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AC TIVATING  THE P O W ER W ITHIN

N AS D AQ  : VBIV J a n u a r y  18 ,  2 0 2 2

VBI -2601 : Immunotherapeutic 
HBV Program
HBV Fo ru m  & ICE- HBV Th e ra p e u tic  Va c c in e s  We b in a r
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Forward -Looking & Safe Harbor Statements
Ce rta in  s ta te m e n ts  in  th is  p re s e n ta tio n  th a t a re  fo rwa rd - lo o kin g  a n d  n o t s ta te m e n ts  o f h is to ric a l fa c t a re  fo rwa rd - lo o kin g  s ta te m e n ts  with in  th e  
m e a n in g  o f th e  s a fe  h a rb o r p ro vis io n s  o f th e  Priva te  Se c u ritie s  Litig a tio n  Re fo rm  Ac t o f 19 9 5 a n d  a re  fo rwa rd - lo o kin g  in fo rm a tio n  with in  th e  
m e a n in g  o f Ca n a d ia n  s e c u ritie s  la ws  (c o lle c tive ly “fo rwa rd - lo o kin g  s ta te m e n ts ”).

Th e  Co m p a n y c a u tio n s  th a t s u c h  s ta te m e n ts  in vo lve  ris ks  a n d  u n c e rta in tie s  th a t m a y m a te ria lly a ffe c t th e  Co m p a n y’s  re s u lts  o f o p e ra tio n s . 
Su c h  fo rwa rd - lo o kin g  s ta te m e n ts  a re  b a s e d  o n  th e  b e lie fs  o f m a n a g e m e n t a s  we ll a s  a s s u m p tio n s  m a d e  b y a n d  in fo rm a tio n  c u rre n tly 
a va ila b le  to  m a n a g e m e n t. 

Ac tu a l re s u lts  c o u ld  d iffe r m a te ria lly fro m  th o s e  c o n te m p la te d  b y th e  fo rwa rd - lo o kin g  s ta te m e n ts  a s  a  re s u lt  o f c e rta in  fa c to rs , in c lu d in g  b u t n o t 
lim ite d  to , th e  im p a c t o f g e n e ra l e c o n o m ic , in d u s try o r p o litic a l c o n d itio n s  in  th e  Un ite d  Sta te s  o r in te rn a tio n a lly; th e  im p a c t o f th e  o n g o in g  
COVID- 19  p a n d e m ic  o n  o u r c lin ic a l s tu d ie s , m a n u fa c tu rin g , b u s in e s s  p la n , a n d  th e  g lo b a l e c o n o m y; th e  a b ility to  s u c c e s s fu lly m a n u fa c tu re  a n d  
c o m m e rc ia lize  Pre He vb rio ; th e  a b ility to  e s ta b lis h  th a t p o te n tia l p ro d u c ts  a re  e ffic a c io u s  o r s a fe  in  p re c lin ic a l o r c lin ic a l tria ls ; th e  a b ility to  
e s ta b lis h  o r m a in ta in  c o lla b o ra tio n s  o n  th e  d e ve lo p m e n t o f p ip e lin e  c a n d id a te s  a n d  th e  c o m m e rc ia liza tio n  o f Pre He vb rio ; th e  a b ility to  o b ta in  
a p p ro p ria te  o r n e c e s s a ry re g u la to ry a p p ro va ls  to  m a rke t p o te n tia l p ro d u c ts ; th e  a b ility to  o b ta in  fu tu re  fu n d in g  fo r d e ve lo p m e n ta l p ro d u c ts  
a n d  wo rkin g  c a p ita l a n d  to  o b ta in  s u c h  fu n d in g  o n  c o m m e rc ia lly re a s o n a b le  te rm s ; th e  Co m p a n y’s  a b ility to  m a n u fa c tu re  p ro d u c t c a n d id a te s  
o n  a  c o m m e rc ia l s c a le  o r in  c o lla b o ra tio n s  with  th ird  p a rtie s ; c h a n g e s  in  th e  s ize  a n d  n a tu re  o f c o m p e tito rs ; th e  a b ility to  re ta in  ke y e xe c u tive s  
a n d  s c ie n tis ts ; a n d  th e  a b ility to  s e c u re  a n d  e n fo rc e  le g a l rig h ts  re la te d  to  th e  Co m p a n y’s  p ro d u c ts . 

A d is c u s s io n  o f th e s e  a n d  o th e r fa c to rs , in c lu d in g  ris ks  a n d  u n c e rta in tie s  with  re s p e c t to  th e  Co m p a n y, is  s e t fo rth  in  th e  Co m p a n y’s  filin g s  with  
th e  SEC a n d  th e  Ca n a d ia n  s e c u ritie s  a u th o ritie s , in c lu d in g  its  An n u a l Re p o rt o n  Fo rm  10- K file d  with  th e  SEC o n  Ma rc h  2, 2021, a n d  file d  with  th e  
Ca n a d ia n  s e c u rity a u th o ritie s  a t s e d a r.c o m  o n  Ma rc h  2, 2021, a s  m a y b e  s u p p le m e n te d  o r a m e n d e d  b y th e  Co m p a n y’s  Qu a rte rly Re p o rts  o n  
Fo rm  10- Q. 

Give n  th e s e  ris ks , u n c e rta in tie s  a n d  fa c to rs , yo u  a re  c a u tio n e d  n o t to  p la c e  u n d u e  re lia n c e  o n  s u c h  fo rwa rd - lo o kin g  s ta te m e n ts , wh ic h  a re  
q u a lifie d  in  th e ir e n tire ty b y th is  c a u tio n a ry s ta te m e n t. 

All s u c h  fo rwa rd - lo o kin g  s ta te m e n ts  m a d e  h e re in  a re  b a s e d  o n  o u r c u rre n t e xp e c ta tio n s  a n d  we  u n d e rta ke  n o  d u ty o r o b lig a tio n  to  u p d a te  o r 
re vis e  a n y fo rwa rd - lo o kin g  s ta te m e n ts  fo r a n y re a s o n , e xc e p t a s  re q u ire d  b y la w. 
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VBI’s Pipeline : Comprehensive Approach to HBV
VBI’s  b ro a d  s p e c tru m  o f va c c in e  a n d  im m u n o th e ra p e u tic  c a n d id a te s  a re  d e s ig n e d  to  p o we r 
th e  im m u n e  s ys te m  to  p re ve n t a n d  t re a t d is e a se

He p a titis  B Pro g ra m s

Pro g ra m Pre c lin ic a l Ph a s e  1 Ph a s e  2 Ph a s e  3 Re g is tra tio n /
Co m m e rc ia l

Ap p ro ve d  Pro p h yla c tic  
Va c c in e

Tre a tm e n t Ca n d id a te VBI- 26 01 (BRII- 179 )

Oth e r p ip e lin e  c a n d id a te s  in c lu d e :

• C OVID- 19/ Co ro n a viru s  va c c in e  c a n d id a te s : A su ite  o f m u ltiva le n t p a n - c o ro n a viru s  a n d  m o n o va le n t 
c o ro n a viru s  va c c in e  c a n d id a te s  su p p o rte d  b y CEPI a n d  th e  Go ve rn m e n t o f Ca n a d a .

• VBI- 1901 : Glio b la s to m a  (GBM) c a n c e r va c c in e  im m u n o th e ra p e u tic  c a n d id a te  in  Ph a se  1/ 2a  s tu d y

• VBI- 1501: Pro p h yla c tic  CMV va c c in e  c a n d id a te , c o m p le te d  Ph a se  1 s tu d y

1,2

1Ap p ro ve d  fo r u se  in  th e  U.S. fo r th e  p re ve n tio n  o f in fe c tio n  c a u se d  b y a ll kn o wn  su b typ e s  o f h e p a titis  B viru s  in  a d u lts  18  ye a rs  o f a g e  a n d  o ld e r
2Ap p ro ve d  fo r u se  in  Is ra e l, u n d e r th e  b ra n d  n a m e  Sc i- B- Va c ®, fo r a c tive  im m u n iza tio n  a g a in s t h e p a titis  B viru s  (HBV) in fe c tio n
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PreHevbrio is the Only 3 -Antigen HBV Vaccine
Pre He vb rio  is  s c ie n tific a lly d iffe re n tia te d  fro m  o th e r HBV va c c in e s  – e xp re ss in g  th e  th re e  
h e p a titis  B s u rfa c e  a n tig e n s  (S, p re - S1, a n d  p re - S2), a n d  m a n u fa c tu re d  in  m a m m a lia n  c e lls  (vs . 
ye a s t)

Pre - S1 An tig e n

Pre - S2 An tig e n

S An tig e n

Th e  p re - S1 a n d  p re - S2 re g io ns  o f th e  h e p a titis  B viru s  
c o n ta in  h e p a to c yte  re c e p to r b in d ing  s ite s

Pre He vb rio :

VBI- 26 01h a s  a  s im ila r c o n fo rm a tio n  to  
Pre He vb rio , b u t h a s  b e e n  re fo rm u la te d  to  

e n h a n c e  B a n d  T c e ll re sp o n se s , with  th e  a im  
o f re s to rin g  d e fe c tive  HBV- sp e c ific  h u m o ra l 

a n d  c e llu la r im m u n ity in  c h ro n ic  HBV p a tie n ts
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VBI -2601 : Potential to be a Critical Component of a 
Functional Cure for Chronic HBV Infection
Sc ie n tific  c o n s e n su s  is  th a t a  fu n c tio n a l c u re  fo r HBV is  with in  re a c h , b u t  w ill like ly re q u ire  th e  u s e  o f a n  
im m u n o th e ra p e u tic  a s  p a rt  o f a  c o m b in a tio n  a p p ro a c h

A fu n c t io n a l c u re  will like ly re q u ire  th e  a c h ie ve m e n t o f :

1. Drive  d o wn  h e p a t itis  B viru s  (HBV) DNA

2. Drive  d o wn  im m u n o - su p p re ss ive  HBV S- a n tig e n

3. Ac h ie ve  lo n g - te rm  im m u n o lo g ic  c o n t ro l

1.

2.

3 .
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VBI -2601 Development Plan & Status
Stud ie s  De s ig ne d  & Exe c u te d  in  Pa rtn e rsh ip  with  Brii Bio s c ie nc e s

Ph a se  2 C o m b in a tio n  Stu d y
In itia te d  Ap ril 2021

• Firs t- in - c la s s  s tu d y to  e va lu a te  s a fe ty a n d  e ffic a c y o f VBI- 26 01 in  c o m b in a tio n  with  a n  
HBV- ta rg e tin g  s iRNA (VIR- 2218 )

• Mu lti- c e n te r s tu d y to  b e  c o n d u c te d  in  Au s tra lia , Ne w Ze a la n d , Th a ila n d , So u th  Ko re a , 
Ho n g  Ko n g , Ch in a , Sin g a p o re , a n d  Ta iwa n

• Exp e c te d  e n ro llm e n t o f ~135 a d u lts  a g e d  18 - 6 0 ye a rs  with  c h ro n ic  HBV in fe c tio n

• In te rim  Ph a s e  2  d a ta  e xp e c te d  H2 20 22

Ph a se  2a / 2b  “Ad d - On ” Stu d y to  Sta n d a rd - o f- Ca re
In itia te d  De c e m b e r 2021

• Two - p a rt Ph a s e  2 s tu d y d e s ig n e d  to  e va lu a te  th e  c lin ic a l e ffe c t o f a d d in g  VBI- 26 01 to  
e xis tin g  s ta n d a rd  o f c a re  th e ra p y (PEG- IFN- ⍺ a n d  Nrtl)  in  n o n - c irrh o tic  HBV p a tie n ts

• Exp e c te d  e n ro llm e n t o f ~6 00 s u b je c ts  in  Ch in a

• In itia l d a ta  e xp e c te d  H1 20 23

Ph a se  1b / 2a  Stu d y
Co m p le te d  in  2021

• Two - p a rt, m u lti- c e n te r, c o n tro lle d , 
d o s e - e s c a la tio n  s tu d y (n =44)

• As s e s s e d  VBI- 26 01 s a fe ty, to le ra b ility, 
a n d  im m u n o lo g ic  a n tivira l a c tivity in  
n o n - c irrh o tic  p a tie n ts  with  c h ro n ic  HBV 
in fe c tio n

• Co n d u c te d  in  Au s tra lia , Ne w Ze a la n d , 
Th a ila n d , So u th  Ko re a , Ho n g  Ko n g , a n d  
Ch in a

Da ta  d e m o n s tra te d  th a t  VBI- 260 1 in d u c e d  
b o th  B c e ll a n d  T c e ll re s p o n s e s  a n d  w a s  

w e ll to le ra te d  w ith  n o  s a fe ty s ig n a ls  
o b s e rve d

Clin ic a lTria ls .g o v Id e n tifie r : NCT0 4749 36 8

Ch in a Dru g Tria ls .o rg .c n  Id e n tifie r : CTR20 21310 0

ANZCTR.o rg .a u  Id e n tifie r : ACTRN126 19 0 0 1210 16 7
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Completed Phase 1b/2a Study 
• Two - p a rt, m u lti- c e n te r, c o n tro lle d , d o se - e sc a la tio n  s tu d y o f VBI- 26 01 (BRII- 179 ) in  n o n  c irrh o tic  p a tie n ts  

with  c h ro n ic  HBV in fe c tio n  to  a sse ss  sa fe ty, to le ra b ility, a n d  im m u n o lo g ic  a n tivira l a c tivity 

• Th e  s tu d y wa s  c o n d u c te d  a t c lin ic a l s tu d y s ite s  in  Au s tra lia , Ne w Ze a la n d , Th a ila n d , So u th  Ko re a , Ho n g  
Ko n g , a n d  Ch in a

• Ke y o b je c tive s  : re - s tim u la te  HBV im m u n ity, in c lu d in g  HBV- sp e c ific  a n tib o d y a n d  T c e ll re sp o n se s

• Stu d y De s ig n  : VBI- 26 01 (BRII- 179 ) wa s  a d m in is te re d  a t 2 d o se  le ve ls  a s  IM m o n th ly in je c tio n s  o ve r 4  
m o n th s

• Stu d y Pa rt 1 (n =25): 

• C o h o rt A (n =5**) : NUC- o n ly c o n tro l

• C o h o rt B (n =10) : VBI- 26 01 (20  µg ) Q4W

• C o h o rt C  (n =10) : VBI- 26 01 (20  µg ) + in te rfe ro n  a lp h a  (IFN- α) Q4W

• Stu d y Pa rt 2 (n =24):

• C o h o rt D (n =12) : VBI- 26 01 (40  µg ) Q4W

• C o h o rt E (n =12) : VBI- 26 01 (40  µg ) + IFN- α Q4W

Q4W: e ve ry 4  we e ks ; NA: n o t a p p lic a b le ; NUC: Nu c le o s (t)id e  a n a lo g u e . ** In c lu d in g  3 s u b je c ts  fro m  Co h o rt A ra n d o m ize d  to  Co h o rt E a fte r Pa rt 1 We e k 16  vis it 
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Phase 1b/2a Study Results : Safety and Tolerability

BRII- 179  (VBI- 26 01) – 4 - d o s e  re g im e n , a d m in is te re d  m o n th ly a t  m o n th s  0 , 1, 2 , a n d  3
Co h o rt A Co h o rt B Co h o rt C  Co h o rt D Co h o rt E 

Nu c le o s (t)id e  
a n a lo g u e  (Nrtl)  

(n =5) 

20µg +Nrtl 

(n =10) 

20µg +IFN- ⍺+Nrtl

(n =10) 

40µg +Nrtl 

(n =12) 

40µg +IFN- ⍺+Nrtl

(n =12) 

TEAEs  2 (40.0) 7 (70.0) 10  (100.0) 10  (8 3.3) 11 (9 1.7) 
Se ve re  AE o r SAE 0 0  0  0  0  
Dru g  Re la te d  AE 0  6  (6 0.0) 9  (9 0.0) 8  (6 6 .7) 11 (9 1.7) 
TEAEs  ( a n y g ra d e ) in  ≥2 p a t ie n ts  in  a n y t re a tm e n t 
Fa tig u e  0  4  (40.0) 4  (40.0) 5  (41.7) 8  (6 6 .7) 
He a d a c h e  0  2 (20.0) 5  (50.0) 0  8  (6 6 .7) 
In je c tio n  s ite  re a c tio n  0  4  (40.0) 4  (40.0) 5  (41.7) 7 (58 .3) 
Mya lg ia  0  1 (10.0) 4  (40.0) 1 (8 .3) 7 (58 .3) 
Pyre xia  0  0  3 (30.0) 0  6  (50.0) 
Na s o p h a ryn g itis  0  0  0  3 (25.0) 0  
In flu e n za  like  illn e s s  1 (20.0) 1 (10.0) 2 (20.0) 0  1 (8 .3) 
Ch ills  0  0  2 (20.0) 0  1 (8 .3) 
Na u s e a  0  1 (10.0) 2 (20.0) 0  2 (16 .7) 
Dia rrh e a  0  0  2 (20.0) 0  2 (16 .7) 
Dizzin e s s  0  1 (10.0) 0  0  2 (16 .7) 

Fre q ue n c y a n d  Se ve rity o f Tre a tm e n t Em e rg e n t Ad ve rse  Eve n ts

VBI- 26 01 g e n e ra lly we ll- to le ra te d , w ith  n o  SAEs , d e a th s  o r s ig n s  o f h e p a to to xic ity o b s e rve d
So u rc e s : Brii Bio sc ie n c e s  a n d  VBI Va c c in e s  Pre se n t Po s itive  Da ta  fro m  Co m p le te d  Ph a se  1b / 2a  Stu d y o n  BRII- 179  (VBI- 26 0 1) in  Pa tie n ts  with  Ch ro n ic  He p a titis  B a t th e  In te rn a tio n a l Live r Co n g re ss  20 21; Ju n e  23, 
20 21 (p re ss  re le a se ); a d d itio n a l d a ta  p re se n te d  in  ILC p o s te r b y Brii Bio . 
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Phase 1b/2a Data Demonstrated Significant Restoration 
of Antibody and T Cell Responses 

VBI- 26 01 Un a d ju va n te d  Da ta  - Re s p o n d e rs

T 
ce

ll 
Re
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y 
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on

se
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SUBJ018 SUBJ003 SUBJ004 SUBJ016 SUBJ015 SUBJ009

• Po te n t re - s t im u la tio n  o f T c e ll re s p o n s e s  to  HBV su rfa c e  a n tig e n s  (S, Pre - S1, Pre - S2) se e n  in  6 7% (C o h o rt B 
n = 6 / 9 )  a n d 78 % (C o h o rt C  n = 7/ 9 )  o f e va lu a b le  p a tie n ts  in  th e  lo w- d o se  VBI- 26 01 u n a d ju va n te d  a n d  
a d ju va n te d , re sp e c tive ly

• Bo o s t in g  o f a n t ib o d ie s  to  HBV su rfa c e  a n tig e n s  o b se rve d  in  19 / 4 3 (4 4 .2%) o f e va lu a b le  p a tie n ts

So u rc e s : Brii Bio sc ie n c e s  a n d  VBI Va c c in e s  Pre se n t Po s itive  Da ta  fro m  Co m p le te d  Ph a se  1b / 2a  Stu d y o n  BRII- 179  (VBI- 26 0 1) in  Pa tie n ts  with  Ch ro n ic  He p a titis  B a t th e  In te rn a tio n a l Live r Co n g re ss  20 21; Ju n e  23, 
20 21 (p re ss  re le a se ); a d d itio n a l d a ta  p re se n te d  in  ILC p o s te r b y Brii Bio . 
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VBI -2601 Ongoing Partnership & Upcoming Milestones
Brii Pa rtn e rs h ip :

• In  De c e m b e r 2018 , VBI a n n o u n c e d  a  lic e n s e  a n d  c o lla b o ra tio n  a g re e m e n t with  Brii Bio s c ie n c e s  (Brii Bio ) 
to  d e ve lo p  a  fu n c tio n a l c u re  fo r He p a titis  B

• Up fro n t : $11M - $4M u p fro n t p a ym e n t + $7M e q u ity in ve s tm e n t

• Mile s to n e s  & Ro ya ltie s  : Up  to  $117.5M in  p o te n tia l m ile s to n e  p a ym e n ts  a n d  p o te n tia l lo w d o u b le - d ig it  
ro ya ltie s  o n  c o m m e rc ia l s a le s  in  th e  lic e n s e d  te rrito ry

• Lic e n s e d  Te rrito rie s  : Ch in a , Ho n g  Ko n g , Ma c a u , a n d  Ta iwa n

• VBI will re ta in  a ll rig h ts  o u ts id e  o f th e  lic e n s e d  te rrito ry with  re s p e c t to  th e  tre a tm e n t o f h e p a titis  B

Up c o m in g  Mile s to n e s :

• H2 20 22 : To p - lin e  in te rim  c lin ic a l d a ta  fro m  Ph a s e  2 c o m b in a tio n  s tu d y o f VBI- 26 01 (BRII- 179 ) a n d  BRII- 8 35 (VIR- 2218 ) e xp e c te d

• H1 20 23 : In itia l d a ta  fro m  Ph a s e  2a / 2b  “a d d - o n ” s tu d y o f VBI- 26 01 (BRII- 179 ) + c u rre n t s ta n d a rd - o f- c a re  th e ra p y e xp e c te d
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