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SUDA	
  LTD:	
  INVESTOR	
  PRESENTATION	
  REGARDING	
  
AGREEMENT	
  WITH	
  AMHERST	
  

	
  

PERTH,	
   AUSTRALIA	
   –	
   22	
   January	
   2015:	
   SUDA	
   LTD	
   (ASX:	
   SUD),	
   a	
   leader	
   in	
   oro-­‐mucosal	
  
drug	
  delivery,	
  today	
  announces	
  that	
  Mr.	
  Stephen	
  Carter,	
  Managing	
  Director	
  and	
  CEO,	
  and	
  
Mr.	
  Nick	
  Woolf,	
  Chief	
  Business	
  Officer,	
  are	
  presenting	
  to	
  investors,	
  brokers	
  and	
  analysts	
  
this	
   week	
   in	
   relation	
   to	
   the	
   recently	
   announced	
   cross-­‐licence	
   and	
   collaboration	
  
agreement	
  with	
  Amherst	
  Pharmaceuticals.	
  The	
  investor	
  presentation	
  follows.	
  	
  

	
  
	
  

Further	
  information:	
  
STEPHEN	
  CARTER	
  
CHIEF	
  EXECUTIVE	
  OFFICER	
  /	
  MANAGING	
  DIRECTOR	
  
SUDA	
  LTD	
  
Tel:	
  +61	
  8	
  6142	
  5555	
  
sjcarter@sudaltd.com.au	
  

NOTES	
  TO	
  EDITORS:	
  

About	
  SUDA	
  LTD	
  
SUDA	
  LTD	
  (ASX:	
  SUD)	
  is	
  a	
  drug	
  delivery	
  company	
  focused	
  on	
  oro-­‐mucosal	
  administration,	
  headquartered	
  in	
  
Perth,	
   Western	
   Australia.	
   The	
   Company	
   is	
   developing	
   low-­‐risk	
   oral	
   sprays	
   using	
   novel	
   formulations	
   of	
  
existing	
  off-­‐patent	
  pharmaceuticals.	
  The	
  many	
  potential	
  benefits	
  of	
  administering	
  drugs	
  through	
  the	
  oral	
  
mucosa	
  (ie:	
  cheeks,	
  tongue,	
  gums	
  and	
  palate)	
  include	
  ease	
  of	
  use,	
  lower	
  dosage,	
  reduced	
  side	
  effects	
  and	
  
faster	
  response	
  time.	
  SUDA’s	
  product	
  pipeline	
  includes	
  Zolpimist®,	
  a	
  first-­‐in-­‐class	
  oral	
  spray	
  of	
  zolpidem	
  for	
  
insomnia.	
  Zolpimist®	
   is	
  marketed	
  in	
  the	
  USA	
  and	
  SUDA	
  has	
  rights	
  to	
  the	
  product	
  outside	
  of	
  the	
  Americas	
  
and	
   South	
   Africa.	
   SUDA’s	
   most	
   advanced	
   development-­‐stage	
   product,	
   ArTiMist™,	
   is	
   a	
   novel	
   sublingual	
  
malaria	
   treatment	
   for	
   children.	
   In	
   a	
   Phase	
   III	
   trial,	
   ArTiMist™	
  was	
   shown	
   to	
   be	
   superior	
   to	
   intravenous	
  
quinine.	
   Other	
   products	
   in	
   development	
   include	
   oral	
   sprays	
   for	
   the	
   treatment	
   of	
   migraine	
   headache,	
  
chemotherapy-­‐induced	
   nausea	
   and	
   vomiting,	
   erectile	
   dysfunction	
   and	
   pre-­‐procedural	
   anxiety.	
   For	
  more	
  
information,	
  visit	
  www.sudaltd.com.au	
  

About	
  Amherst	
  Pharmaceuticals	
  
Amherst	
   Pharmaceuticals	
   is	
   a	
   specialty	
   pharmaceutical	
   company,	
   headquartered	
   in	
   New	
   Jersey,	
   USA,	
  
principally	
   focused	
   on	
   launching	
   high-­‐value,	
   FDA-­‐approved	
   products	
   into	
   the	
   market.	
   Amherst	
  
Pharmaceuticals	
  is	
  commercialising	
  Zolpimist®	
  by	
  positioning	
  it	
  as	
  the	
  alternative	
  to	
  oral	
  zolpidem	
  tablets	
  
with	
   a	
   clear	
   and	
   differentiable	
   mode	
   of	
   action	
   based	
   on	
   its	
   unique	
   characteristics.	
   The	
   key	
   strategic	
  
objectives	
  of	
  Amherst	
  Pharmaceuticals	
  are	
  to	
  introduce	
  Zolpimist®	
  as	
  a	
  leader	
  in	
  the	
  insomnia	
  market	
  and	
  
to	
  launch	
  Ondansetron	
  Oral	
  Spray	
  as	
  the	
  preferred	
  anti-­‐emetic.	
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About	
  Zolpimist®	
  
ZolpiMist®	
   is	
   a	
   fast-­‐acting	
  sedative,	
   prescribed	
   for	
   the	
   treatment	
   of	
   insomnia,	
   approved	
   and	
  
commercialised	
  in	
  the	
  USA.	
  	
  It	
  is	
  a	
  novel	
  cherry-­‐flavoured	
  bioequivalent	
  oro-­‐mucosal	
  spray	
  formulation	
  of	
  
zolpidem	
   tartrate,	
   originally	
   marketed	
   by	
   Sanofi	
   in	
   tablet	
   form	
   under	
   the	
   brand	
   name	
   of	
   Stilnox®	
   or	
  
Ambien®.	
  Each	
  metered	
  actuation	
  (one	
  spray)	
  of	
  ZolpiMist®	
  delivers	
  5mg	
  of	
  zolpidem	
  tartrate	
  in	
  100µl	
  of	
  
fluid.	
   The	
   dispensing	
   device	
   is	
   child-­‐resistant	
   containing	
   60	
   actuations.	
   The	
   global	
   insomnia	
   therapeutic	
  
market	
  is	
  forecast	
  to	
  reach	
  US$2.1bn	
  (GBI	
  Research	
  Report)	
  in	
  2017	
  with	
  the	
  US	
  being	
  the	
  largest	
  market.	
  
Zolpidem	
  tartrate	
  is	
  the	
  most	
  widely	
  prescribed	
  sleep	
  aid	
  on	
  the	
  market	
  with	
  a	
  market	
  share	
  in	
  excess	
  of	
  
70%	
  in	
  2013	
  according	
  to	
  IMS	
  data.	
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Broad	
  and	
  proprietary	
  capabili7es	
  to	
  develop	
  novel	
  first-­‐in-­‐class	
  oral	
  sprays	
  that	
  
offer	
  benefits	
  and	
  convenience	
  to	
  pa7ents	
  

4	
  

January	
  2015	
  
F

or
 p

er
so

na
l u

se
 o

nl
y



Strategy	
  to	
  add	
  value	
  rapidly	
  through	
  trade	
  sales,	
  out-­‐licensing	
  and	
  collabora7ons	
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Strengthened	
  pipeline	
  with	
  the	
  addi7on	
  of	
  ZolpiMist,	
  a	
  registered	
  product	
  in	
  the	
  
USA	
  for	
  the	
  treatment	
  of	
  insomnia	
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We	
  have	
  nego7ated	
  an	
  excellent	
  deal	
  for	
  shareholders:	
  gaining	
  rights	
  to	
  ZolpiMist	
  
and	
  securing	
  a	
  US	
  pharma	
  partner	
  to	
  complete	
  the	
  development	
  of	
  SUD-­‐002	
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In	
  clinical	
  trials,	
  ZolpiMist	
  was	
  clinically	
  superior	
  to	
  zolpidem	
  (Ambien	
  or	
  S7lnox)	
  
tablets.	
  The	
  ac7ve	
  in	
  ZolpiMist	
  is	
  the	
  most	
  widely	
  prescribed	
  sleep	
  aid	
  in	
  a	
  >USD2	
  
billion	
  market	
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The	
  zolpidem	
  ac7ve	
  drug	
  was	
  absorbed	
  significantly	
  quicker	
  when	
  administered	
  
with	
  the	
  ZolpiMist	
  spray	
  compared	
  to	
  a	
  tablet	
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Therapeu7c	
  plasma	
  levels	
  were	
  achieved	
  within	
  15	
  minutes	
  with	
  the	
  spray	
  
compared	
  to	
  approx	
  30	
  minutes	
  for	
  the	
  tablet	
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ZolpiMist	
  has	
  the	
  same	
  7-­‐8	
  hour	
  dura7on	
  of	
  seda7on,	
  but	
  with	
  quicker	
  onset	
  
compared	
  to	
  the	
  tablet	
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ZolpiMist	
  achieved	
  a	
  sta7s7cally	
  significant	
  reduc7on	
  in	
  ‘alertness’	
  compared	
  to	
  
the	
  tablet	
  at	
  13	
  minutes	
  post	
  dosing	
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There	
  is	
  significant	
  interest	
  in	
  ZolpiMist	
  from	
  pharma	
  companies	
  due	
  to	
  its	
  
advantages	
  versus	
  tablets	
  and	
  the	
  fact	
  that	
  the	
  product	
  is	
  ready	
  for	
  registra7on	
  in	
  
most	
  countries	
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We	
  are	
  delivering	
  on	
  our	
  guidance	
  announced	
  in	
  November	
  2014	
  at	
  the	
  AGM	
  

14	
  

January	
  2015	
  
F

or
 p

er
so

na
l u

se
 o

nl
y



A	
  sublingual	
  tablet	
  formula7on	
  of	
  zolpidem	
  was	
  partnered	
  globally	
  for	
  USD103M,	
  
including	
  USD13M	
  upfront	
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Our	
  cash	
  runway	
  is	
  approx	
  12	
  months	
  assuming	
  no	
  income	
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We	
  an7cipate	
  an	
  exci7ng	
  year	
  for	
  SUDA	
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