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Forward Looking Statements 

This	
  presentaBon	
  may	
  contain	
  forward-­‐looking	
  statements	
  with	
  respect	
  to	
  the	
  financial	
  condiBon,	
  
results	
  and	
  business	
  achievements/performance	
  of	
  Biotron	
  Limited	
  (ACN	
  086	
  399	
  144)	
  and	
  certain	
  
of	
   the	
   plans	
   and	
   objecBves	
   of	
   its	
   management.	
   These	
   statements	
   are	
   statements	
   that	
   are	
   not	
  
historical	
  facts.	
  Words	
  such	
  as	
  “should”,	
  “expects”,	
  “anBcipates”,	
  “esBmates”,	
  “believes”	
  or	
  similar	
  
expressions,	
  as	
  they	
  relate	
  to	
  Biotron	
  Limited,	
  are	
  intended	
  to	
  idenBfy	
  forward-­‐looking	
  statements.	
  
By	
   their	
   nature,	
   forward-­‐looking	
   statements	
   involve	
   risk	
   and	
   uncertainty	
   because	
   they	
   reflect	
  
Biotron’s	
  current	
  expectaBons	
  and	
  assumpBons	
  as	
  to	
  future	
  events	
  and	
  circumstances	
  that	
  may	
  not	
  
prove	
   accurate.	
   There	
   is	
   no	
   guarantee	
   that	
   the	
   expected	
   events,	
   trends	
   or	
   results	
   will	
   actually	
  
occur.	
   Any	
   changes	
   in	
   such	
   assumpBons	
   or	
   expectaBons	
   could	
   cause	
   actual	
   results	
   to	
   differ	
  
materially	
  from	
  current	
  expectaBons.	
  



BIT225	
  Snapshot	
  

-­‐  Prepared	
  based	
  on	
  above	
  a\er	
  the	
  August	
  Board	
  meeBng	
  

-­‐  Guided	
  the	
  wording	
  of	
  the	
  prospectus	
  dra\	
  and	
  the	
  use	
  of	
  proceeds	
  

-­‐  While	
  capital	
  requirements	
  are	
  determined	
  based	
  on	
  proposed	
  plan,	
  the	
  final	
  schedule	
  

of	
  work	
  will	
  be	
  largely	
  dictated	
  by	
  available	
  capital	
  

-­‐  First	
  in	
  class	
  drug	
  and	
  new	
  drug	
  target	
  for	
  treatment	
  of	
  HIV	
  and	
  HepaBBs	
  C	
  virus	
  (HCV)	
  

-­‐  Seven	
  clinical	
  trials	
  completed;	
  another	
  is	
  fully	
  recruited	
  with	
  preliminary	
  data	
  1Q15	
  

-­‐  Demonstrated	
  clinical	
  acBvity	
  against	
  HCV	
  G1	
  and	
  G3	
  

-­‐  Independently	
  shown	
  to	
  have	
  HCV	
  pan-­‐genotype	
  acBvity	
  in	
  vitro	
  

-­‐  Efficiently	
  inhibits	
  HIV	
  replicaBon	
  in	
  monocyte/macrophage	
  reservoir	
  cells	
  in	
  vitro	
  and	
  in	
  vivo	
  

-­‐  Patent	
  posiBon	
  over	
  compound	
  and	
  its	
  uses	
  

-­‐  Compound	
  is	
  relaBvely	
  easy	
  to	
  make	
  and	
  formulate;	
  very	
  stable	
  at	
  room	
  temperature	
  –	
  important	
  

for	
  supply	
  chains	
  

-­‐  Significantly	
  undervalued	
  compared	
  to	
  other	
  HCV	
  drugs	
  =	
  potenBal	
  for	
  considerable	
  upside	
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Significant	
  Progress	
  During	
  Last	
  12	
  Months	
  

ACTIVITY	
   STATUS/OUTCOME	
  

Phase	
  2	
  HIV/HCV	
  co-­‐infected	
  trial	
   100%	
  SVR12	
  data	
  reported	
  for	
  HIV/HCV	
  G3	
  	
  

Phase	
  2a	
  HIV	
  trial	
   Impact	
  on	
  immune	
  acBvaBon	
  reported	
  

Phase	
  2,	
  three-­‐month	
  dosing	
  HCV	
  G1	
  &	
  G3	
  
trial	
   Fully	
  recruited;	
  preliminary	
  interim	
  data	
  anBcipated	
  1Q15	
  

Development	
  of	
  BIT225	
  capsules	
   Improves	
  delivery	
  of	
  BIT225,	
  in	
  a	
  user	
  friendly	
  format	
  suitable	
  
for	
  larger	
  scale	
  trials	
  

Patent	
  posiBon	
  strengthened	
   Key	
  patents	
  for	
  BIT225	
  and	
  other	
  compounds	
  issued	
  in	
  the	
  
USA	
  and	
  other	
  jurisdicBons	
  

CompleBon	
  of	
  $4	
  million	
  capital	
  raising	
   Fully	
  underwripen	
  rights	
  issue	
  closed	
  over-­‐subscribed	
  with	
  
no	
  shorqall	
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BIT225	
  -­‐	
  Proven	
  Clinical	
  Track	
  Record	
  

	
  
-­‐  Over	
  180	
  paBents	
  and	
  healthy	
  volunteers	
  dosed	
  with	
  BIT225	
  to	
  date	
  

-­‐  PosiBve	
  data	
  recorded	
  in	
  all	
  trials	
  

-­‐  HCV	
  G1	
  (BIT225-­‐005)	
  –	
  100%	
  receiving	
  400mg	
  (28	
  days	
  in	
  combinaBon	
  with	
  48	
  weeks	
  IFN/
RBV)	
  were	
  virus-­‐free	
  at	
  48	
  weeks	
  

-­‐  Co-­‐infected	
  HIV/HCV	
  GT3	
  (BIT225-­‐006)	
  –	
  100%	
  compleBng	
  course	
  of	
  300mg	
  (28	
  days	
  in	
  
combinaBon	
  with	
  48	
  weeks	
  IFN/RBV)	
  were	
  HCV-­‐free	
  12	
  weeks	
  post-­‐treatment	
  (SVR12)	
  i.e.	
  
cured	
  of	
  HCV	
  infec;on	
  

-­‐  BIT225	
  increases	
  the	
  rate	
  at	
  which	
  HCV	
  is	
  cleared	
  (especially	
  for	
  GT3)	
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Biotron	
  -­‐	
  Advanced	
  Pipeline	
  

INDICATION	
  
	
  

COMPOUND	
  
	
  

DISCOVERY	
   PRECLINICAL	
   PHASE	
  1	
   PHASE	
  2	
   PHASE	
  3	
  

Hep	
  C	
   BIT225	
  

HIV/Hep	
  C	
   BIT225	
  

HIV	
   BIT225	
  

Next	
  
genera;on	
  -­‐
HCV	
  

BIT314	
  

Dengue	
   Leads	
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Large	
  and	
  Growing	
  Global	
  Market	
  for	
  Hepa;;s	
  C	
  	
  

•  Forecast	
  to	
  grow	
  to	
  over	
  $19bn	
  by	
  2016	
  
•  180	
  million	
  people	
  infected	
  worldwide	
  (3%	
  world	
  populaBon)	
  

•  EsBmated	
  3	
  to	
  5	
  million	
  paBents	
  in	
  US	
  &	
  30	
  million	
  paBents	
  in	
  China	
  	
  

•  New	
  drugs	
  have	
  demonstrated	
  significant	
  pricing	
  power	
  
•  Gilead’s	
  Sovaldi	
  (Sofosbuvir)	
  at	
  US$84,000	
  for	
  a	
  12	
  week	
  course	
  

•  Q1	
  2014	
  sales	
  US$2.3	
  bn;	
  Q2	
  2014	
  sales	
  US$3.5	
  bn	
  

•  Recent	
  new	
  HCV	
  drug	
  combinaBons	
  not	
  opBmal	
  	
  
•  Lengthy	
  treatment	
  –	
  12	
  weeks	
  or	
  more	
  

•  Not	
  pan-­‐genotypic	
  –	
  BIT225	
  is	
  pan-­‐genotypic	
  in	
  vitro	
  

•  Not	
  as	
  effecBve	
  against	
  HCV	
  G3	
  –	
  BIT225	
  has	
  good	
  ac;vity	
  against	
  HCV	
  G3	
  

•  Partnering	
  sBll	
  acBve	
  	
  
•  Merck	
  bought	
  Idenix	
  for	
  US$3.8	
  bn	
  in	
  June	
  14	
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BIT225	
  –	
  First	
  of	
  a	
  New	
  Class	
  of	
  HCV	
  Drugs	
  

ü  Novel,	
  oral,	
  small	
  molecule	
  	
  

ü  Only	
  one	
  of	
  its	
  class	
  (p7	
  inhibitor)	
  in	
  clinical	
  trials	
  	
  

ü  Inhibits	
  viral	
  assembly	
  and	
  infecBvity	
  

ü  Pan-­‐genotype	
  acBvity:	
  

ü  AcBve	
  in	
  vitro	
  against	
  all	
  main	
  genotypes	
  

ü  Shown	
  to	
  be	
  clinically	
  acBve	
  against	
  hard-­‐to-­‐
treat	
  HCV	
  Gen	
  1	
  (1a	
  and	
  1b)	
  and	
  Gen	
  3	
  

ü  PotenBal	
  to	
  fill	
  the	
  gaps	
  le\	
  by	
  other	
  HCV	
  drugs,	
  
e.g.	
  HCV	
  G3	
  

POLYMERASE/PROTEASE	
  
INHIBITORS	
  e.g.	
  
Sofosbuvir/Simeprevir	
  

BIT225	
  -­‐	
  ASSEMBLY/
BUDDING	
  INHIBITOR	
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BIT225	
  Clinical	
  Program	
  –	
  Trials	
  to	
  Date	
  

•  BIT225-­‐001: 	
  Phase	
  1a,	
  single	
  dose,	
  dose	
  escalaBng	
  study	
  in	
  healthy	
  volunteers	
  (48	
  subjects;	
  Aust)	
  

•  BIT225-­‐003: 	
  Phase	
  1b,	
  7-­‐day,	
  repeat	
  dose	
  study	
  in	
  HCV+	
  paBents	
  (35	
  and	
  200	
  mg	
  BID;	
  18	
  subjects;	
  Aust)	
  

•  BIT225-­‐004: 	
  Phase	
  2a,	
  10-­‐day,	
  repeat	
  dose	
  study	
  in	
  HIV+	
  paBents	
  (400	
  mg	
  BID;	
  21	
  subjects;	
  Thailand)	
  

•  BIT225-­‐005: 	
  Phase	
  2a,	
  28-­‐day,	
  repeat	
  dose	
  study	
  in	
  HCV	
  G1	
  paBents	
  in	
  combinaBon	
  with	
  PEG/RBV	
  (200	
  and	
  
	
   	
  400	
  mg	
  BID;	
  24	
  paBents;	
  Thailand)	
  

•  BIT225-­‐006: 	
  Phase	
  2,	
  28-­‐day,	
  repeat	
  dose,	
  open	
  label	
  study	
  in	
  HIV/HCV	
  G1	
  and	
  3	
  co-­‐infected	
  paBents	
  in	
  
	
   	
  combinaBon	
  with	
  PEG/RBV	
  (300	
  mg	
  BID;	
  12	
  paBents;	
  Thailand)	
  	
  

•  BIT225-­‐007: 	
  Phase	
  1,	
  BE/PK	
  study	
  in	
  healthy	
  volunteers,	
  cross-­‐over,	
  single	
  dose	
  comparing	
  capsule	
   	
  
	
   	
  formulaBon	
  with	
  exisBng	
  powder	
  (400	
  mg	
  BID;	
  12	
  subjects;	
  Aust)	
  

•  BIT225-­‐008: 	
  Phase	
  2,	
  3	
  month,	
  repeat	
  dose	
  study	
  in	
  HCV+	
  paBents	
  (G1	
  &	
  3)	
  in	
  combinaBon	
  with	
  PEG/RBV	
  
	
   	
  (200	
  mg	
  BID	
  (capsule	
  formulaBon);	
  60	
  subjects;	
  Thailand);	
  FULLY	
  RECRUITED	
  

NB	
  BIT225-­‐002	
  was	
  an	
  ex	
  vivo	
  study	
  of	
  BIT225	
  on	
  HIV-­‐infected	
  cells	
  isolated	
  from	
  HIV-­‐posiCve	
  paCents	
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BIT225	
  -­‐	
  Clinical	
  Ac;vity	
  in	
  HCV	
  and	
  HIV/HCV	
  Pa;ents	
  

	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  BIT225-­‐005	
  (HCV	
  G1) 	
   	
  BIT225-­‐006	
  (HIV/HCV)	
  

BIT225	
  200	
  mg	
  BID	
  
+	
  IFN/RBV	
  

BIT225	
  400	
  mg	
  BID	
  
+	
  IFN/RBV	
  

Placebo	
  +	
  IFN/RBV	
   IFN/RBV	
  

IFN/RBV	
  

Week	
   4	
   12	
  

IFN/RBV	
  

IFN/RBV	
  

48	
  

E
V
R	
  

n=8	
  

n=8	
  

n=8	
  

ETVR	
  

Treatment	
  
Median	
  log	
  

reduc;on	
  at	
  35	
  
days	
  

%	
  Complete	
  EVR	
  
(<50	
  IU/ml	
  at	
  12	
  

weeks)	
  

%	
  ETVR	
  (<50	
  IU/
ml	
  at	
  48	
  weeks)	
  

400	
  mg	
  BIT225	
  +	
  SOC	
   -­‐4.957	
   86	
   100	
  

200	
  mg	
  BIT225	
  +	
  SOC	
   -­‐4.351	
   88	
   88	
  

Placebo	
  +	
  SOC	
   -­‐3.649	
   63	
   75	
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Week	
  60	
  	
  
All	
  GT3	
  paBent	
  

who	
  
completed	
  

treatment	
  are	
  
HCV-­‐free	
  
(SVR12)	
  

BIT225	
  300	
  mg	
  BID	
  +	
  
IFN/RBV	
  –	
  	
  

HCV	
  Genotype	
  1	
  

BIT225	
  300	
  mg	
  BID	
  
+	
  IFN/RBV	
  –	
  	
  

HCV	
  Genotype	
  3	
  

IFN/RBV	
  

Week	
   5	
   48	
  

n=4	
  

n=8	
  

24	
   60	
  

No	
  
drug	
  

IFN/
RBV	
  

1	
  

ETVR	
   SVR12	
  

NB	
  All	
  paCents	
  were	
  stable	
  on	
  ART	
  before	
  
and	
  throughout	
  the	
  study;	
  HIV	
  remained	
  
undetectable	
  during	
  the	
  treatment	
  period	
  



BIT225-­‐008:	
  Phase	
  2	
  HCV	
  Three-­‐Month	
  Dosing	
  Trial	
  

	
  	
  

 

 

 

Design:	
  
-­‐  Randomised,	
  placebo-­‐controlled,	
  double-­‐blind	
  trial	
  (n=60)	
  

-­‐  Treatment	
  naïve,	
  HCV	
  gen	
  1	
  and	
  3	
  

-­‐  3	
  months	
  dosing	
  with	
  BIT225	
  in	
  combinaBon	
  with	
  IFN/RBV	
  

-­‐  Using	
  new	
  capsule	
  formulaBon	
  	
  

-­‐  1.6	
  fold	
  higher	
  blood	
  levels	
  than	
  previous	
  formulaBon	
  

-­‐  Fully	
  recruited	
  (Thailand);	
  Preliminary	
  interim	
  data	
  expected	
  1Q15	
  

BIT225	
  200	
  mg	
  BID	
  +	
  IFN/RBV	
  	
  HCV	
  Genotype	
  3	
   IFN/RBV	
  

BIT225	
  200	
  mg	
  BID	
  +	
  IFN/RBV	
  	
  HCV	
  Genotype	
  1	
  

Placebo	
  +	
  IFN/RBV	
  	
  
(HCV	
  Genotype	
  1	
  or	
  3)	
  

Week	
   12	
  

IFN/RBV	
  

IFN/RBV	
  

48	
  

n=20	
  

n=20	
  

n=20	
  

24	
  

ETVR	
  

ETVR	
  

Aims:	
  
-­‐  Demonstrate	
  safety	
  of	
  BIT225	
  with	
  3	
  months	
  dosing	
  

-­‐  Extend	
  HCV	
  gen	
  3	
  efficacy	
  data	
  	
  

-­‐  Provide	
  key	
  data	
  to	
  assist	
  with	
  determining	
  future	
  dosing	
  with	
  
BIT225	
  capsules	
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HIV	
  –	
  Towards	
  a	
  Cure	
  

	
  

•  InfecBon	
  rates	
  in	
  Australia	
  are	
  at	
  20	
  year	
  high	
  

•  Over	
  1.1	
  million	
  people	
  living	
  with	
  HIV	
  in	
  the	
  
USA,	
  with	
  1	
  in	
  6	
  unaware	
  of	
  diagnosis	
  

•  US$11.9	
  bn	
  sales	
  in	
  US,	
  Europe	
  and	
  Japan	
  in	
  
2013;	
  expected	
  to	
  grow	
  to	
  US$16.8	
  bn	
  by	
  2020	
  

•  HIV	
  paBents	
  need	
  to	
  stay	
  on	
  anBretroviral	
  drugs	
  
(ART)	
  to	
  keep	
  virus	
  levels	
  under	
  control	
  

•  New	
  mode	
  of	
  acBons	
  drugs	
  are	
  needed	
  to	
  
eradicate	
  or	
  cure	
  HIV	
  infecBon	
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•  BIT225	
  inhibits	
  assembly	
  and	
  budding	
  of	
  new	
  virus	
  
•  Phase	
  2a	
  trial	
  (004)	
  showed	
  that	
  BIT225	
  can	
  reduce	
  HIV	
  levels	
  in	
  macrophage	
  cells	
  in	
  vivo,	
  

paralleling	
  in	
  vitro	
  studies	
  
•  PotenBal	
  benefits	
  on	
  immune	
  aging	
  and	
  HIV-­‐associated	
  demenBa	
  
•  PotenBal	
  for	
  use	
  in	
  future	
  virus	
  eradicaBon	
  treatment	
  

	
  
	
  

	
   	
  	
  

BIT225	
  Targets	
  HIV	
  in	
  Reservoir	
  Cells	
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Time	
  (days)	
  +HIV-­‐1	
  

50	
  
100	
  
150	
  
200	
  

16	
   17	
   19	
   21	
   22	
   23	
   24	
   25	
   26	
   27	
   28	
  

+BIT225	
  

BIT225	
  Stops	
  HIV	
  Replica7on	
  A	
   B	
  

	
  (A)	
  Untreated	
  Controls 	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  	
  (B)	
  BIT225	
  treated	
  cells 



Investment	
  Proposi;on	
  

•  HCV	
  and	
  HIV	
  are	
  high	
  growth,	
  mulB-­‐billion	
  dollar	
  markets	
  

•  Treatment	
  gaps	
  remain	
  	
  

•  BIT225	
  is	
  a	
  novel	
  approach	
  with	
  demonstrated	
  promising	
  efficacy	
  in	
  Phase	
  2a/2	
  clinical	
  trials	
  	
  

•  Represents	
  a	
  new	
  class	
  of	
  direct-­‐acBng	
  HCV	
  drugs	
  

•  PotenBal	
  to	
  fill	
  significant	
  HCV	
  treatment	
  gaps	
  

•  HCV	
  Genotype	
  3	
  

•  HIV/HCV	
  co-­‐infected	
  paBents	
  

•  CirrhoBc	
  paBents	
  

•  PotenBal	
  to	
  eradicate	
  important	
  HIV	
  reservoirs,	
  plus	
  may	
  impact	
  on	
  HIV-­‐associated	
  demenBa	
  

•  Flexibility	
  to	
  combine	
  with	
  any	
  other	
  HCV	
  and	
  HIV	
  drug	
  combinaBons	
  

•  Significantly	
  undervalued	
  in	
  comparison	
  with	
  other	
  HCV	
  companies	
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Outlook	
  for	
  2015	
  	
  
•  Complete	
  BIT225-­‐008	
  HCV	
  trial	
  currently	
  in	
  progress	
  

•  Fully	
  recruited;	
  preliminary	
  interim	
  data	
  expected	
  1Q15	
  
•  InvesBgaBonal	
  New	
  Drug	
  applicaBon(s)	
  (INDs)	
  	
  

•  Engaged	
  with	
  FDA	
  -­‐	
  pre-­‐IND	
  consultaBon	
  HCV	
  combinaBon	
  trial	
  with	
  DAA	
  	
  

•  Complete	
  IND-­‐related	
  acBviBes	
  	
  
•  Modeling	
  of	
  pharmacokineBc	
  data	
  from	
  previous	
  trials	
  to	
  determine	
  opBmal	
  BIT225	
  

dose	
  and	
  frequency	
  in	
  IND	
  trials	
  
•  AddiBonal	
  IND-­‐supporBng	
  in	
  vitro	
  laboratory	
  studies	
  with	
  BIT225	
  
•  Drug-­‐drug	
  interacBon	
  studies	
  

•  File	
  IND	
  applicaBon(s)	
  
•  Expand	
  earlier	
  stage	
  drug	
  programs	
  e.g.	
  Dengue	
  virus	
  when	
  funding	
  available	
  	
  
•  ConBnue	
  commercialisaBon	
  acBviBes	
  aimed	
  at	
  apracBng	
  partners	
  
•  ConBnue	
  to	
  promote	
  company	
  to	
  local	
  and	
  internaBonal	
  investment	
  community	
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Financial	
  Informa;on	
  
Key	
  Financial	
  Metrics	
  

Ticker	
  Code	
   ASX:	
  BIT	
  

Share	
  Price	
  (1	
  Dec	
  2014)	
   A	
  $0.105	
  

Market	
  cap	
   A	
  $29.2	
  million	
  

12	
  Month	
  Trading	
  Range	
   A	
  $0.067	
  –	
  0.29	
  

Shares	
  Outstanding	
   279	
  million	
  

Cash	
  PosiBon	
  (09/14)	
  
A	
  $0.587	
  million	
  
NB	
  -­‐	
  Completed	
  rights	
  issue	
  11/14,	
  
raising	
  $4.1	
  mn	
  before	
  costs	
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Board	
  
Michael	
  Hoy	
   Non-­‐execuBve	
  Chairman	
  

Michelle	
  Miller	
   Managing	
  Director	
  

Susan	
  Pond	
   Non-­‐execuBve	
  Director	
  

Rob	
  Thomas	
   Non-­‐execuBve	
  Director	
  

Denis	
  Wade	
   Non-­‐execuBve	
  Director	
  

12	
  Month	
  Share	
  Price	
  Performance	
  

Ticker	
  Code	
   ASX:	
  BIT	
  

Share	
  Price	
  (15	
  Sept	
  2014)	
   A	
  $0.115	
  

Market	
  cap	
   A	
  $26.3	
  million	
  

12	
  Month	
  Trading	
  Range	
   A	
  $0.075	
  –	
  0.315	
  

Shares	
  Outstanding	
   228	
  million	
  

Cash	
  PosiBon	
  (06/14)	
   A	
  $1.76mn	
  


