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Figure 1: Group and Dose Escalation Scheme
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Sentinel group (n=3) 
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total n of up to 10
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(with or without treatment)
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Planned n=10 (up to 20)

Adaptive (see Criteria for 3rd

expansion group)
(with or without treatment)
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Planned n=10 (up to 20) 

(with or without treatment)
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Planned n=10 (up to 20)
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expansion group)
(with or without treatment)

Medium dose 10^3 TCID50
Sentinel group (n=3) 

If no pausing rules at 7 days then 
continue to

total n of up to 10 
(with or without treatment)

Medium dose 10^3 TCID50
Planned n=10 (up to 20)

(with or without treatment)
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Planned n=10 (up to 20)
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expansion group)
(with or without treatment)
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Table 3: Olfactory index of absolute dysfunction based on UPSIT scores

Index Female Male

Anosmia Score < 19 Score < 19

Severe Microsmia 19 <= Score < 26 19 <= Score < 26

Microsmia 26 <= Score < 31 26 <= Score < 30

Mild Microsmia 31 <= Score < 35 30 <= Score < 34

Normosmia Score >= 35 Score >= 34













Parameter n xx xx
Mean (SD) xx.x (xx.xx) xx.x (xx.xx)
%CV xx.x xx.x
SE xx.xx xx.xx
Median xx.x xx.x
Q1, Q3 xx.x, xx.x xx.x, xx.x
Min, Max xx, xx xx, xx

CONFIDENTIAL hVIVO Services Ltd. Page x of y
HVO-vCS-003

Table x.x
Title ( (Day 28) )

Analysis set

Source Data: Listing 16.2.x {Source data footnote only appears for tables, where x references relevant listing 
number}

Program: xxxxxxxxx Output: xxxxxxx Date: xxxxxxxxx
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/

I
n
t
e
r
m
i
t
t
e
n
t
 
/
 

C
o
n
t
i
n
u
o
u
s
 
/
 

O
t
h
e
r

Y
e
s
 
/
 
N
o

Y
e
s
 
/
 
N
o

[
1
]
 
M
e
d
D
R
A
 
V
e
r
s
i
o
n
 
2
4
.
0
.

N
o
t
e
:
 
*
 
D
a
t
e
 
e
s
t
i
m
a
t
e
d
.



L
i
s
t
i
n
g
 
1
6
.
2
.
4
.
9

P
r
i
o
r
 
a
n
d
 
C
o
n
c
o
m
i
t
a
n
t
 
M
e
d
i
c
a
t
i
o
n
s

S
u
b
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c
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P
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e
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c
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]
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]
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/
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/
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W
H
O
 
D
r
u
g
 
D
i
c
t
i
o
n
a
r
y
 
G
l
o
b
a
l
 
v
e
r
s
i
o
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2
0
2
1
 
(
M
a
r
c
h
 
1
,
 
2
0
2
1
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[
2
]
 
O
D
 
=
 
O
n
c
e
 
a
 
d
a
y
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B
D
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w
i
c
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a
 
d
a
y
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R
N
 
=
 
A
s
 
n
e
e
d
e
d
,
 
T
D
S
 
=
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h
r
e
e
 
t
i
m
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a
y
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r
 
t
i
m
e
s
 
a
 
d
a
y
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C
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C
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n
t
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n
u
o
u
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.
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A
 
=
 
A
u
r
a
l
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I
M
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I
n
t
r
a
m
u
s
c
u
l
a
r
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I
N
H
 
=
 
I
n
h
a
l
a
t
i
o
n
,
 
I
U
D
 
=
 
I
n
t
r
a
u
t
e
r
i
n
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D
e
v
i
c
e
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I
V
 
=
 
I
n
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r
a
v
e
n
o
u
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,
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s
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,
 
O
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c
u
l
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r
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O
 
=
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r
a
l
,
 
P
R
 
=
 
R
e
c
t
a
l
,
 
P
V
 
=
 
V
a
g
i
n
a
l
,

 
 
 
 
 
S
C
 
=
 
S
u
b
c
u
t
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n
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o
u
s
,
 
S
L
 
=
 
S
u
b
l
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n
g
u
a
l
,
 
T
O
P
 
=
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o
p
i
c
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l
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]
 
P
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P
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2
8
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n
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m
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t
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t
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p
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8
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c
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l
l
e
n
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n
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o
m
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t
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.
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t
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c
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b
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c
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b
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p
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.
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c
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b
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t
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i
t
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i
r
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l
 
c
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l
l
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n
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n
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e
c
t
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n

=
 
C
o
n
f
i
r
m
a
t
i
o
n
 
o
f
 
S
A
R
S
-
C
O
V
-
2
 
i
n
f
e
c
t
i
o
n
 
a
t
 
t
w
o
 
c
o
n
s
e
c
u
t
i
v
e
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i
m
e
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i
n
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s
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y
m
p
t
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d
i
a
t
e
l
y
 
a
f
t
e
r
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p
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s
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g
n
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i
n
v
e
s
t
i
g
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t
i
o
n
s
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g
g
e
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t
i
v
e
 
o
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V
I
D
-
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R
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.
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v
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v
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