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ASX:	
  IMU	
  

Advanced B Cell Immuno-oncology Vaccine For HER-2+ 
Gastric and Breast Cancer ���

���
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Disclaimer	



This	
  presentaLon	
  is	
  confidenLal	
  and	
  has	
  been	
  provided	
  to	
  the	
  recipient	
  for	
  informaLon	
  purposes	
  only,	
  and	
  no	
  representaLon	
  or	
  warranty,	
  
express	
  or	
  implied,	
  is	
  made	
  as	
  to	
  the	
  completeness	
  or	
  accuracy	
  of	
  the	
  informaLon	
  contained	
  herein.	
  	
  This	
  presentaLon	
  does	
  not	
  consLtute	
  an	
  
offer	
  to	
  purchase	
  securiLes	
  in	
  Imugene	
  Limited	
  (the	
  “Company”)	
  or	
  an	
  offer	
  to	
  sell,	
  or	
  a	
  solicitaLon	
  of	
  an	
  offer	
  to	
  buy	
  any	
  securiLes	
  in	
  the	
  
Company.	
  	
  This	
  presentaLon	
  neither	
  consLtutes	
  nor	
  includes	
  a	
  prospectus	
  to	
  offer	
  securiLes.	
  	
  Further,	
  this	
  presentaLon	
  does	
  not	
  consLtute	
  
an	
  offer	
  by	
  the	
  Company	
  to	
  enter	
  into	
  any	
  transacLon	
  with	
  any	
  person	
  or	
  a	
  solicitaLon	
  of	
  an	
  offer	
  to	
  enter	
  into	
  any	
  transacLon	
  with	
  the	
  
Company	
  in	
  any	
  manner.	
  	
  This	
  presentaLon	
  is	
  being	
  made	
  only	
  to	
  qualified	
  insLtuLonal	
  buyers	
  and	
  insLtuLons	
  that	
  are	
  accredited	
  investors,	
  
as	
  those	
  terms	
  are	
  defined	
  under	
  the	
  U.S.	
  federal	
  securiLes	
  laws	
  and	
  regulaLons,	
  pursuant	
  to	
  SecLon	
  105(c)	
  of	
  the	
  Jump	
  Start	
  Our	
  Business	
  
Startups	
  Act	
  of	
  2012,	
  for	
  the	
  sole	
  purpose	
  of	
  determining	
  whether	
  such	
  persons	
  might	
  have	
  an	
  interest	
  in	
  a	
  contemplated	
  securiLes	
  offering.	
  	
  
This	
  presentaLon	
  may	
  not	
  contain	
  all	
  the	
  details	
  and	
  informaLon	
  necessary	
  for	
  you	
  to	
  make	
  a	
  decision	
  or	
  evaluaLon.	
  	
  Neither	
  this	
  
presentaLon	
  nor	
  any	
  of	
  its	
  contents	
  may	
  be	
  used	
  for	
  any	
  other	
  purpose	
  without	
  the	
  prior	
  wri+en	
  consent	
  of	
  the	
  Company.	
  	
  This	
  presentaLon	
  
is	
  not	
  being	
  distributed	
  through	
  mass	
  communicaLon	
  media	
  or	
  addressed	
  to	
  the	
  general	
  public,	
  or	
  to	
  any	
  person	
  other	
  than	
  the	
  immediate	
  
audience	
  that	
  is	
  receiving	
  this	
  presentaLon	
  in	
  person	
  on	
  the	
  date	
  hereof.	
  	
  This	
  presentaLon	
  must	
  not	
  be	
  distributed,	
  published,	
  reproduced	
  
or	
  disclosed	
  (in	
  whole	
  or	
  in	
  part)	
  by	
  recipients	
  to	
  any	
  other	
  person.	
  	
  By	
  a+endance	
  at	
  the	
  presentaLon	
  each	
  recipient	
  agrees	
  to	
  keep	
  the	
  
presentaLon	
  confidenLal,	
  not	
  to	
  disclose	
  any	
  informaLon	
  included	
  in	
  the	
  presentaLon	
  in	
  any	
  manner	
  whatsoever	
  and	
  not	
  to	
  disclose	
  the	
  fact	
  
of	
  the	
  presentaLon	
  or	
  any	
  of	
  the	
  terms,	
  condiLons,	
  or	
  other	
  facts	
  with	
  respect	
  thereto.	
  	
  No	
  recipient	
  is	
  permi+ed	
  to	
  uLlize	
  this	
  presentaLon	
  
to	
  make	
  an	
  offer,	
  or	
  to	
  solicit	
  any	
  offer,	
  to	
  enter	
  into	
  any	
  transacLon	
  whatsoever	
  with	
  or	
  on	
  behalf	
  of	
  the	
  Company.	
  

Certain	
  statements	
  contained	
  in	
  this	
  presentaLon,	
  including,	
  without	
  limitaLon,	
  statements	
  containing	
  the	
  words	
  “believes,”	
  “plans,”	
  
“expects,”	
  “anLcipates,”	
  and	
  words	
  of	
  similar	
  import,	
  consLtute	
  “forward-­‐looking	
  statements.”	
  	
  Such	
  forward-­‐looking	
  statements	
  involve	
  
known	
  and	
  unknown	
  risks,	
  uncertainLes	
  and	
  other	
  factors	
  that	
  may	
  cause	
  the	
  actual	
  results,	
  performance	
  or	
  achievements	
  of	
  the	
  Company	
  
to	
  be	
  materially	
  different	
  from	
  any	
  future	
  results,	
  performance	
  or	
  achievements	
  expressed	
  or	
  implied	
  by	
  such	
  forward-­‐looking	
  statements.	
  	
  
Such	
  factors	
  include,	
  among	
  others,	
  the	
  following:	
  	
  the	
  risk	
  that	
  our	
  clinical	
  trials	
  will	
  be	
  delayed	
  and	
  not	
  completed	
  on	
  a	
  Lmely	
  basis;	
  the	
  risk	
  
that	
  the	
  results	
  from	
  the	
  clinical	
  trials	
  are	
  not	
  as	
  favorable	
  as	
  we	
  anLcipate;	
  the	
  risk	
  that	
  our	
  clinical	
  trials	
  will	
  be	
  more	
  costly	
  than	
  
anLcipated;	
  and	
  the	
  risk	
  that	
  applicable	
  regulatory	
  authoriLes	
  may	
  ask	
  for	
  addiLonal	
  data,	
  informaLon	
  or	
  studies	
  to	
  be	
  completed	
  or	
  
provided	
  prior	
  to	
  their	
  approval	
  of	
  our	
  products.	
  	
  Given	
  these	
  uncertainLes,	
  undue	
  reliance	
  should	
  not	
  be	
  placed	
  on	
  such	
  forward-­‐looking	
  
statements.	
  	
  The	
  Company	
  disclaims	
  any	
  obligaLon	
  to	
  update	
  any	
  such	
  factors	
  or	
  to	
  publicly	
  announce	
  the	
  results	
  of	
  any	
  revisions	
  to	
  any	
  of	
  
the	
  forward-­‐looking	
  statements	
  contained	
  herein	
  to	
  reflect	
  future	
  events	
  or	
  developments	
  except	
  as	
  required	
  by	
  law.	
  

This	
  presentaLon	
  may	
  not	
  contain	
  all	
  the	
  details	
  and	
  informaLon	
  necessary	
  for	
  you	
  to	
  make	
  a	
  decision	
  or	
  evaluaLon.	
  Neither	
  this	
  
presentaLon	
  nor	
  any	
  of	
  its	
  contents	
  may	
  be	
  used	
  for	
  any	
  other	
  purpose	
  without	
  the	
  prior	
  wri+en	
  consent	
  of	
  the	
  Company.	
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News Update: HER-Vaxx Reformulation Shows Dramatic 10x 
Increase in Antibodies (20 Apr 2015)	



•  Preclinical	
  studies	
  (announced	
  Sep	
  14)	
  determined	
  a	
  simpler	
  vaccine	
  
conjugate	
  than	
  virosomes,	
  CRM197,	
  gives	
  rise	
  to	
  addiLonal	
  benefits	
  for	
  HER-­‐
Vaxx:	
  
–  Earlier	
  anLbody	
  Lter	
  increase	
  

•  Significant	
  ajer	
  2	
  vaccinaLons	
  
•  Peak	
  response	
  ajer	
  3	
  vaccinaLons	
  

–  Larger	
  anLbody	
  Lter	
  producLon	
  
•  Up	
  to	
  10x	
  previous	
  formulaLon	
  

•  Benefits	
  include	
  
–  PotenLally	
  extending	
  patent	
  life	
  from	
  2030	
  to	
  2036	
  –	
  more	
  years	
  at	
  peak	
  sales	
  
–  Improved	
  cost	
  of	
  goods	
  for	
  final	
  product	
  –	
  greater	
  margin	
  when	
  on	
  market	
  
–  Simpler,	
  lower	
  cost	
  and	
  reducLon	
  of	
  risk	
  in	
  manufacturing	
  –	
  less	
  risk	
  and	
  more	
  
efficient	
  use	
  of	
  cash	
  reserves	
  

–  Improved	
  chance	
  of	
  success	
  in	
  clinical	
  trials	
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Evolution of HER-Vaxx (1)	



•  FormulaLon	
  improvements	
  
enhance	
  immunogenicity	
  and	
  
extend	
  patent	
  life	
  

•  EvoluLon	
  1:	
  fuse	
  three	
  B-­‐cell	
  
epitopes	
  together	
  to	
  yield	
  P467	
  	
  

•  Result:	
  strong	
  (>2x)	
  increase	
  in	
  
anLbody	
  response	
  	
  
c/w	
  three	
  single	
  epitopes	
  

•  EvoluLon	
  1	
  extended	
  patent	
  life	
  
to	
  2026	
  

Reac;vity	
  against	
  HER2	
  na;ve	
  protein	
  

X2	
  

O
D	
  

P4,	
  P6	
  &	
  P7	
  
P467	
  
Neg.	
  

HER-­‐Vaxx:	
  Evolu7on	
  1	
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Evolution of HER-Vaxx (2)	



•  EvoluLon	
  2:	
  	
  switch	
  from	
  influenza	
  virosomes	
  to	
  well	
  known	
  alternate	
  
vaccine	
  conjugate	
  CRM197	
  plus	
  adjuvant	
  (2015)	
  

•  Result:	
  	
  	
  
–  drama%c	
  (up	
  to	
  10x)	
  increase	
  in	
  an%body	
  response	
  c/w	
  EvoluLon	
  1	
  vaccine	
  
–  faster	
  onset	
  of	
  immune	
  response	
  

•  PotenLal	
  extension	
  of	
  patent	
  life	
  from	
  2030	
  to	
  2036	
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HER-­‐Vaxx	
  virosome	
  
(EvoluLon	
  1)	
  

HER-­‐Vaxx	
  virosome	
  
(EvoluLon	
  2)	
  

virosome	
   HER-­‐Vaxx:	
  Evolu7on	
  2	
   CRM197	
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Early Onset Of Response For New Formulation	



An;body	
  levels	
  against	
  HER-­‐2/neu	
  from	
  P467	
  virosome	
  and	
  P467	
  CRM197	
  conjugates	
  

EvoluLon	
  2:	
  	
  
P467-­‐30µg/mouse-­‐CRM197	
  

2x	
  immuniz.	
   3x	
  immuniz.	
   4x	
  immuniz.	
  

Stronger	
  &	
  Faster	
  	
  
An;body	
  Response	
  

Pre	
  immunisaton	
  

Empty	
  virosomes	
  

EvoluLon1:	
  	
  
P467-­‐30µg/mouse	
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*	
  Data	
  adjusted	
  for	
  comparison;	
  original	
  data	
  generated	
  for	
  P467-­‐30ug	
  CRM197	
  generated	
  with	
  1/20th	
  of	
  the	
  concentra7on	
  of	
  comparable	
  
virosome	
  formula7on.	
  Adjustment	
  may	
  be	
  subject	
  to	
  varia7on	
  

Up to 10 times Increase in Antibody Production	



	
  -­‐	
  	
  	
  	
  

	
  2,000	
  	
  

	
  4,000	
  	
  

	
  6,000	
  	
  

	
  8,000	
  	
  

	
  10,000	
  	
  

	
  12,000	
  	
  

	
  14,000	
  	
  

	
  16,000	
  	
  

Virosomes	
   P467-­‐30ug	
  virosomes	
   Adj	
  P467-­‐30ug	
  CRM197*	
  

O
D	
  

HER-­‐Vaxx	
  formula;on	
  

An;-­‐P467	
  An;body	
  Titres	
  In	
  Mice	
  ATer	
  4	
  Immunisa;ons	
  For	
  HER-­‐
Vaxx	
  Formula;ons	
  	
  	
  

Very	
  significant	
  increase	
  seen	
  
aTer	
  x4	
  immunisa;ons	
  

NOTE:	
  Actual	
  an7body	
  levels	
  vary	
  depending	
  on	
  number	
  of	
  immunisa7ons,	
  dose	
  used	
  and	
  characteris7cs	
  of	
  an7bodies	
  under	
  observa7on.	
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Summary	


•  HER-­‐Vaxx	
  CRM197	
  gives	
  rise	
  to	
  addiLonal	
  benefits	
  for	
  HER-­‐Vaxx:	
  

–  Earlier	
  anLbody	
  Ltre	
  increase	
  
–  Higher	
  anLbody	
  Ltre	
  producLon	
  

•  Benefits	
  include	
  
–  PotenLally	
  extending	
  patent	
  life	
  from	
  2030	
  to	
  2036	
  –	
  more	
  years	
  at	
  peak	
  sales	
  
–  Improved	
  cost	
  of	
  goods	
  for	
  final	
  product	
  –	
  greater	
  margin	
  when	
  on	
  market	
  
–  Simpler,	
  lower	
  cost	
  and	
  reducLon	
  of	
  risk	
  in	
  manufacturing	
  –	
  meet	
  milestone	
  
targets	
  

–  Improved	
  chance	
  of	
  success	
  in	
  clinical	
  trials	
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ASX:	
  IMU	
  

Corporate Presentation	


	
  	
  

h+p://medicalpicturesinfo.com/cancer-­‐cell/	
  
h+p://en.wikipedia.org/wiki/HER2/neu#mediaviewer/File:3D_Dual_Color_Super_ResoluLon_Microscopy_Cremer_2010.png	
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Imugene is an immunotherapy company developing a 
B-cell based vaccine, known as HER-Vaxx, for HER-2 
positive gastric & breast cancer, in the hottest area of 
oncology today – IMMUNO-ONCOLOGY!

	
  
	
  

IMU is in the Hottest Area of Oncology Today	
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B	
  Cell	
  

AnLbody	
  

T	
  Cell	
  

What is Immunotherapy?	



•  Immunotherapy	
  is	
  the	
  treatment	
  of	
  
cancer	
  with	
  substances	
  that	
  
sLmulate	
  the	
  paLent’s	
  immune	
  
response	
  –	
  known	
  as	
  acLve	
  
immunisaLon	
  

•  Unlike	
  chemotherapy,	
  
immunotherapy	
  drugs	
  do	
  not	
  target	
  
the	
  cancer	
  directly	
  

•  Immunotherapy	
  helps	
  the	
  paLent’s	
  
own	
  immune	
  system	
  recognise	
  &	
  
a+ack	
  cancer	
  cells	
  

•  Typical	
  immune	
  responses	
  are:	
  
–  B	
  Cells	
  making	
  anLbodies	
  with	
  anL-­‐
tumour	
  acLvity	
  

–  T	
  cells	
  help	
  B	
  cells	
  make	
  anLbodies	
  
and	
  help	
  to	
  a+ack	
  the	
  cancer	
  



12	
  

Imugene At A Glance (ASX:IMU)	



•  Developing	
  a	
  B-­‐cell	
  based	
  immunotherapy/vaccine	
  known	
  as	
  HER-­‐
Vaxx,	
  	
  
for	
  HER-­‐2	
  posiLve	
  gastric	
  &	
  breast	
  cancer	
  

•  Phase	
  1	
  trial	
  completed	
  in	
  paLents	
  with	
  HER-­‐2+/++	
  breast	
  cancer	
  

•  Phase	
  1b/2	
  trial	
  to	
  begin	
  2H	
  2015	
  
•  Technology	
  originates	
  from	
  Medical	
  University	
  of	
  Vienna,	
  one	
  of	
  
Europe’s	
  leading	
  cancer	
  insLtutes	
  

•  Market	
  capitalisaLon	
  (Apr	
  2015):	
   	
  AUD13.3m	
  

•  Share	
  price	
  (Apr	
  2015):	
   	
  AUD1.0¢	
  

•  Average	
  daily	
  trade: 	
  1.01m	
  shares	
  

•  Shares	
  outstanding:	
   	
  1,329,912,516 	
  	
  

•  Cash	
  &	
  equivalents	
  (Dec	
  31	
  2014): 	
  AUD3.0m	
  



13	
  

•  B-­‐cell	
  pepLde	
  cancer	
  immunotherapy	
  that	
  induces	
  anLbody	
  
responses	
  targeLng	
  HER-­‐2	
  over	
  expressing	
  tumors	
  	
  

•  AnL-­‐	
  HER-­‐2	
  anLbody	
  responses,	
  T	
  helper	
  cytokines,T	
  reg	
  cells	
  
suppressed,	
  therapy	
  safe	
  

•  TargeLng	
  same	
  receptor	
  as	
  	
  Roche's	
  $6.4	
  bn	
  breast	
  cancer	
  
drug	
  HercepLn	
  

•  Numerous	
  milestone	
  announcements	
  &	
  valuaLon	
  inflecLon	
  
points	
  over	
  next	
  12-­‐24	
  	
  months	
  

•  IP	
  with	
  exclusivity	
  unLl	
  2030,	
  granted	
  in	
  all	
  major	
  jurisdicLons.	
  	
  
Aim	
  now	
  for	
  2036	
  with	
  reformulaLon	
  

•  Experienced	
  management	
  &	
  board	
  

Investment Highlights	



Compelling	
  Science	
  

Phase	
  1	
  Completed	
  

Commercially	
  
Validated	
  Target	
  

News	
  Flow	
  

Robust	
  IP	
  

Leadership	
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•  HER-­‐Vaxx	
  is	
  a	
  	
  B-­‐cell	
  vaccine	
  designed	
  to	
  sLmulate	
  a	
  paLent’s	
  own	
  immune	
  
system	
  to	
  produce	
  anLbodies	
  to	
  repeatedly	
  a+ack	
  the	
  cancer	
  

•  SLmulates	
  a	
  paLent’s	
  B	
  cells	
  to	
  produce	
  polyclonal	
  anLbody	
  responses	
  that	
  target	
  
cells	
  with	
  overexpressing	
  HER-­‐2	
  receptors	
  on	
  their	
  surface	
  

•  Targets	
  HER-­‐2	
  posiLve	
  cancer	
  –	
  about	
  20%	
  of	
  paLents	
  with	
  gastric	
  cancer	
  are	
  
“HER-­‐2	
  posiLve”	
  i.e.,	
  they	
  have	
  the	
  HER-­‐2	
  receptor	
  on	
  their	
  cancer	
  cells	
  

What is HER-Vaxx Therapy?	



Epitopes	
  	
  
IdenLfied	
  

Epitopes	
  
Fused	
   Add	
  Adjuvant	
  

P4	
  

P6	
  

P7	
  

HER-­‐2	
  Receptor	
   HER-­‐Vaxx	
  Therapy	
  Three	
  PepLdes	
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What is HER-2? ���
A Clinically & Commercially Validated Cancer Target	



•  HER-­‐2	
  is	
  a	
  “hair-­‐like”	
  receptor	
  found	
  on	
  the	
  surface	
  of	
  
many	
  gastric	
  &	
  breast	
  cancer	
  cells	
  (20-­‐30%)	
  	
  

•  HER-­‐Vaxx	
  targets	
  HER-­‐2	
  –	
  if	
  you	
  a+ack	
  Her-­‐2	
  the	
  
cancer	
  cell	
  will	
  die	
  

•  Too	
  much	
  HER-­‐2	
  (over	
  expression)	
  in	
  breast	
  cancer	
  is	
  
associated	
  with:	
  
–  High	
  chance	
  that	
  the	
  tumour	
  grows	
  quickly	
  and	
  spreads	
  
–  Greater	
  probability	
  of	
  local	
  &	
  systemic	
  recurrence	
  
–  Resistance	
  to	
  treatment	
  

•  HER-­‐Vaxx	
  targets	
  HER-­‐2	
  –	
  if	
  HER-­‐2	
  is	
  successfully	
  
targeted,	
  the	
  cancer	
  will	
  stop	
  growing	
  and	
  die	
  

•  HER-­‐2	
  is	
  a	
  clinically	
  &	
  commercially	
  validated	
  cancer	
  
target	
  with	
  Roche's	
  HercepLn	
  being	
  the	
  largest	
  selling	
  
drug	
  in	
  the	
  world	
  for	
  HER-­‐2	
  posiLve	
  breast	
  cancer	
  

HER-­‐2	
  Receptor	
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*	
  $USD	
  
h+p://www.medscape.com/viewarLcle/826649	
  

Binding	
  site	
  of	
  

Binding	
  site	
  of	
  

Tumor	
  cell	
  

HER-Vaxx Attacks the Same Cancer Receptor as 3rd 
Largest Cancer Drug Worldwide	



HER-­‐2	
  	
  
Receptor	
  

P4	
  

P6	
  

P7	
  

HER-­‐Vaxx:	
  x3	
  
polyclonal	
  
responses	
  

$6.4bn	
  worldwide	
  sales	
  

P4	
  

P6	
  

P7	
  

HER–Vaxx:	
  
3	
  pep;des	
  

Monoclonal	
  
response	
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B-­‐Cell	
  

HER-Vaxx: Mechanism Of Action – How it Works	



HER-­‐Vaxx	
  
Immunotherapy	
  

B-­‐cell	
  	
  
Ac;va;on	
  

HER-­‐Vaxx	
  
An;body	
  Secre;on	
  

Tumor	
  	
  
Cell	
  

P4	
  

P6	
  

P7	
  

3	
  Pep;des	
  

Via	
  helper	
  T-­‐cells	
  

HER-2/neu 

P4	
  

P6	
  

P7	
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 HER-Vaxx Key Differentiation	



•  B	
  cell	
  vaccines	
  are	
  an	
  open	
  fronLer	
  for	
  immunotherapy,	
  unlike	
  T	
  cell	
  
vaccines	
  which	
  have	
  been	
  exhausLvely	
  researched	
  

•  Her-­‐Vaxx	
  is	
  a	
  universal	
  vaccine	
  &	
  can	
  be	
  used	
  for	
  all	
  paLent	
  types	
  
irrespecLve	
  of	
  their	
  “HLA	
  haplotypes”,	
  an	
  issue	
  which	
  impacts	
  T	
  cell	
  
vaccines	
  

•  HER-­‐Vaxx	
  generates	
  several	
  polyclonal	
  responses	
  that	
  may	
  be	
  superior	
  to	
  
treatment	
  with	
  a	
  monoclonal	
  anLbody	
  like	
  HercepLn	
  

•  Toxicity	
  of	
  Her-­‐Vaxx	
  is	
  negligible	
  
•  HER-­‐Vaxx	
  induces	
  IFNγ	
  producLon	
  that	
  can	
  influence	
  the	
  tumour	
  micro	
  
environment	
  and	
  suppresses	
  T	
  Reg	
  cells	
  which	
  are	
  enhanced	
  in	
  cancer	
  
paLents	
  &	
  which	
  assist	
  tumor	
  evasion	
  mechanisms	
  –	
  thereby	
  the	
  efficacy	
  of	
  
the	
  Her-­‐Vaxx	
  might	
  be	
  enhanced	
  

•  PotenLal	
  as	
  an	
  adjuvant	
  therapy	
  i.e.,	
  post	
  surgery	
  
•  HER-­‐Vaxx	
  is	
  ac;ve	
  immunisa;on	
  –	
  Hercep;n	
  is	
  passive	
  immunisa;on	
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 Active V. Passive Immunisation	



Her-­‐Vaxx:	
  Ac;ve	
   Hercep;n/Others:	
  Passive	
  

SLmulates	
  paLent’s	
  immune	
  system	
  
to	
  induce	
  anL-­‐tumour	
  defense	
  
mechanisms,	
  i.e.	
  anLbodies	
  and	
  
cytokines;	
  immune	
  responses	
  are	
  
long	
  lasLng	
  

Product	
  is	
  manufactured	
  &	
  administered	
  
to	
  paLent.	
  Short	
  lasLng,	
  because	
  the	
  
anLbodies	
  are	
  naturally	
  broken	
  down,	
  &	
  if	
  
there	
  are	
  no	
  B	
  cells	
  to	
  produce	
  more	
  
anLbodies,	
  they	
  will	
  disappear	
  

Immunological	
  memory	
  is	
  
established	
  –	
  protecLon	
  can	
  be	
  
enhanced	
  by	
  booster	
  vaccinaLon	
  

No	
  memory	
  –	
  repeated	
  dosing	
  required	
  to	
  
sustain	
  efficacy	
  

Likely	
  to	
  be	
  safer	
  since	
  more	
  natural	
  
to	
  engage	
  immune	
  system	
  response	
  
directly	
  

SyntheLc	
  product	
  does	
  not	
  engage	
  
immune	
  system	
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•  n=10	
  
•  All	
  metastaLc	
  breast	
  
cancer	
  paLents	
  

•  HER-­‐2	
  +/++	
  
•  Life	
  expectancy	
  >	
  	
  
4	
  months	
  

•  Conducted	
  at	
  Medical	
  
University	
  	
  of	
  Vienna	
  

❶	
  Safety	
  and	
  
Tolerability	
  

❷	
  Immunogenicity:	
  
anLbodies/humoral	
  
and	
  cellular	
  
responses	
  

	
  

Clinical	
  Endpoints	
  Design	
  

Clinical Status: ���
Phase 1 Breast Trial Completed	





21	
  

•  PaLents	
  developed	
  anL-­‐HER-­‐2	
  anLbodies	
  

•  InducLon	
  of	
  cytokines	
  (Th1	
  biased;	
  IFNγ)	
  

•  InducLon	
  of	
  memory	
  T	
  &	
  B	
  cells	
  post	
  vaccinaLon	
  

•  ReducLon	
  in	
  T	
  reg	
  cells	
  post	
  vaccinaLon,	
  
indicaLng	
  strong	
  vaccine	
  response	
  	
  

•  AnLbodies	
  induced	
  displayed	
  potent	
  anL-­‐tumor	
  
acLvity	
  

•  Results	
  were	
  even	
  more	
  promising	
  given	
  
paLents	
  were	
  in	
  end	
  stage	
  of	
  disease	
  and	
  not	
  
primary	
  target	
  group	
  

Clinical Status: ���
Phase 1 Breast Trial Completed	
  

Wiedermann	
  et	
  al.,	
  	
  
Breast	
  Cancer	
  Res	
  Treat	
  

(2010)119:673	
  -­‐	
  683	
  	
  

Observa;ons	
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Phase 1b/2 Trial Design���
Gastric Cancer	



•  Open	
  label	
  
•  US	
  IND	
  
•  18	
  paLents,	
  x3	
  groups	
  of	
  	
  

6	
  paLents	
  

•  CombinaLon	
  with	
  chemo	
  

•  Endpoints:	
  
–  Dose	
  of	
  HER-­‐Vaxx	
  to	
  use	
  in	
  

Phase	
  2	
  part	
  of	
  study	
  
–  Safety:	
  any	
  HER-­‐Vaxx	
  toxicity	
  
–  Immunogenicity	
  (anL-­‐HER-­‐2	
  

anLbody	
  Lters)	
  
–  Test	
  booster	
  schedule	
  	
  

(q	
  4	
  weeks	
  or	
  8	
  weeks)	
  	
  

•  ~68	
  paLents	
  from	
  Australia	
  
&	
  Europe	
  

•  CombinaLon	
  with	
  chemo	
  

•  Efficacy,	
  safety	
  &	
  immune	
  
response	
  

•  Randomised	
  

•  Endpoints:	
  
–  Overall	
  survival	
  
–  Progression-­‐free	
  survival	
  

•  Secondary	
  endpoint:	
  
–  Immune	
  response	
  

Combined	
  Phase	
  1b/2	
  clinical	
  trial	
  under	
  IND	
  

Phase	
  1b	
  lead-­‐in	
  	
   Phase	
  2	
  Trial	
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Vaccine against cancer diseases that are associated with the HER-2/NEU oncogene"

Manufacturing patent for multi-epitope vaccine"

No Infringement 
or Disputes	



Long life Patents 
2030 Granted in All 
Major Jurisdictions	



2 Patent 	


Families	



Patent Families!

Robust Intellectual Property Portfolio���
100% Ownership 	



New patent filed fro CRM197 formulations with potential for coverage to 2036"
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Experienced Drug Development Team	



VP,	
  Oncology	
  R&D,	
  Glaxo	
  SmithKline	
  plc,	
  
Head	
  of	
  the	
  Discovery	
  Performance	
  Unit	
  	
  
for	
  Immuno-­‐Oncology	
  &	
  CombinaLons	
  

Professor	
  of	
  Vaccinology	
  
Medical	
  University	
  of	
  Vienna,	
  Austria	
  

V-­‐P	
  Clinical	
  &	
  Reg	
  Affairs	
  at	
  
Ground	
  Zero	
  PharmaceuLcals	
  

Prof	
  Dr	
  Ursula	
  Wiederman	
  
ScienLfic	
  Founder	
  
Principal	
  InvesLgator,	
  	
  
Phase	
  I,	
  Preclinical	
  
Imugene	
  SAB	
  

Dr	
  Axel	
  Hoos	
  
Director	
  

Dr	
  Chaline	
  
Strickland	
  
Clinical	
  &	
  Reg.	
  
Affairs	
  

Charlie	
  Walker	
  
Chief	
  ExecuLve	
  
Officer	
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Huge Gastric Market Opportunity	



•  Gastric	
  cancer	
  is	
  the	
  second	
  leading	
  cause	
  of	
  
cancer	
  mortality	
  in	
  the	
  world	
  &	
  its	
  management,	
  
especially	
  in	
  advanced	
  stages,	
  has	
  evolved	
  
relaLvely	
  li+le	
  

•  ~20%	
  paLents	
  with	
  metastaLc	
  gastric	
  cancer	
  are	
  
HER-­‐2	
  posiLve	
  

•  Surgery,	
  chemotherapy,	
  radiaLon	
  &	
  HercepLn	
  are	
  
the	
  key	
  treatments	
  

•  In	
  many	
  countries,	
  parLcularly	
  Asia,	
  chemotherapy	
  
such	
  as	
  capeciLbine	
  and	
  5-­‐FU,	
  is	
  the	
  standard	
  of	
  
care,	
  not	
  HercepLn	
  

•  Asia	
  is	
  the	
  largest	
  market	
  for	
  gastric	
  cancer	
  
globally	
  

Chemotherapy	
  

Monoclonal	
  anLbody	
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  Complete	
  acquisi;on	
  of	
  Biolife	
  

Appoint	
  USFDA	
  regulatory	
  consultant	
  

Appoint	
  manufacturer	
  of	
  fusion	
  pep;de	
  

Appoint	
  manufacturer	
  of	
  HER-­‐Vaxx	
  

News Flow & Milestones	



1	
  

2	
  

3	
  

4	
  

Finalize	
  trial	
  protocol	
  2H2014	
  

Appoint	
  CRO	
  to	
  run	
  trial	
  1H	
  2015	
  

US	
  FDA	
  IND	
  granted	
  1H	
  2015	
  

Appoint	
  Principal	
  InvesLgator	
  1H	
  2015	
  

Announce	
  preclinical	
  toxicology	
  results	
  1H	
  2015	
  

Announce	
  preclinical	
  immunologic	
  results	
  1H	
  2015	
  

Recruit	
  and	
  run	
  lead	
  in	
  Phase	
  1b	
  trial	
  2H	
  2015	
  

Recruit	
  and	
  run	
  double-­‐blind	
  randomized	
  placebo	
  controlled	
  Phase	
  2	
  trial	
  2H	
  2015	
  

Report	
  Phase	
  1	
  trial	
  results	
  2H	
  2015	
  to	
  1H	
  2016	
  

Report	
  Phase	
  2	
  results	
  2H	
  2017/1H	
  2018	
  

License	
  for	
  Phase	
  3	
  trial	
  

Commercialize	
  

11	
  

12	
  

16	
  

5	
  

6	
  

7	
  

8	
  

9	
  

10	
  

13	
  

14	
  

15	
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Charles	
  Walker	
  –	
  Managing	
  Director	
  
•  Former	
  CEO	
  and	
  CFO	
  of	
  ASX-­‐listed	
  Alchemia	
  
•  20+	
  years	
  in	
  the	
  life	
  science	
  industry,	
  including	
  a	
  decade	
  in	
  specialist	
  corporate	
  finance	
  in	
  London	
  	
  	
  	
  
•  Executed	
  ~50	
  capital	
  markets	
  transacLons	
  as	
  principal	
  and	
  advisor	
  

Paul	
  Hopper	
  -­‐	
  Execu7ve	
  Chairman	
  
•  Extensive	
  internaLonal	
  &	
  ASX	
  biotech	
  capital	
  markets	
  experience	
  parLcularly	
  in	
  immuno-­‐oncology	
  
•  Head	
  of	
  Life	
  Sciences	
  Desk	
  &	
  Australia	
  Desk	
  at	
  Los	
  Angeles-­‐based	
  investment	
  bank,	
  Cappello	
  Group	
  
•  Director	
  Prescient	
  TherapeuLcs,	
  Chairman	
  ViralyLcs,	
  former	
  Director	
  pSivida,	
  Somnomed	
  &	
  Fibrocell	
  Science	
  

Dr	
  Axel	
  Hoos	
  -­‐	
  Non-­‐Execu7ve	
  Director	
  
•  Currently	
  Vice	
  President	
  Oncology	
  R&D	
  at	
  GlaxoSmithKline	
  
•  Previously	
  Clinical	
  Lead	
  on	
  Ipilumimab	
  at	
  Bristol-­‐Myers	
  Squibb	
  
•  Co-­‐Director	
  of	
  the	
  think-­‐tank	
  Cancer	
  Immunotherapy	
  ConsorLum;	
  Imugene	
  is	
  his	
  only	
  Board	
  seat	
  worldwide	
  

Obo	
  Bubula	
  -­‐	
  Non-­‐Execu7ve	
  Director	
  
•  Extensive	
  &	
  successful	
  experience	
  in	
  investment	
  research	
  &	
  financial	
  services	
  management	
  
•  AcLve	
  &	
  substanLal	
  investor	
  in	
  the	
  biotechnology	
  sector	
  with	
  a	
  parLcular	
  focus	
  on	
  oncology	
  
•  Several	
  significant	
  posiLons	
  in	
  ASX-­‐listed	
  companies	
  including	
  Imugene	
  

Dr	
  Nick	
  Ede	
  -­‐	
  Head	
  of	
  Manufacturing	
  &	
  Opera7ons	
  
•  Former	
  CTO	
  Consegna,	
  CEO	
  Adistem	
  Ltd,	
  CEO	
  Mimotopes	
  P/L,	
  COO	
  EQiTX	
  Ltd	
  (ZingoTX	
  &	
  VacTX)	
  
•  VP	
  Chemistry	
  Chiron	
  (now	
  NovarLs),	
  Research	
  Fellow	
  CRC	
  Vaccine	
  Technology	
  

Leadership – Track Record	
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Why Imugene?	



Scien;fic	
  Provenance	
   In	
  Good	
  Company	
   Team	
   Phase	
  1	
  Results	
   Data	
  Points	
  

•  The	
  subject	
  of	
  
numerous	
  peer	
  
reviewed	
  
published	
  journals	
  

• Medical	
  University	
  
of	
  Vienna,	
  one	
  of	
  
Europe’s	
  leading	
  
cancer	
  insLtutes	
  

•  Technology	
  
developed	
  over	
  10	
  
years	
  

• HER-­‐Vaxx	
  directed	
  
at	
  validated	
  
target,	
  HER-­‐2	
  

• HER-­‐Vaxx	
  
addresses	
  the	
  
mulLple	
  targets	
  of	
  
HercepLn	
  &	
  
Perjeta	
  combined	
  

• HercepLn	
  sales	
  
USD6.4bn	
  in	
  2013	
  

•  Leading	
  clinical	
  &	
  
scienLfic	
  experts;	
  
experienced	
  
management	
  

• Board	
  holds	
  
significant	
  shares,	
  
aligning	
  interests	
  
with	
  shareholders	
  

•  Focused	
  24	
  month	
  
program	
  to	
  deliver	
  
results/value	
  
inflecLon	
  

• A+racLvely	
  priced	
  
to	
  capitalise	
  on	
  
upcoming	
  
milestones	
  

•  Safety	
  &	
  
tolerability	
  

•  Immunogenicity:	
  
anLbodies/
humoral	
  &	
  
cellular	
  responses	
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Forward	
  looking	
  statement	
  
Any	
   forward	
   looking	
   statements	
   in	
   this	
   presentaLon	
   have	
   been	
   prepared	
   on	
   the	
   basis	
   of	
   a	
  
number	
   of	
   assumpLons	
   which	
   may	
   prove	
   incorrect	
   and	
   the	
   current	
   intenLons,	
   plans,	
  
expectaLons	
   and	
   beliefs	
   about	
   future	
   events	
   are	
   subject	
   to	
   risks,	
   uncertainLes	
   and	
   other	
  
factors,	
   many	
   of	
   which	
   are	
   outside	
   Imugene	
   Limited’s	
   control.	
   Important	
   factors	
   that	
   could	
  
cause	
   actual	
   results	
   to	
   differ	
   materially	
   from	
   any	
   assumpLons	
   or	
   expectaLons	
   expressed	
   or	
  
implied	
   in	
   this	
   brochure	
   include	
   known	
   and	
   unknown	
   risks.	
   As	
   actual	
   results	
   may	
   differ	
  
materially	
  to	
  any	
  assumpLons	
  made	
  in	
  this	
  brochure,	
  you	
  are	
  urged	
  to	
  view	
  any	
  forward	
  looking	
  
statements	
  contained	
  in	
  this	
  brochure	
  with	
  cauLon.	
  This	
  presentaLon	
  should	
  not	
  be	
  relied	
  on	
  
as	
  a	
  recommendaLon	
  or	
  forecast	
  by	
  Imugene	
  Limited,	
  and	
  should	
  not	
  be	
  construed	
  as	
  either	
  an	
  
offer	
  to	
  sell	
  or	
  a	
  solicitaLon	
  of	
  an	
  offer	
  to	
  buy	
  or	
  sell	
  shares	
  in	
  any	
  jurisdicLon.	
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