y  in  h ealth y  su b jects to  in itiate in  1 H  2 0 1 7  ▪ P h ase 2  d o se - ran g in g  stu d ies in  C MV  an d  B K V  in fectio n s to  fo llo w  ▪ P o ten tial fo r P h ase 3  stu d y  d esig n  d iscu ssio n s w ith  reg u lato rs in  2 0 1 7  ▪ O p p o rtu n ity  to  ex p lo re a b ro ad  ran g e o f ad d itio n al in d icatio n s, esp  C N S  in fectio n s 1 4  O ral B C V  ▪ S h o rt - term  d o sin g  fo r treatm en t o f A d V  an d  sm allp o x  co n tin u e in  d ev elo p m en t ▪ S m all co m p arativ e stu d y  in  p ed iatric H C T  recip ien ts at h ig h  risk  o f A d V  d isease to  b eg in  in  2 H  2 0 1 7 , p o ten tial fo r ap p ro v al b ased  o n  p o sitiv e d ata O u r ab ility  to  p ro v id e B C V  in  o ral an d  IV  fo rm u latio n s en ab les d ev elo p m en t acro ss m u ltip le in d icatio n s an d  p o p u latio n s w ith  th e p o ten tial fo r b est - in  - class efficacy  an d  safety

 



 

S MA L L P O X  O R A L  B R IN C ID O F O V IR  F O R  T R E A T ME N T  O F  S MA L L P O X

 



 

1 6  O ral B C V  fo r S m allp o x  ▪ E fficacy  to  b e d em o n strated  v ia tw o  an im al m o d el stu d ies u n d er F D A ’s A n im al R u le –  P iv o tal R ab b itp o x  E fficacy  S tu d y  d em o n strated  1 0 0 %  su rv iv al in  an im als treated  im m ed iately  w ith  B C V  at th e tim e o f co n firm ed  in fectio n  –  Mo u se ( ectro m elia ) efficacy  stu d y  resu lts ex p ected  in  2 0 1 7  –  H u m an  safety  su m m ary  o f 3  w eek s’ ex p o su re to  o ral b rin cid o fo v ir su b m itted  to  F D A , m an u scrip t su b m itted  to  p eer - rev iew ed  jo u rn al ▪ F D A  d iscu ssio n  to  fo llo w  av ailab ility  o f m o u se stu d y  d ata ▪ E U  reg u lato ry  ap p ro v als g en erally  fo llo w  F D A  ap p ro v al ▪ P o ten tial fo r U S  P ro cu rem en t to  th e S trateg ic N atio n al S to ck p ile, in d ep en d en t o f reg u lato ry  d ecisio n s ▪ P o ten tial p ro cu rem en t o p p o rtu n ities w ith  E u ro p ean  co u n tries an d  n o n  - g o v ern m en t o rg an izatio n s cu rren tly  b ein g  p u rsu ed  P ro g ress T o w ard  R eg u lato ry  A p p ro v als &  G o v ern m en t P ro cu rem en ts

 



 

A D E N O V IR U S  O R A L  B R IN C ID O F O V IR  F O R  T R E A T ME N T  O F  A D E N O V IR U S

 



 

F irst Q u artile (n = 1 5 ) F o u rth  Q u artile (n = 1 4 ) > 2  d o ses cid o fo v ir 1 1  (7 3 % ) 2  (1 4 % ) D ay s fro m  A d V  d iag n o sis (m ed ian , IQ R  in  d ay s) 2 2  (1 2 , 4 4  ) 6 .5  (4 , 9 ) A d V  V L  (m ed ian , IQ R  in  lo g  1 0  c/m L ) 5 .4  (3 .1 , 6 .1 ) 3 .6  (2 .3 , 5 .8 ) Mo rtality  @ Wk  2 4  6 7 %  (1 0  o f 1 5 ) 1 4 %  (2  o f 1 4 ) 1 8  A d en o v iru s R ap id  V iro lo g ic R esp o n se o n  O ral B C V  C o rrelated  w ith  Im p ro v ed  S u rv iv al ▪ P atien ts en ro lled  at in itiatio n  o f trial h ad  ex ten siv e cid o fo v ir u se, h ig h  A d V  v iral lo ad  , lo n g est p erio d  fro m  d iag n o sis to  first B C V  d o se ▪ In  th e fin al q u artile o f en ro llm en t, p atien ts receiv ed  b rin cid o fo v ir m o re q u ick ly  after A d V  d iag n o sis G reatest Im p act o n  R ed u ced  Mo rtality  D em o n strated  in  F in al Q u artile o f E n ro lled  P ed iatric P atien ts in  A d v ise G rim ley  M, et al. ID  w eek , O cto b er 2 0 1 6  1 4 %  (2  o f 1 4  )

 



 

1 9  A d V ise C ase S tu d y : B C V  D eliv ered  R o b u st A n tiv iral R esp o n se, P atien t C leared  In fectio n  &  S u rv iv ed  2  y ear - o ld  co rd  b lo o d  tran sp lan t recip ien t w ith  life - th reaten in g  A d V  in fectio n  A d V  V iral L o ad  rises o n  o ff - lab el IV  cid o fo v ir A fter b rin cid o fo v ir b eg u n : R ap id  d eclin e in  A d V  in  b lo o d , u rin e an d  sto o l »  P t aliv e at D ay  2 5 0

 



 

2 0  O ral B C V  fo r T reatm en t o f A d V  in  P ed iatric H C T : S tu d y  9 9 9  C o n fid en tial ▪ S m all (n ~ 1 0 0 ), o p en  lab el, co m p arativ e stu d y  o f B C V  v s. stan d ard  o f care ▪ In clu sio n : p ed iatric H C T  recip ien ts w ith  >  1 0 0 0  c/m L  A d V  D N A  in  p lasm a ▪ P rim ary  en d p o in t: p ro p o rtio n  w ith  u n d etectab le p lasm a A d V  at Week  4  –  N = 1 0 0  (2 :1 ) fo r 7 5 %  v s. 4 0 %  resp o n se rate –  S u p erio rity  o f B C V  in  clearan ce o f A d V  fro m  p lasm a co u ld  en ab le co n d itio n al E U  A p p ro v al ▪ S u p p o rtiv e d ata are b ein g  co m p iled  fro m  E U  tran sp lan t cen ters –  A d V an ce : in cid en ce an d  o u tco m es asso ciated  w ith  th e stan d ard  o f care o f A d V  in fectio n s in  E U  allo g en eic H C T  recip ien ts –  C o m p ilatio n  o f E U  n am ed  p atien t ex p erien ce (N P P ) w ith  B C V  fo r treatm en t o f A d V  after H C T  A rm  1 : B C V  1 0 0  m g *  u n til < L O D  (4  - 1 2  w eek s) R an d o m izatio n  (2 :1 ) B C V  o ff treatm en t fo llo w  u p  to  1 6  w eek s A rm  2 : S tan d ard  o f C are F o llo w  u p  to  1 6  w eek s P rim ary  E n d p o in t A ssessm en t at Week  4  *  B C V  1 0 0  m g  B IW o r 2  m g /k g  fo r su b jects < 5 0  k g

 



 

2 1  D em an d  fo r B rin cid o fo v ir R em ain s S tro n g  Mo re th an  9 0 0  p atien ts w ith  A d V  h av e receiv ed  b rin cid o fo v ir sin ce 2 0 0 9  th ro u g h  D ev elo p m en t an d  E x p an d ed  A ccess P ro g ram s P ed iatrics A d u lts T O T A L  A sy m p to m atic S y m p to m atic a A sy m p to m atic S y m p to m atic a A ll E IN D s/N P P  - 3 0 8  - 2 2 5  5 4 0  b  S tu d y  2 0 2  2 4  3  1 0  2  3 9  c S tu d y  3 0 4  5 1  7 9  2 3  4 8  2 0 1  S tu d y  3 5 0  1 0  1 9  5  2 3  6 8  d  S tu d y  3 5 1  3  5 6  1  2 3  8 3  e T o tal 8 8  4 6 5  3 9  3 2 1  9 3 1  a) In clu d es lo cal an d  d issem in ated  A d V  d isease b ) In clu d es 7  p ts w h o se ag e is n o t k n o w n ; assu m es th at E IN D /N P P  p ts are sy m p to m atic c) In clu d es 9  p atien ts w h o  receiv ed  o p en  - lab el B C V  d ) G rim ley  et al. E B MT  2 0 1 3 ; to tal n u m b ers in clu d es all su b jects w ith  A d V  id en tified  as a p rim ary  o r seco n d ary  D N A  v iral in fectio n  th at co u ld  n o t b e classified  (N = 6 8 ) e) O n g o in g  ex p an d ed  access p ro to co l, n = 8 3  as o f 3 1  D ec 2 0 1 6

 



 

2 2  B C V : A n  O p p o rtu n ity  F o r T reatm en t o f A d V  In fectio n  in  6 0 0 0 +  H o sp italizatio n s A n n u ally  U S  A d V  - R elated  H o sp italizatio n s: 2 0 0 9  - 2 0 1 3  A ctu al, T ren d ed  F ro m  2 0 1 4  ▪ In  ad d itio n  to  stem  cell an d  o rg an  tran sp lan t recip ien ts, o th er at - risk  p o p u latio n s in clu d e n ew b o rn s w ith  sev ere co m b in ed  im m u n o d eficien cy  (S C ID ), in d iv id u als o n  ch em o th erap y  o r b io lo g ics fo r au to im m u n e d iseases, an d  o th er im m u n e d eficien cies

 



 

2 3  O ral B C V  fo r A d V : P o ten tial F irst E U  In d icatio n  In  stem  cell tran sp lan t recip ien ts, A d V  v iral lo ad  is o ften  v ery  h ig h  an d  is stro n g ly  asso ciated  w ith  fatal o u tco m es 1 ,2  C u rren tly  n o  ap p ro v ed  th erap y ; sig n ifican t lim itatio n s w ith  cu rren t o ff - lab el u se o f cid o fo v ir an d  d ecreasin g  im m u n o su p p ressio n  E arly  an tiv iral resp o n se in  A d V ise co rrelated  w ith  im p ro v ed  su rv iv al an d  su g g ests sh o rter treatm en t co u rses m ay  b e effectiv e Im p ro v ed  G I to lerab ility  in  p ed iatric p atien ts 1 . B ru n o  et al. B B MT  2 0 0 3  2 . L io n  et al. B lo o d  2 0 0 3

 



 

N O R O V IR U S  C MX 5 2 1  F O R  N O R O V IR U S

 



 

N o ro v iru s: T reatm en t an d  P rev en tio n  o f In fectio n s P resen ts a S ig n ifican t O p p o rtu n ity  ▪ N o ro v iru ses is th e m o st co m m o n  cau se o f ep id em ic acu te g astro en teritis w o rld w id e ▪ $ 6 0 B  each  y ear in  h ealth care u tilizatio n  an d  lo st p ro d u ctiv ity  ▪ > 6 0 %  o f n o ro v iru s o u tb reak s in  th e U S  are in  h ealth care facilities ▪ S ig n ifican t u n m et n eed  in  im m u n o co m p ro m ised  p o p u latio n  –  im m u n o su p p ressiv e th erap y  is a risk  facto r fo r ch ro n ic n o ro v iru s –  1 7  - 1 8 %  o f H C T  &  S O T  recip ien ts ex p erien ce ch ro n ic sy m p to m s o f n o ro v iru s lastin g  w eek s to  y ears ▪ T h ere are n o  ap p ro v ed  d ru g s o r v accin es fo r th e treatm en t an d /o r p rev en tio n  o f n o ro v iru s 2 5

 



 

2 6  C an d id ate fo r N o ro v iru s: C MX 5 2 1  ▪ N o ro v iru s: R N A  v iru ses, p rev io u sly  referred  to  as N o rw alk  ▪ C MX 5 2 1 : n u cleo sid e th at targ ets v iru s R N A  p o ly m erase, en ab lin g  b ro ad  activ ity  ag ain st d iv erse (lik ely  all) w ild  - ty p e strain s ▪ H ig h  b arrier to  resistan ce in  v itro , w ith  > 5 0  p assag es req u ired  to  co n fer an y  m u tatio n s ▪ P ro o f - o f - co n cep t estab lish ed  in  m o u se m o d el w ith  o ral d eliv ery  ▪ T o x ico lo g y  stu d ies in  m o u se, rat an d  d o g  su g g est a v ery  fav o rab le safety  p ro file ▪ IN D  su b m issio n  an d  F T IH  o n  track  fo r 2 0 1 7  E  C  5  0  ( µ M) C  C  5  0  ( µ M) S I C MX 5 2 1  2 .1  (n =  3 3  ) 1 1 4  5 4  R o o s - Weil et al, T ran sp lan tatio n  2 0 1 1

 



 

C h im erix  P ip elin e P ro g ram  D isco v ery  P re - clin ical P h ase 1  P h ase 2  P h ase 3  A n ticip ated  A p p ro v al O ral B C V  A d V  P ed iatric T reatm en t 2 0 2 0  S m allp o x  IV  B C V  Mu ltiv iral P rev en tio n  B K V  T reatm en t C MV  T reatm en t C MX 5 2 1  N o ro v iru s C MX 1 5 7  H B V  T reatm en t B u sin ess D ev elo p m en t D ata fro m  seco n d  an im al stu d y  in  2 0 1 7  †  D ata fro m  MA D  in  2 0 1 7  †  In itiate P h ase 2 b  late 2 0 1 7  F T IH  start 2 H  2 0 1 7  * L icen sed  to  C o n traV ir S tu d y  9 9 9  in  E U  (+ / - U S ) to  start in  2 H  2 0 1 7  In itiate P h ase 2 b  late 2 0 1 7  †  A n ticip ated  *  P er C o n traV ir’s w eb site P h  2 /3  in  P ed s H C T  P h  2 /3  in  K id n ey  T x  P O C  C h allen g e S tu d y  2 0 2 1  2 0 2 3  2 0 1 9  2 0 2 2  O n g o in g  D ilig en ce

 



 

2 8  C h im erix : 2 0 1 7  P o ten tial C ataly sts 1 H  2 0 1 7  • O ral B C V : C o m p lete seco n d  an im al m o d el efficacy  fo r sm allp o x  in fectio n  to  co m p lete req u irem en ts u n d er F D A ’s A n im al R u le • IV  B C V : P resen t fin al IV  B C V  clin ical d ata fro m  sin g le ascen d in g  d o se stu d y , in itiate m u ltip le d o se stu d y  • C MX 5 2 1  fo r N o ro v iru s: IN D  - en ab lin g  stu d ies 2 H  2 0 1 7  • IV  B C V : m u ltip le ascen d in g  d o se clin ical d ata • O ral B C V : In itiate S tu d y  9 9 9 , sm all co m p arativ e A d V  trial in  p ed s H C T  recip ien ts fo r p o ten tial ap p ro v al • D iscu ss d ev elo p m en t p ath s fo r p rev en tio n  an d  treatm en t o f D N A  v iral in fectio n s w ith  F D A  an d  E MA  • C MX 5 2 1 : S u b m it IN D  an d  in itiate first clin ical stu d ies

 



 

2 9  O u r Missio n  R eflects O u r D ed icatio n  to  P atien ts D ed icated  to  d isco v erin g  an d  d ev elo p in g  m ed icin es to  im p ro v e o u tco m es fo r im m u n o co m p ro m ised  p atien ts A d v an ce b rin cid o fo v ir fo r th e p rev en tio n  an d  treatm en t o f D N A  v iru s in fectio n s in  h em ato p o ietic cell tran sp lan t (H C T ) an d  so lid  o rg an  tran sp lan t (S O T ) recip ien ts P ro g ress b rin cid o fo v ir as a m ed ical co u n term easu re fo r th e treatm en t o f sm allp o x  D ev elo p  C MX 5 2 1  fo r th e p rev en tio n  an d  treatm en t o f n o ro v iru s
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