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PROSPECTUS SUPPLEMENT NO. 12
 

SYNTHETIC BIOLOGICS, INC.
 

112,573 Shares of Common Stock
 

This prospectus supplement amends and supplements our prospectus, dated July 26, 2012 relating to the resale,
from time to time, of up to 112,573 shares of common stock of Synthetic Biologics, Inc. upon the exercise of
warrants issued in July 2011 at an exercise price of $1.00 per share and warrants sold in our July 2010 offering at an
exercise price of $1.32 per share. We will receive proceeds if the warrants are exercised for cash; to the extent we
receive such proceeds, they will be used for working capital purposes.

 
Our common stock became eligible for trading on the NYSE MKT October 16, 2008.  Our common stock is eligible for
quotation on the NYSE MKT under the symbol “SYN”. The closing price of our stock on December 5, 2012 was $1.86.
 
This prospectus supplement is being filed to include the information set forth in the Current Report on Form 8-K
filed on December 6, 2012, which is set forth below. This prospectus supplement should be read in conjunction with
the prospectus dated July 26, 2012, supplement no. 1 dated August 9, 2012, prospectus supplement no. 2 dated
August 15, 2012, prospectus supplement no. 3 dated August 15, 2012, prospectus supplement no. 4 dated
September 12, 2012, prospectus supplement no. 5 dated October 9, 2012, prospectus supplement no. 6 dated
October 17, 2012, prospectus supplement no. 7 dated November 1, 2012, prospectus supplement no. 8 dated
November 14, 2012; prospectus supplement no. 9 dated November 15, 2012; prospectus supplement no. 10 dated
November 15, 2012; and prospectus supplement no. 11 which are to be delivered with this prospectus supplement.
 
Investing in our securities involves a high degree of risk. See “Risk Factors” beginning on page 4 of the original
prospectus for more information.
 
Neither the Securities and Exchange Commission nor any state securities commission has approved or
disapproved of these securities or determined if this prospectus or the prospectus to which it relates is truthful or
complete. Any representation to the contrary is a criminal offense.

 
The date of this Prospectus Supplement No. 12 is December 6, 2012.

 

 



 

 
 

SECURITIES AND EXCHANGE COMMISSION
Washington, D.C. 20549

 
FORM 8-K

 
CURRENT REPORT

 
Pursuant to Section 13 or 15(d)

of the Securities Exchange Act of 1934
 

Date of Report (Date of earliest event reported):  December 6, 2012
 

SYNTHETIC BIOLOGICS, INC.
(Exact name of registrant as specified in its charter)

 
 

Nevada  1-12584  13-3808303
(State or other jurisdiction of

incorporation)
 (Commission File No.)  (IRS Employer Identification No.)

 
617 Detroit Street, Suite 100, Ann Arbor, Michigan 48104

(Address of principal executive offices)  (Zip Code)
 

Registrant’s telephone number, including area code: (734) 332-7800
 

(Former name or former address, if changed since last report)
 
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 7.01. Regulation FD Disclosure
 
Jeffrey Riley, Chief Executive Officer and President of Synthetic Biologics, Inc. (the “Company”), will be presenting at
the LD MICRO Conference in Los Angeles, CA, as well as making several investor presentations during the next few
weeks, the first of which will be on December 6, 2012. In connection with the presentations, Mr. Riley intends to
discuss the slide presentation furnished as Exhibit 99.1 hereto, which is incorporated herein by reference.   
 
The slide presentation attached as Exhibit 99.1 to this Report includes “safe harbor” language pursuant to the
Private Securities Litigation Reform Act of 1995, as amended, indicating that certain statements contained in the
slide presentation are “forward-looking” rather than historical.
 
The information included in this Item 7.01 and in Exhibit 99.1 shall not be deemed filed for purposes of Section 18 of
the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that
Section or incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange Act,
except as shall be expressly set forth by specific reference in such a filing. The Company undertakes no duty or
obligation to update or revise information included in this Report or the Exhibit.
 
 
Item 9.01. Financial Statements and Exhibits
 

(d) Exhibits
 

The following exhibit is being filed as part of this Report.
 

Exhibit
Number

 
Description

  
99.1 Presentation materials to be provided at the Synthetic Biologics, Inc.’s investor presentations.

 

 



 

  
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.
 

 
 SYNTHETIC BIOLOGICS, INC.
  
Date: December 6, 2012 By: /s/ C. Evan Ballantyne
 Name:  C. Evan Ballantyne
 Title:  Chief Financial Officer
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99.1 Presentation materials to be used at Synthetic Biologics, Inc.’s investor presentations.
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F o rw a rd  - L o o k in g  S ta te me n ts T h is p re se n ta tio n  in clu d e s fo rw a rd  - lo o k in g  sta te me n ts o n  S y n th e tic B io lo g ics’ cu rre n t e x p e cta tio n s a n d  p ro je ctio n s a b o u t fu tu re  e v e n ts . In  so me  ca se s fo rw a rd  - lo o k in g  sta te me n ts ca n  b e  id e n tifie d  b y  te rmin o lo g y  su ch  a s "ma y ," "sh o u ld ," "p o te n tia l," "co n tin u e ," "e x p e cts," "a n ticip a te s," "in te n d s," "p la n s," "b e lie v e s,“ "e stima te s,” “in d ica te s,” a n d  simila r e x p re ssio n s . T h e se  sta te me n ts a re  b a se d  u p o n  cu rre n t b e lie fs, e x p e cta tio n s a n d  a ssu mp tio n s a n d  a re  su b je ct to  a  n u mb e r o f risk s a n d  u n ce rta in tie s, ma n y  o f w h ich  a re  d ifficu lt to  p re d ict a n d  in clu d e  sta te me n ts re g a rd in g  o u r clin ica l tria ls, o u r e sta b lish me n t o f co lla b o ra tio n s a n d  o u r e x e cu tio n  o f o u r g ro w th  stra te g y  . T h e  fo rw a rd  - lo o k in g  sta te me n ts a re  su b je ct to  risk s a n d  u n ce rta in tie s th a t co u ld  ca u se  a ctu a l re su lts to  d iffe r ma te ria lly  fro m th o se  se t fo rth  o r imp lie d  b y  a n y  fo rw a rd  - lo o k in g  sta te me n ts . Imp o rta n t fa cto rs th a t co u ld  ca u se  a ctu a l re su lts to  d iffe r ma te ria lly  fro m th o se  re fle cte d  in  S y n th e tic B io lo g ics’ fo rw a rd  - lo o k in g  sta te me n ts in clu d e , a mo n g  o th e rs, a  fa ilu re  o f o u r p ro d u ct ca n d id a te s to  b e  d e mo n stra b ly  sa fe  a n d  e ffe ctiv e , a  fa ilu re  to  in itia te  clin ica l tria ls a n d  if in itia te d , a  fa ilu re  to  a ch ie v e  th e  d e sire d  re su lts, a  fa ilu re  to  o b ta in  re g u la to ry  a p p ro v a l fo r o u r p ro d u ct ca n d id a te s o r to  co mp ly  w ith  o n g o in g  re g u la to ry  re q u ire me n ts, re g u la to ry  limita tio n s re la tin g  to  o u r a b ility  to  p ro mo te  o r co mme rcia lize  o u r p ro d u ct ca n d id a te s fo r th e  sp e cific in d ica tio n s, a  la ck  o f
a cce p ta n ce  o f o u r p ro d u ct ca n d id a te s in  th e  ma rk e tp la ce , a  fa ilu re  o f u s to  b e co me  o r re ma in  p ro fita b le , a  fa ilu re  to  e sta b lish  co lla b o ra tio n s, o u r in a b ility  to  o b ta in  o r ma in ta in  th e  ca p ita l o r g ra n ts n e ce ssa ry  to  fu n d  o u r re se a rch  a n d  d e v e lo p me n t a ctiv itie s, a  lo ss o f a n y  o f o u r k e y  scie n tists o r ma n a g e me n t p e rso n n e l, a n d  o th e r fa cto rs d e scrib e d  in  S y n th e tic B io lo g ics’ re p o rt o n  F o rm 1 0  - K /A  fo r th e  y e a r e n d e d  D e ce mb e r 3 1  , 2 0 1 1  , su b se q u e n t F o rm 1 0  - Q s a n d  a n y  o th e r filin g s w ith  th e  S E C  . T h e  in fo rma tio n  in  th is p re se n ta tio n  is p ro v id e d  o n ly  a s o f th e  d a te  p re se n te d , a n d  S y n th e tic B io lo g ics u n d e rta k e s n o  o b lig a tio n  to  u p d a te  a n y  fo rw a rd  - lo o k in g  sta te me n ts co n ta in e d  in  th is p re se n ta tio n  o n  a cco u n t o f n e w  in fo rma tio n , fu tu re  e v e n ts, o r o th e rw ise , e x ce p t a s re q u ire d  b y  la w  . 2

 



 
E me rg in g  Wo rld w id e  C risis 3  A n tib io tic - re sista n t in fe ctio u s d ise a se s B ra d  S p e llb e rg  , M.D ., a u th o r o f th e  b o o k , R isin g  P la g u e  1  : In fe ctio n s w e re  th e  se co n d  le a d in g  ca u se  o f d e a th  w o rld w id e  in  2 0 0 2 , k illin g  n e a rly  1 5  millio n  p e o p le  –  a lmo st 1  in  3  d e a th s a cro ss th e  g lo b e  A n tib io tic - re sista n t micro b e s in fe ct mo re  th a n  2  millio n  A me rica n s e a ch  y e a r, k illin g  o v e r 1 0 0 ,0 0 0  p e o p le

 



 
T a rg e tin g  In fe ctio u s D ise a se s 4  S y n th e tic B io lo g ics is u tilizin g  mo n o clo n a l a n tib o d ie s, p ro te in s, p e p tid e s a n d  e n zy me s to  e x e cu te  a  “ sn ip e r” a p p ro a ch  to  a d d re ss in fe ctio u s d ise a se  in d ica tio n s v s. a  b ro a d  sp e ctru m “sh o tg u n ” a p p ro a ch  S tra te g ica lly , th is h a s b e e n  su cce ssfu lly  v a lid a te d  o v e r th e  p a st 1 5  y e a rs in  a n o th e r d ise a se  sta te : o n co lo g y  A  b io lo g ics a p p ro a ch

 



 
Ma n a g e me n t T e a m 5  • Je ffre y  R ile y , C E O  P fize r, N ich o ls In stitu te  (Q u e st), S mith K lin e  B e e ch a m, Q IC  • C . E v a n  B a lla n ty n e  , C F O  C lin ica l D a ta , In c., A v e d ro  , Z y me Q u e st , A C N ie lse n , IMS  • Jo h n  Mo n a h a n , P h .D ., E V P  R & D  A v ig e n  , S o ma tix  , T rito n  B io scie n ce s, H o ffma n  - L a R o ch e  • C a ro l R e e d , M.D ., S V P  C lin ica l/R e g u la to ry  C lin ica l D a ta , In c., G e n a issa n ce  P h a rma ce u tica ls, In c., B a y e r P h a rma ce u tica ls, In c. • Mich a e l K a le k o  , M.D ., P h .D  ., S V P  R & D  G e n e tic T h e ra p y , In c. (N o v a rtis)

 



 
C o rp o ra te  O v e rv ie w  • B u ild  o u t p ip e lin e  w ith  la te r clin ica l - sta g e  o p p o rtu n itie s • T a rg e tin g  mu ltid ru g  - re sista n t in fe ctio u s d ise a se s u sin g  b io lo g ics a p p ro a ch  � C lo strid iu m d ifficile  in fe ctio n s � A cin e to b a cte r b a u ma n n i –  g ra m - n e g a tiv e  � A d d itio n a l u n d isclo se d  in fe ctio u s d ise a se  - sp e cifi c p ro g ra ms • A d d itio n a l p ro g ra ms � S y n th e tic D N A  fo r p u lmo n a ry  a rte ria l h y p e rte n sio n  (P A H ) � P ro p rie ta ry  o ra l e strio l fo r mu ltip le  scle ro sis (MS ) • T w o  stra te g ic co lla b o ra tio n s w ith  In tre x o n  C o rp o ra tio n  −  P riv a te  b io te ch n o lo g y  co mp a n y  le d  b y  C E O , R J K irk  6  N Y S E  MK T : S Y N

 



 
C o rp o ra te  F o cu s • In fe ctio u s d ise a se  o u tb re a k s in cre a sin g  w h ile  in te rv e n tio n  o p tio n s d e clin e  2  � Wid e sp re a d  mu ltid ru g  - re sista n t p a th o g e n s � In cre a sin g  n u mb e rs o f immu n o  - co mp ro mise d  p a tie n ts � N e w  p a th o g e n s • U tilize  ta rg e te d  b io lo g ics a p p ro a ch  –  simila r to  ca n ce r d ru g s 1 5  y e a rs a g o  • L a rg e  a n d  g ro w in g  ma rk e ts � S ig n ifi ca n t u n me t me d ica l n e e d  • C o u n te r - cy clica l stra te g y  � B ig  p h a rma  h a s n o t in v e ste d  in  th is a re a  fo r ma n y  y e a rs • G A IN  A ct: E n h a n ce s re g u la to ry  p a th w a y  fo r n o v e l in fe ctio u s d ise a se  tre a tme n ts � In clu d e s a d d itio n a l 5  y e a rs o f ma rk e t p ro te ctio n , fa st tra ck  a n d  a cce le ra te d  N D A  re v ie w s • O p p o rtu n ity  to  mo n e tize /p a rtn e r in fe ctio u s d ise a se  p ro g ra ms R e v o lu tio n ize  th e  tre a tme n t o f in fe ctio u s d ise a se s 7

 



 
P ro d u ct P ip e lin e  8

 



 
9  • P ro p h y la ctic tre a tme n t fo r p re v e n tio n  o f C . d iff in fe ctio n  � D e v e lo p  S Y N  - 0 0 4 , a  p ro p rie ta ry  o ra l β  - la cta ma se  e n zy me , to  b e  co  - a d min iste re d  w ith  β  - la cta m a n tib io tics, su ch  a s p e n icillin s a n d  ce p h a lo sp o rin s �  ~ 8 .7  millio n  A me rica n s a d min iste re d  IV  β  - la cta m a n tib io tics d u rin g  2 0 1 1  3  � A cts lo ca lly  in  G I tra ct p ro te ctin g  micro flo ra  a g a in st h a rmfu l e ffe cts o f β  - la cta m a n tib io tics �  Ma in ta in  n a tu ra l G I micro flo ra  b a la n ce  �  N o  sy ste mic e x p o su re  �  D o e s n o t a ffe ct sy ste mic a ctio n  o f β  - la cta m a n tib io tics • A cq u ire d  β  - la cta ma se  a sse ts fo r p re v e n tio n  o f C . d iff in fe ctio n  � P h a se  I a n d  II stu d ie s d e mo n stra te d  sa fe ty , to le ra b ility  a n d  e ffica cy  In fe ctio u s D ise a se s: C lo strid iu m d ifficile  (C . d iff) A cq u ire d  clin ica l - sta g e  p ro g ra m N o v e mb e r 2 0 1 2

 



 
1 0  S Y N  - 0 0 4 : P re v e n tio n  o f C . d ifficile  P ro te cts a g a in st d a ma g in g /h a rmfu l e ffe cts o f β  - la cta m a n tib io tics N  O  N  N  S  O  O  O  H  H  N  O  N  N  H  S  O  H  H  O  O  H  A ctiv e  β -la cta m In a ctiv e  A mp icillo ic a cid  P 3 A  O ra lly  a d min ste re d  P 3 A  i.v . a d min iste re d  ß -la cta ms P 3 A  d e g ra d e s a ctiv e  ß -la cta m a n tib io tics in  G I tra ct to  in a ctiv e  a mp icillo ic a cid  B ilia ry  se cre tio n  o f ß - la cta ms ß -la cta ms S Y N  - 0 0 4  In a ctiv e  A mp icillo ic a cid  A ctiv e  ß  - la cta m N  O  N  N  S  O  O  O  H  H  N  O  N  N  H  S  O  H  H  O  O  H  A ctiv e  β -la cta m In a ctiv e  A mp icillo ic a cid  P 3 A  O ra lly  a d min ste re d  P 3 A  i.v . a d min iste re d  ß -la cta ms P 3 A  d e g ra d e s a ctiv e  ß -la cta m a n tib io tics in  G I tra ct to  in a ctiv e  a mp icillo ic a cid  B ilia ry  se cre tio n  o f ß - la cta ms ß -la cta ms O ra lly  a d min iste r S Y N  - 0 0 4  B ilia ry  se cre tio n  o f ß  - la cta ms IV  a d min iste re d  ß  - la cta m a n tib io tic S Y N  - 0 0 4  in te n d e d  to  d e g ra d e  a ctiv e  ß  - la cta m a n tib io tics in  G I tra ct to  in a ctiv e  a mp icillo ic a cid  • S Y N  - 0 0 4  is n o t a n  a n tib io tic b u t a  b io  - e n g in e e re d  se rin e  β  - la cta ma se  e n zy me  • S Y N  - 0 0 4  in te n d e d  to  d e g ra d e  a ctiv e  β  - la cta m a n tib io tics in  G I tra ct to  in a ctiv e  a mp icillo ic a cid

 



 
S Y N  - 0 0 4 : A ctin g  lo ca lly  in  th e  G I T ra ct w ith o u t A ffe ctin g  S y ste mic A ctio n  o f A n tib io tics P IP E R A C IL L IN -T A Z O B A C T A M +  IP S A T  P 1 A  2 8  mg  (N = 1 2 ) P IP E R A C IL L IN -T A Z O B A C T A M +  IP S A T  P 1 A  5 6  mg  (N = 1 2 ) P IP E R A C IL L IN -T A Z O B A C T A M +  P la ce b o  (N = 1 2 ) F A E C A L  P IP E R A C IL L IN  C O N C E N T R A T IO N S  (µ g /g ) 0  2 5  5 0  7 5  1 0 0  1 2 5  1 5 0  1 7 5  2 0 0  2 2 5  2 5 0  2 7 5  3 0 0  3 2 5  3 5 0  3 7 5  4 0 0  D A Y  1 D A Y  1 D A Y  1  D A Y  2 D A Y  2 D A Y  2  D A Y  3 D A Y  3 D A Y  3  D A Y  4 D A Y  4 D A Y  4  D A Y  5 D A Y  5 D A Y  5  D A Y  6 D A Y  6 D A Y  6  L IN E A R  S C A L E  P IP E R A C IL L IN -T A Z O B A C T A M +  IP S A T  P 1 A  2 8  mg  (N = 1 2 ) P IP E R A C IL L IN -T A Z O B A C T A M +  IP S A T  P 1 A  5 6  mg  (N = 1 2 ) P IP E R A C IL L IN -T A Z O B A C T A M +  P la ce b o  (N = 1 2 ) P L A S MA  C O N C E N T R A T IO N  (µ g /ml) 0  4 0  8 0  1 2 0  1 6 0  2 0 0  2 4 0  2 8 0  3 2 0  3 6 0  T IME  (h ) H 0  H 0 .5  H 1  H 2  H 3  H 4  H 5  H 6  0  4 0  8 0  1 2 0  1 6 0  2 0 0  2 4 0  2 8 0  G I T ra ct S y ste mic 1 1  O ra l F irst G e n e ra tio n  C a n d id a te  (fo rme rly  k n o w n  a s P 1 A ) D e g ra d e s P ip / T a zo  in  G I T ra ct WIT H O U T  A ffe ctin g  S y ste mic p K  o f P ip / T a zo  in  H u ma n s Ip sa t T h e ra p e u tics P h a se  I T ria l: IT  - 0 0 8  d a ta  a cq u ire d  fro m P re v  A b R  L L C ; N o v e mb e r 2 0 1 2 .

 



 
1 2  • In cre a sin g  in cid e n ce  a n d  o fte n  d ru g  re sista n t • T o x in s p ro d u ce d  b y  C . d iff b a cte ria  re su lt in  d ia rrh e a , a n d  in  se rio u s ca se s le a d  to  p se u d o me mb ra n o u s co litis a n d  p o ssib ly  d e a th  • In  th e  U .S . d u rin g  2 0 0 9 , in fe ctio n s ca u se d  b y  C . d iff re su lte d  in : –  Mo re  th a n  3 3 7 ,0 0 0  h o sp ita liza tio n s 4  –  3 0 ,0 0 0  d e a th s 4  –  $ 8 .2  b illio n  in  co sts a sso cia te d  w ith  C . d iff - re la te d  sta y s in  th e  h o sp ita l 5  • C u rre n tly  th e  le a d in g  ca u se  o f h o sp ita l a cq u ire d  in fe ctio n s (H A Is) C . d ifficile  : Ma rk e t O v e rv ie w  Imp a ct o n  p a tie n ts a n d  g ro w in g  e co n o mic b u rd e n  T h e re  a re  cu rre n tly  n o  a p p ro v e d  p ro d u cts fo r th e  p re v e n tio n  o f C . d iff in fe ctio n s

 



 
A cin e to b a cte r In fe ctio n  : Ma rk e t O v e rv ie w  D e a d ly  g ra m - n e g a tiv e  b a cte ria  • M o rta lity  ra te s a s h ig h  a s 4 3 %  re p o rte d  6  • Mu lti - b illio n  d o lla r ma rk e t o p p o rtu n ity  7  • Mu ltid ru g  - re sista n t d u e  to  p a th o g e n ’s a b ility  to  ra p id ly  mu ta te  8  • S u rv iv e s o n  d ry  su rfa ce s fo r u p  to  3 6  d a y s � S u rv iv e s tw ice  a s lo n g  a s n o n  - b io fi lm - fo rmin g  p a th o g e n s 9  • A cin e to b a cte r d ise a se  p ro fi le  � 2 .6 %  o f H A Is 1 0  � 1 .3 %  o f b lo o d stre a m in fe ctio n s 1 0  � 7 %  o f IC U  re sp ira to ry  tra ct in fe ctio n s in  U .S . 1 0  � P n e u mo n ia  , b a cte re mia , e n d o ca rd itis, sk in  a n d  so ft tissu e  in fe ctio n s, u rin a ry  tra ct in fe ctio n s a n d  me n in g itis • In cre a sin g  tra u ma  ce n te r risk  fo r w o u n d e d  milita ry  p e rso n n e l a n d  n a tu ra l d isa ste r v ictims 1 1  1 3

 



 
A cin e to b a cte r : Mo n o clo n a l A n tib o d y  A p p ro a ch  1 4  In tre x o n  co lla b o ra tio n  fo r mA b  d e v e lo p me n t In tre x o n ’s p ro p rie ta ry  te ch n o lo g ie s/p ro ce sse s p ro d u ce  mA b s to  d e te ct a n d  d e stro y  v iru se s, b a cte ria  a n d  to x in s • mA b L o g ix  ™  –  fu lly  h u ma n  a n tib o d y  d isco v e ry  p la tfo rm • L E A P  ™  –  ra p id  id e n tifica tio n  a n d  se le ctio n  o f ta rg e te d  ce lls o f in te re st • P ro te in  e n g in e e rin g  –  imp ro v e d  o r n o v e l p ro te in  fu n ctio n s mA b L o g ix  ™  a n d  L E A P ™  a re  re g iste re d  tra d e ma rk s o f In tre x o n  C o rp o ra tio n .

 



 
1 5  mA b L o g ix  T M P la tfo rm fo r mA b  D e v e lo p me n t In fe ctio n  d ise a se  p a th o g e n  (b a cte ria , v iru se s &  to x in s) mA b  in je ctio n  “ta g s” p a th o g e n  Immu n e  sy ste m a tta ck s “ta g g e d ” p a th o g e n  R a p id  p ro d u ctio n  o f fu lly  h u ma n  mA b s b e g in s w ith  h u ma n  to n sil tissu e  mA b L o g ix  ™  is a  re g iste re d  tra d e ma rk  o f In tre x o n  C o rp o ra tio n .

 



 
S Y N  - P A H : S y n th e tic D N A  T h e ra p y  In tre x o n ’s p ro p rie ta ry  te ch n o lo g ie s/p ro ce sse s d e liv e r sy n th e tic D N A  to  th e  p u lmo n a ry  a rte rie s g e n e ra tin g  h ig h  le v e ls o f p ro sta cy clin  to  tre a t P A H  • U ltra V e cto r®  P la tfo rm –  sca la b le , ra p id  d e v e lo p me n t a n d  cu sto miza tio n  o f tra n sg e n e s • C e llu la r mo d e lin g  –  ce ll sy ste m in fo rma tics fo r fa ste r d e sig n  o f n e w  g e n e  ta rg e ts a n d  p ro d u ct p a th w a y s • G e n o me  e n g in e e rin g  –  g e n e  d e liv e ry  p ro v id in g  o p tima l e x p re ssio n  fo r d e sire d  time  a t sp e cific lo ca tio n  In tre x o n  co lla b o ra tio n  fo r P A H  1 6  S y n th e tic b io lo g y  is a n  e me rg in g  fie ld  b e in g  e x p lo re d /fe a tu re d  b y  ma n y . In  2 0 1 2 , F id e lity ®  In v e stme n ts la u n ch e d  its “T h in k in g  B ig ” in itia tiv e  th a t p ro v id e s le a d in g  - e d g e  in sig h ts in to  to p ics su ch  a s sy n th e tic b io lo g y  . U ltra V e cto r®  is re g iste re d  tra d e ma rk s o f In tre x o n  C o rp o ra tio n .

 



 
P A H : Ma rk e t O v e rv ie w  1 7  • G lo b a l P A H  ma rk e t e x p e cte d  to  re a ch  $ 3 .6  b illio n  1 2  b y  2 0 1 5  • H ig h  mo rb id ity  a n d  mo rta lity  • C u rre n tly  th re e  cla sse s o f a p p ro v e d  th e ra p e u tics −  P ro sta cy clin  a n a lo g s: w e ll - e sta b lish e d  e ffica cy  b u t sig n ifica n t sy ste mic sid e  e ffe cts th a t in h ib it u tility  a n d  lo n g  - te rm b e n e fits −  E n d o th e lin  re ce p to r a n ta g o n ists: w id e ly  - u se d , b u t ma y  h a v e  d a n g e ro u s h e p a tic e ffe cts th a t le d  to  a  B la ck  B o x  Wa rn in g  fo r a  le a d in g  d ru g  −  P D E 5  in h ib ito rs: mo d e ra te  e ffica cy  a n d  a re  o fte n  u se d  in  co mb o  w ith  th e  o th e r cla sse s A p p ly in g  sy n th e tic D N A  to  P A H

 



 
MS : Ma rk e t O p p o rtu n ity  • A cco rd in g  to  th e  N a tio n a l Mu ltip le  S cle ro sis S o cie ty  −  4 0 0 ,0 0 0  MS  p a tie n ts in  U .S . (2 .5  millio n  w o rld w id e ) −  2 0 0  p e o p le  d ia g n o se d  p e r w e e k  in  th e  U .S . −  1 .7 5  millio n  p a tie n ts w o rld w id e  a re  w o me n  • ~ 6 0 %  o f p a tie n ts a re  w o me n  o rig in a lly  d ia g n o se d  w ith  re la p sin g  - re mittin g  MS  • ~ 3 5 %  o f MS  p a tie n ts a re  w o me n  w h o  a re  a ffe cte d  b y  co g n itiv e  d y sfu n ctio n  • O ra l d ise a se  - mo d ify in g  th e ra p ie s, su ch  a s T rime sta  T M , a re  e x p e cte d  to  o v e rta k e  in je cta b le s fo r MS  • G lo b a l ma rk e t p o te n tia l $ 8 .7  b illio n  1 3  • E x p lo rin g  p a rtn e rin g  o p p o rtu n itie s U n me t n e e d  fo r o ra l MS  th e ra p ie s su ch  a s S Y N ’s T rime sta  T M (o ra l e strio l) 1 8

 



 
MS : H isto rica l E ffica cy  o f E strio l T h e  “P re g n a n cy  H o rmo n e ”: L in k e d  to  d e cre a se d  MS  re la p se  ra te s • E strio l −  H o rmo n e  p ro d u ce d  b y  p la ce n ta  d u rin g  p re g n a n cy  −  S o lid  sa fe ty  p ro file  (a p p ro v e d  in  E u ro p e /A sia  fo r 4 0 +  y e a rs) • L a n d ma rk  stu d y  p u b lish e d  in  N e w  E n g la n d  Jo u rn a l o f Me d icin e  1 4  −  S tu d y  o f 2 5 4  w o me n  d ia g n o se d  w ith  MS  p rio r to  p re g n a n cy  −  R e la p se  ra te s w e re  sig n ifica n tly  re d u ce d  (p < 0 .0 0 1 ) in  th e  th ird  trime ste r o f p re g n a n cy  co mp a re d  to  p re  - p re g n a n cy  le v e ls −  R e la p se  ra te s w e re  sig n ifica n tly  in cre a se d  (p < 0 .0 0 1 ) d u rin g  th e  first th re e  mo n th s p o st - p a rtu m co mp a re d  to  p re  - p re g n a n cy  le v e ls −  T h e  d e cre a se  in  re la p se  ra te  d u rin g  p re g n a n cy  w a s mo re  p ro min e n t th a n  a n y  o th e r th e ra p e u tic e ffe ct re p o rte d  to  d a te  1 9

 



 
MS : R e la p sin g  - R e mittin g  MS  P h a se  II C lin ica l T ria l o f T rime sta  T M (o ra l e strio l) • Mu lti - ce n te r, ra n d o mize d , d o u b le  - b lin d , p la ce b o  - co n tro lle d  tria l −  C o mp a rin g  re la p se  ra te s o v e r 2  y e a rs b e tw e e n  8  mg  o f o ra l T rime sta  T M ta k e n  d a ily  v e rsu s ma tch in g  p la ce b o  −  A ll p a tie n ts tre a te d  w ith  C o p a x o n e  ®  a s sta n d a rd  o f ca re  −  E n ro llme n t co mp le te : 1 6 4  p a tie n ts a t 1 5  U .S . ce n te rs −  R e su lts e x p e cte d  2 H  2 0 1 4  • L a rg e st MS  S o cie ty  g ra n t (to ta l g ra n ts $ 8  millio n + ) −  O n g o in g  P h a se  II clin ica l tria l in  w o me n  w ith  re la p sin g  - re mittin g  MS  1 5  fu n d e d  to  co mp le tio n  • R h o n d a  V o sk u h l , M.D ., P ro fe sso r, U C L A  D e p a rtme n t o f N e u ro lo g y , T rime sta  T M k e y  o p in io n  le a d e r a n d  le a d  p rin cip a l in v e stig a to r 2 0  C o p a x o n e  ®  is a  re g iste re d  tra d e ma rk  o f T e v a  P h a rma ce u tica l In d u strie s L td .

 



 
MS : C o g n itiv e  D y sfu n ctio n  • R a n d o mize d , d o u b le  - b lin d , p la ce b o  - co n tro lle d  clin ica l tria l o f fe ma le  MS  p a tie n ts a t U C L A  1 6  −  E n ro llme n t in itia te d  Ja n u a ry  2 0 1 2  −  T rime sta  T M v e rsu s ma tch in g  p la ce b o  o v e r o n e  y e a r w ith  a ll p a tie n ts re ma in in g  o n  st a n d a rd  F D A  - a p p ro v e d  MS  tre a tme n t −  R e su lts e x p e cte d  2 H  2 0 1 4  • P ilo t tria l co n d u cte d  b y  D r. V o sk u h l d e mo n stra te d  a  1 4 %  imp ro v e me n t in  P a ce d  A u d ito ry  S e ria l A d d itio n  T e st (P A S A T ) co g n itiv e  te stin g  sco re s ( p  =  0 .0 4 ) in  re la p sin g  - re mittin g  MS  p a tie n ts a t 6  mo n th s o f th e ra p y  v e rsu s co n tin u e d  co g n itiv e  d e te rio ra tio n  • Ma jo rity  o f o n g o in g  co sts fu n d e d  b y  p h ila n th ro p ic fo u n d a tio n s, in clu d in g  S k irb a ll F o u n d a tio n  2 1  P h a se  II C lin ica l T ria l o f T rime sta  T M

 



 
C o rp o ra te  S n a p sh o t • C u rre n t P rice  : $ 2 .0 0  (a s o f 1 1 /3 0 /1 2 ) • 5 2  We e k  R a n g e : $ 1 .0 4  - $  2 .9 5  • A v e ra g e  V o lu me  (3  mo n th s): 4 8 ,0 8 7  • S h a re s O u tsta n d in g : ~ 4 3 .7  millio n  (a s o f 1 0 /3 1 /1 2  ) • Wa rra n ts O u tsta n d in g : ~ 2 .0  millio n  *  • V e ste d  O p tio n s O u tsta n d in g : ~ 2 .6  millio n  * *  • Ma rk e t C a p ita liza tio n : ~ $ 8 7  millio n  • C a p  S tru ctu re : C o mmo n , n o  d e b t, n o  p re fe rre d  • C a sh : ~ $ 1 4 .2  millio n  ( p ro  fo rma  1 0 /3 1 /1 2 ) • O ffice s in  R o ck v ille , Ma ry la n d  2 2  *  A s o f O cto b e r 3 1 , 2 0 1 2 ; w e ig h te d  a v e ra g e  e x e rcise  p rice  is $ 2 .7 2  * *  A s o f O cto b e r 3 1 , 2 0 1 2 ; w e ig h te d  a v e ra g e  e x e rcise  p rice  is $ 1 .7 6 ; to ta l o p tio n s o u tsta n d in g : ~ 4 .3  millio n  N Y S E  MK T : S Y N

 



 
2 3  U p co min g  Mile sto n e s • In itia te  d e v e lo p me n t o f re ce n tly  a cq u ire d  C . d ifficile  clin ica l p ro g ra m (4 Q  2 0 1 2 ) • F u lly  h u ma n  mA b s fo r A cin e to b a cte r −  D e sig n , e n g in e e r a n d  o p timize  le a d  ca n d id a te s to  co n firm in  v iv o  a ctiv ity  (1 Q  2 0 1 3 ) −  G e n e ra te  p a n e l o f re co mb in a n t fu lly  h u ma n  a n tib o d ie s (1 Q  2 0 1 3 ) −  D e v e lo p  a n d  ma n u fa ctu re  ce ll lin e s • In itia te  d e v e lo p me n t p la n s fo r tw o  o th e r in fe ctio u s d ise a se s in d ica tio n s (D iscu ssio n s u n d e r w a y ) • S y n th e tic D N A  - b a se d  th e ra p y  fo r P A H  −  V e cto r o p timiza tio n  u n d e rw a y  −  P la n n e d  a n ima l to x ico lo g y  stu d ie s −  T a rg e tin g  h u ma n  tria ls (2 0 1 4  time fra me ) • In  - lice n se  a d d itio n a l p ro g ra ms fro m u n iv e rsitie s a n d  o th e r th ird  p a rtie s • C o mp le te  P h a se  II MS  clin ica l tria ls −  C o mp le te  p a tie n t e n ro llme n t in  co g n itiv e  d y sfu n ctio n  tria l (2 H  2 0 1 3 ) −  R e su lts fro m co g n itiv e  d y sfu n ctio n  tria l (2 H  2 0 1 4 ) −  R e su lts fro m re la p sin g  - re mittin g  tria l (2 H  2 0 1 4 )

 



 
N Y S E  MK T : S Y N  D e ce mb e r 2 0 1 2  D e c 2 0 1 2  –  v 6  –  F IN A L

 



 
R e fe re n ce s S lid e  3  : 1  S p e llb e rg  , B . R isin g  P la g u e : T h e  G lo b a l T h re a t fro m D e a d ly  B a cte ria  a n d  O u r D w in d lin g  A rse n a l to  F ig h t T h e m. C o p y rig h t 2 0 0 9 . S lid e  7  : 2  S a y lo r, C , D a d a ch o v a  , E , C a sa d e v a ll , A , Mo n o clo n a l a n tib o d y  - b a se d  th e ra p ie s fo r micro b ia l d ise a se s. V a ccin e . 2 0 0 9  D e ce mb e r 3 0 ; 2 7  ( S u p p l 6 ): G 3 8  - G 4 6 . S lid e  9  : 3  G lo b a lD a ta  . B e ta  - la cta m A n tib io tics S a le s - U n ite d  S ta te s o f A me rica , 2 0 1 1 . P re p a re d  fo r S y n th e tic B io lo g ics, In c. N o v e mb e r 2 0 1 2 . S lid e  1 1  : 4  U .S . D e p a rtme n t o f H e a lth  &  H u ma n  S e rv ice s. A g e n cy  fo r H e a lth ca re  R e se a rch  a n d  Q u a lity . Ja n u a ry  2 5 , 2 0 1 2 . A v a ila b le  a t h ttp ://w w w .a h rq .g o v /n e w s/n n /n n 0 1 2 5 1 2 .h tm . A cce sse d  N o v e mb e r 5 , 2 0 1 2  . 5  A g e n cy  fo r H e a lth ca re  R e se a rch  a n d  Q u a lity . H e a lth ca re  a n d  C o st U tiliza tio n  P ro je ct. S ta tistica l B rie f # 1 2 4 . C lo strid iu m d ifficile  In fe ctio n s (C D I) in  H o sp ita l S ta y s, 2 0 0 9 . Ja n u a ry  2 0 1 2 . A v a ila b le  a t h ttp ://w w w .h cu p  - u s.a h rq .g o v /re p o rts/sta tb rie fs/sb 1 2 4 .p d f . S lid e  9  : 6  F a la g a s , ME , B lizio tis , L A , a n d  S ie mp o s , II. A ttrib u ta b le  mo rta lity  o f A cin e to b a cte r b a u ma n n ii in fe ctio n s in  critica lly  ill p a tie n ts: a  sy ste ma tic re v ie w  o f ma tch e d  co h o rt a n d  ca se  - co n tro l stu d ie s. C ritica l C a re  2 0 0 6 , 1 0 :R 4 8 . 7  B a rre tt, L . F o rme r V P  o f U S  Ma rk e tin g  a n d  G lo b a l B u sin e ss Ma n a g e r In fe ctio u s D ise a se s a t Wy e th . G u e st B lo g , A n tib io tic Ma rk e ts a n d  S P L U . h ttp :// a n tib io tics - th e p e rfe ctsto rm.b lo g sp o t.co m/2 0 1 2 /0 3 /a n tib io tic - ma rk e ts - a n d  - sp lu  -
g u e st.h tml . Ma rch  2 0 , 2 0 1 2  . 8  T h e  C e n te r fo r D ise a se  D y n a mics, E co n o mics &  P o licy . h ttp ://cd d e p .o rg /R e sista n ce Ma p /o v e rv ie w  . T re n d s b y  U .S . C e n su s D iv isio n s fo r Mu ltid ru g  - re sista n t A cin e to b a cte r b a u ma n n ii (2 0 1 0 ). 9  E sp in a l P , Ma rtí S , V ila  J. E ffe ct o f b io film fo rma tio n  o n  th e  su rv iv a l o f A cin e to b a cte r b a u ma n n ii o n  d ry  su rfa ce s. J H o sp  In fe ct. 2 0 1 2  Ja n ; 8 0 (1 ):5 6  - 6 0 . E p u b  2 0 1 1  O ct 4  . 1 0  Jo n e s, M, e t a l. E me rg in g  re sista n ce  a mo n g  b a cte ria l p a th o g e n s in  th e  in te n siv e  ca re  u n it –  a  E u ro p e a n  a n d  N o rth  A me rica n  S u rv e i lla n ce  stu d y  (2 0 0 0  - 2 0 0 2 ). A n n  C lin  Micro b io l A n timicro b  ; 3 (1 4 ).; Wisp lin g h o ff , H , e t a l. N o so co mia l B lo o d stre a m In fe ctio n s in  U S  H o sp ita ls: A n a ly sis o f 2 4 ,1 7 9  C a se s fro m a  P ro sp e ctiv e  N a tio n w id e  S u rv e illa n ce  S tu d y . C lin  In fe ct D is 2 0 0 4 ; 3 9 (3 ): 3 0 9  - 1 7 .; Wa ch te r , K . S te p  A sid e , MR S A , H e re  C o me s A cin e to b a cte r . O B . G Y N . N e w s , Ja n u a ry  1 5 , 2 0 0 6  . 1 1  C a mp  , C  a n d  T a tu m, O L . A  R e v ie w  o f A cin e to b a cte r b a u ma n n ii a s a  H ig h ly  S u cce ssfu l P a th o g e n  in  T ime s o f Wa r. L A B ME D IC IN E . N o v e mb e r 2 0 1 0 , V o l. 4 1 , N u mb e r 1 1 . 2 5

 



 
R e fe re n ce s S lid e  1 2  : 1 2  G lo b a lD a ta  , P u lmo n a ry  A rte ria l H y p e rte n sio n  (P A H ) –  D ru g  P ip e lin e  A n a ly sis a n d  Ma rk e t F o re ca sts to  2 0 1 6 . S lid e  1 3  : 1 3  C u rre n t e stima te d  sa le s o f in je cta b le  d ise a se  - mo d ify in g  MS  th e ra p ie s. R e se a rch  a n d  Ma rk e ts: Mu ltip le  S cle ro sis T h e ra p e u tics –  P i p e lin e  A sse ssme n t a n d  Ma rk e t F o re ca sts to  2 0 1 9 . N o v a rtis 2 0 1 1  F in a n cia l R e p o rt. S lid e  1 4  : 1 4  P r e g n a n cy  I n  M u ltip le  S  cle ro sis (P R IMS ) S tu d y ; C o n fa v re u x  , C ., H u tch in so n , M., H o u rs, M.M., C o rtin v is - T o u rn ia ire  , P ., Mo re a u , T ., a n d  th e  P re g n a n cy  in  MS  G ro u p  (1 9 9 8 ). R a te  o f P re g n a n cy  - R e la te d  R e la p se  in  Mu ltip le  S cle ro sis. N e w  E n g la n d  Jo u rn a l o f Me d icin e  , 3 3 9 , 2 8 5  - 2 9 1 . S lid e  1 5  : 1 5  w w w .clin ica ltria ls.g o v /ct2 /sh o w /N C T 0 0 4 5 1 2 0 4  S lid e  1 6  : 1 6  w w w .clin ica ltria ls.g o v /ct2 /sh o w /N C T 0 1 4 6 6 1 1 4  2 6

 

 


