WO 2020/014613

PCT/US2019/041605
1/40

y 0 0.6-0.Q O
000 00 G5 D
y
T—>x oooooe—--i-/
/eooooo v
© 00 00 Qi J
e 000000

>

D

X

FIG. 1B

120a

FIG. 1B
110a

FIG. 1B Ax 10

FIG. 1A



WO 2020/014613 PCT/US2019/041605
2/40

00

X

. Butgbout fhve ves 20s i becarae SRR Lrise Y Iy
han Op o R : 3
X

S 21 pom
whon who we
(the halls becgbse

FIG. 3A 304

324

FIG. 3C



WO 2020/014613 PCT/US2019/041605
3/40

FIG. 4A



PCT/US2019/041605

WO 2020/014613
4/40

HESHERNT
R
R
HEHEHEE

SR

e
T z::%;::
ERHEHHERHER I
LR

R e
FHETRU R RSN TN

it

FIG. 5A



PCT/US2019/041605

WO 2020/014613

5/40

s
o
7

7

7

7
%
%,

%
%

5B

FIG




WO 2020/014613 PCT/US2019/041605
6/40

S

gf‘égﬁz?smséi
s
S

FIG. 5C



WO 2020/014613
7/40

PCT/US2019/041605

2

TN
240-170-JITTERE N N

URW RN
s 3 AR R TR
e e RNy
R TR
DRVX ATETN RN N QY
A TR N
T -
AA RN IRHERR \N\
RN R RRRNRR TR R IR
AR \j\\ e FR TRt NN
RN s R e
R RN
AR N R
RN RS
= RN RN
RN \\\§\\
AR

SARRRERERN

o7

P

B%

N



WO 2020/014613 PCT/US2019/041605
8/40




WO 2020/014613 PCT/US2019/041605
9/40

“

IR QW
RN
QNN P g

A

@

2

=5

FIG. 5F

o

7
s




PCT/US2019/041605

WO 2020/014613
10/40
550
3 ﬁ'*ﬁwmv}wmm‘“w
Yoo ———— AN
;. { *,(m"" LI b
J #«‘\ e T i*\\\' _‘
&% ) . ’
o
$ %
£ . 552
: -
$
§
: 554
\
\ 556
5
' ‘ 558
:‘ _ § EELASE
\&t ) ‘:*-: ‘:' :::i*’*“ ;#’lé’ ,\N“""‘.'
s % o anene oo
a L

I o -
N“‘Nmmmﬁ""w

FIG. 6A

FiG. 68



WO 2020/014613
Control
i 35.00
SER mean chg -1.72
SER % »-1 0 23.5%
Al mean change Q.85
SER %« -5 D 82.4%

stdev

[~
W0
~

0.54

11/40
MC Spec
stderr Lens stdev
2500
0.10 -1.30 3.73
A0.0%
Q.08 .59 .42

B2.4%

FI1G. 7

PCT/US2019/041605

Diff

% Diff

30.36%



SER Mean Change from Baseline

Axial Length Mean Change from Baseline

WO 2020/014613

a.00 v
-0.20 -
-0.40 -
-0.60 -
-0.80 -
-1.00 -
-1.20 -
-1.40 -
-1.60 -
-1.80 -
-2.00 -

.90 -

Q.80 -

8.7q0

a.60 -

0.50 »

.40

0.38 -

0.20

Q.10

.00 -

PCT/US2019/041605
12/40

Quarter

11 12

N
swlontrollens SNWMyapia Control Spectacle Lens
FIG. 8A

2 3 4 S [ 7 8 g 10 11 12
Quarter

ss\wControl Lens ~S\N{dvapia Control Spectacle Lens

FIG. 8B



PCT/US2019/041605

WO 2020/014613

13/40

N
©
p—
F

425

275 -2.25 175 -1.2% 075 -25 028 075 1.25 1.7% 235 275 325 395

¥ 7

; 2

.
\
.
\\

o \\\\\\\\\\\\\\\%

N

i g

s

Aw
& & & S & P &
s 4 8 £ g = 8

N Myopia Control Spectacie tens

N Controf Lens



WO 2020/014613 PCT/US2019/041605

14/40
MC Spec

Controt sideyv stdert fens stdev stderr Diff % Diff
N 85.00 ’5.00
SER man chg -1.78 Q.92 (.14 -1.03 .54 Q.0 41,859
SER %% >-1D 29.4% 44,7 %
AL mean change 0.87 AR 0.05 052 0.38 Q 40,4
SER% <50 82.4% $5.3%

FIG. 10



WO 2020/014613 PCT/US2019/041605

0.00
0.20 -
0,40 ~
0.60 -

SER Mean Change from Baseline

-1.80 -
200 -

1.00 -

0.90 -

Axial bength Mean Change from Baseline

£0.10 -

D00

-0.80 -
-1.00 -
-1.20 -
-1.40 -
~1.60 -

.80

Q.70 -

0.60 -

8.50 -

0.40

0.30 -

0.20 -

15/40

Quarter

o .

sweéontrof lens S\Wwyopia Controf Spectacle Lens

FIG. 11A

R

0 3 2 3 4 5 & 7 8 9 10 11 12
Quarter

swOontrof Lens S\NSviyopia Control Spectacle Lens

FIG. 11B



PCT/US2019/041605

WO 2020/014613

16/40

™
—
O
Y
[

b

\\

4,
7

w

U

35.0%

3i,0%

25.0%

20.0%

15.0%

10.0%

5(0% AR Y
0.0%

225 275 325 37% 425

-1.75 -1.25 -0.75 025 @25 075 125 175

-2.25

-4.7% -4.25 -3.75 -325 275

N viyopia Controf Spectacle Lens

& Control Lens



WO 2020/014613
Control
N 85.00
SER mean chg -1.66
SER%>-1D EFRS
Al mean change 3.80
SER %< 5D TR5%

stdev

1.02

.54

17/40

M Spec
stderr Lens
85,00
8.31 3,82
65.9%
0.06 .29
97 .6%

FIG. 13

stedey

.38

0.33

PCT/US2019/041605

stderr

Q.05

2.04

Diff

So Diff

50.85%

51.25%



WO 2020/014613

PCT/US2019/041605

18/40
Quarter

0.00 - . :

\\\\\ & 7 8 8 1 1 B

0.20 - N
2 \\\\ \\\\\\

& -0.60 4 \
F \\\\
g uso - \\\\\ _—
& 220 - \\\\\\\\\\
$ 140 - \\\\\\\\\\
E 160 N
“ N

1.80 \\\\\\\\\

2,00 -

sswwControflens S\NSMyopia Control Spectacle Lens
FIG. 14A

1.00 -

0.90 - @
‘g \\\\\\\\\‘“\\\\\\\\\\\'\”c
® 080 - o=
fes] \\\\\\\\\\
£ 0.70 e &Y
g 0.60 \\\\\\Q
& 050 o

Y
g 0.50 A sl
=0 =
% o s
B 030 N W
s \\\\\\\\\\\\\\\\ \ \\\\\\\\\“ .....
O Sl
\ {&\
0.10 - \Q‘\\\ 5@\\\\»\\‘
\\\\ \\\'-\ .....

0.00 &\

0 1 2 3 4 5 6 7 8 9 10 11 12

sSswwgntrol Lens

Quarter

~SSSSviyapia Control Spectacle Lens

FIG. 14B



PCT/US2019/041605

WO 2020/014613

19/40

FIG. 15

5

':“N 8 v : ¥ 8
025 025 075 125 175 228 275 325 375 428

; e
\\\\\\\\\\\«\\«\v\\\\\\\\\\\\\\\\\\\\\&

40.0%

35.0%

30.0%

25,0%

20.0%

15.0%

10.0%

2.0%

-4.75 -4.25 -3.7

-1.25 -G.75

-2.25 <475

~275

5 325 -

Myopia Control Spectacle Lens

N

Conirol Lens

®



WO 2020/014613
Control
N 85,00
SER mean chg ~1.48
SER%>-18 30.6%
Al mean change Q.72
SER%<-5D §2.4%

20/40
M Spec
stdeyv stderr Lens
8500
.82 0419 -0.89
54.1%
Q.46 3.05 348
98.5%

FIG. 16

PCT/US2019/041605

stdev stdery Diff % Diff
35.68 32.39%
.33 23.16%




WO 2020/014613 PCT/US2019/041605
21/40

4.00 -

0.20 -

0,40 -

-0.60 -

0.80 -

~1.00 -

-1.20 -

SER Mean Change from Baseline

-1.40 -

-1.60 ¢

sswwontrof lens SNSMyopia Control Spectacls Lans

FIG. 17A

=2
w4
S

X
N S QT
\\\\\\\\\\\\\\\\\\\\

\\\\\\‘\

o
as
<
/

’é

- SR
050 - S

0.40 i \\\\\\M

\\
Q.30 - \&\\%“\ o=

o
Fut
o
//
”//

\\\\\\\\ \\‘\k\ .....
\\\\\ (IR
- \\\’\

Axial Length Mean Change from Baseline

&
Py
o<

o
[t
3

1 2 3 4 5 & 7 8 9 10 11 12
Quarter

sswControl Lens  SNWMyonia Control Spectacle Lens

FIG. 17B



PCT/US2019/041605

WO 2020/014613

22/40

FIG. 18

“

— \,

%

35.0%

30.0%

25.0%

20.6%

15.0%

13.0%

5.0%

0.0% by

N ddyapia Conteof Spectadie Lans

N Conteol Lens



WO 2020/014613

N

SER mean chg
SER %18

Al mean change
SER % <50

Control
25,00
-3.52
27A%
Q.71

81.2%

stdey

.82

.48

23/40
MC Spec
stderr Lens
]500
009 <081
51.3%
0.05 043
B96.5%

FIG. 19

stdav

PCT/US2019/041605

stderr

4.6

0.0

Diff

% Diff

AH303%

A3.32%



WO 2020/014613 PCT/US2019/041605

8.00

3,20

SER Mean Change from Baseline

-1.40 -

-1.80

0.80 -

Axial Length Mean Change from Baseline

0.00

-0.40 -

-0.60

-0.80 -

-1.00 -

-1.20 -

Q.70 -

0.60 -

0.50 ~

040 ~

0.30 -

Q.20

i

24/40

..... S
\\\\ \m
\\\\\
e,
.
\\\\\\\\\
\\\\\\\

sswControl lens S\Wyyvapia Control Spectacie Lens

FIG. 20A
\\\\\\\\\*\\ \\\\
\ -
=
‘\\\\\‘“\\ \\\\\
\\\\\\\ = Nl
%\\\\“‘\\\ .....
\\\\\\\\\\\ \\\\\\\ mﬁﬁ
\\\\\\“ \\\\\\\\
\\\\\\\i\‘\\\\\ \\\\\\\"(\ ,,,,,
\\‘ & \\\\\\\ ......
\\\\‘\\\\\
1 2 3 4 5 6 7 8 g 10 " -
Quarter

~wwoontrof Ltens SWMyopia Control Spectacle Lens

FIG. 20B



PCT/US2019/041605

WO 2020/014613

25/40

—
(@]
©
—
S

]

S

S,

%

%

P
%

-4.75 425 375 325 275 225 L5 -125 -075 025 023 08 125 L¥S 225 275 325 375 425

49.0%

35.0%

30.0%

25.0%

20.0%

15.0%

10.0%

5.0%
000 -y AN

N Myopia Controf Spectacle Lens

Nfontrof Lens



WO 2020/014613 PCT/US2019/041605

26/40
M Spec
Controt stdey stderr Lens stdev stdery Diff % Diff
N 85.00 8500
SER mean chg -1.43 1.01 8.11 -0.72 3.52 0.0 43.43%
SER S >-1D 32.9% £69.4%
AL mean change Q.70 051 3,06 134 .29 51.11%
SER%<-5D 85.9% a6,5%

FIG. 22



WO 2020/014613 PCT/US2019/041605

0.00 v\
)

0,20 -

SER Mean Change from Baseline

-1.40 -

-1.60

e
L3
pued

o
o
o

0.50

0.40 -

Axial Length Mean Change from Baseline

0.00

-0.4G -

Q&0 -

D80 -

-1.00

-1.20

0.30

0.20

0.10

27/40

Quarter

swOpntrol lens SWMyopia Control Spectacle Lens

FIG. 23A

S )
Rl e
R
* e
‘ @ \\\\\w ®
s ss&u 3

S §\\\~.\\~m}\* .....

S

..... &\ WY .

O 1 2 3 4 5 & 7 8 9 10 11 12
Quarter

swiwControl Lens  SXY™WWMyopia Controf Spectacle Lens

FIG. 23B



PCT/US2019/041605

WO 2020/014613

28/40

R
@\
O
e
[

......

a

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,

7 4

i

-4 75 -4.25 -3.75 -3.25 275 -2.25 -&75 <325 075 -0.25 025 075 125 175 225 275 3.2% 375 428

45.0%

40.0%

35.0%
30.0%
25.0%
20.0%

15.0%

18.0%
5.0%
0.0%

N Myopia Control Spectacle Lens

§ Control Lens



WO 2020/014613

29/40

PCT/US2019/041605

Treatment Group Change from Baseline under Various Control
Group Outcomes and Treatment Effect Sizes

Change from Baseline - Control Group (diopters})
-0.60 -0.65 -0.70 -0.75 -0.80 -0.85 -0:90 -0.95 -1.00
40% -0.36 -0.39 -0.42 -0.45 -0.48 -0.51 -0.54 -0.57 -0.60]
41% -0.35 -0.38 -0.41 -0.44 -0.47 -0.50 -0.53 -0.56 -0.59]
42% -0.35 -0.38 -0.41 -0.44 -0.46 -0.49 -0.52 -0.55 -0.58|
43% -0.34 -0.37 -0.40 -0.43 -0.46 -0.48 -0.51 -0.54 -0.57|
44% -0.34 -0.36 -0.39 -0.42 -0.45 -0.48 -0.50 -0.53 -0.56)
45% -0.33 -0.36 -0.39 -0.41 -0.44 -0.47 -0.50 -0.52 -0.55]
46% -0.32 -0.35 -0.38 -0.41 -0.43 -0.46 -0.49 -0.51 -0.54]
47% -0.32 -0.34 -0.37 -0.40 -0.42 -0.45 -0.48 -0.50 -0.53]
48% -0.31 -0.34 -0.36 -0.39 -0.42 -0.44 -0.47 -0.49 -0.52]
49% -0.31 -0.33 -0.36 -0.38 -0.41 -0.43 -0.46 -0.48 -0.51]
50% -0.30 -0.33 -0.35 -0.38 -0.40 -0.43 -0.45 -0.48 -0.50
51% -0.29 -0.32 -0.34 -0.37 -0.39 -0.42 -0.44 -0.47 -0.49]
52% -0.29 -0.31 -0.34 -0.36 -0.38 -0.41 -0.43 -0.46 -0.48
- 53% -0.28 -0.31 -0.33 -0.35 -0.38 -0.40 -0.42 -0.45 -0.47)
g 54% -0.28 -0.30 -0.32 -0.35 -0.37 -0.39 -0.41 -0.44 -0.46|
§ 55% -0.27 -0.29 -0.32 -0.34 -0.36 -0.38 -0.41 -0.43 -0.45]
::qn ‘—? 56% -0.26 -0.29 -0.31 -0.33 -0.35 -0.37 -0.40 -0.42 -0.44
g' g 57% -0.26 -0.28 -0.30 -0.32 -0.34 -0.37 -0.39 -041 -0.43]
E : 58% -0.25 -0.27 -0.29 -0.32 -0.34 -0.36 -0.38 -0.40 -0.42]
B2 59% -0.25 -0.27 -0.29 -0.31 -0.33 -0.35 -0.37 -0.39 -0.41]
3 60% -0.24 -0.26 -0.28 -0.30 -0.32 -0.34 -0.36 -0.38 -0.40
;2 61% -0.23 -0.25 -0.27 -0.29 -0.31 -0.33 -0.35 -0.37 -0.39]
62% -0.23 -0.25 -0.27 -0.29 -0.30 -0.32 -0.34 -0.36 -0.38|
63% -0.22 -0.24 -0.26 -0.28 -0.30 -0.31 -0.33 -0.35 -0.37]
64% -0.22 -0.23 -0.25 -0.27 -0.29 -0.31 -0.32 -0.34 -0.36)
65% -0.21 -0.23 -0.25 -0.26 -0.28 -0.30 -0.32 -0.33 -0.35]
66% -0.20 -0.22 -0.24 -0.26 -0.27 -0.29 -0.31 -0.32 -0.34]
67% -0.20 -0.21 -0.23 -0.25 -0.26 -0.28 -0.30 -0.31 -0.33]
68% -0.19 -0.21 -0.22 -0.24 -0.26 -0.27 -0.29 -0.30 -0.32]
69% -0.19 -0.20 -0.22 -0.23 -0.25 -0.26 -0.28 -0.29 -0.31]
70% -0.18 -0.20 -0.21 -0.23 -0.24 -0.26 -0.27 -0.29 -0.30]
71% -0.17 -0.19 -0.20 -0.22 -0.23 -0.25 -0.26 -0.28 -0.29]
72% -0.17 -0.18 -0.20 -0.21 -0.22 -0.24 -0.25 -0.27 -0.28|
73% -0.16 -0.18 -0.19 -0.20 -0.22 -0.23 -0.24 -0.26 -0.27|
74% -0.16 -0.17 -0.18 -0.20 -0.21 -0.22 -0.23 -0.25 -0.26|
75% -0.15 -0.16 -0.18 -0.19 -0.20 -0.21 -0.23 -0.24 -0.25]

FIG. 25A
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Difference Between Treatment vs. Control Groups under Various Control
Group Outcomes and Treatment Effect Sizes

IChange from Baseline - Control Group (diopters)

-0.60 -0.65 -0.70 -0.75 -0.80 -0.85 -0.90 -0:95 -1.00
40% 0.24 0.26 0.28 0.30 0.32 0.34 0.36 0.38 0.40
41% 0.25 0.27 0.29 0.31 0.33 0.35 0.37 0.39 0.41
42% 0.25 0.27 0.29 0.32 0.34 0.36 0.38 0.40 0.42]
43% 0.26 0.28 0.30 0.32 0.34 0.37 0.39 041 0.43]
44% 0.26 0.29 0.31 0.33 0.35 0.37 0.40 0.42 0.44)
45% 0.27 0.29 0.32 0.34 0.36 0.38 0.41 0.43 0.45]
46% 0.28 0.30 0.32 0.35 0.37 0.39 0.41 0.44 0.46]
47% 0.28 0.31 0.33 0.35 0.38 0.40 0.42 0.45 0.47|
48% 0.29 0.31 0.34 0.36 0.38 0.41 0.43 0.46 0.48]
49% 0.29 0.32 0.34 0.37 0.39 0.42 0.44 0.47 0.49
50% 0.30 0.33 0.35 0.38 0.40 0.43 0.45 0.48 0.50]
51% 031 0.33 0.36 0.38 0.41 0.43 0.46 0.48 0.51]
52% 031 0.34 0.36 0.39 0.42 0.44 0.47 0.49 0.52
= 53% 0.32 0.34 0.37 0.40 0.42 0.45 0.48 0.50 0.53]
2 54% 0.32 0.35 0.38 0.41 0.43 0.46 0.49 0.51 0.54]
§ 55% 0.33 0.36 0.39 0.41 0.44 0.47 0.50 0.52 0.55]
§° o 56% 0.34 0.36 0.39 0.42 0.45 0.48 0.50 0.53 0.56]
g‘ ‘é 57% 0.34 0.37 0.40 043 0.46 0.48 0.51 0.54 0.57]
'é 9 58% 0.35 0.38 0.41 0.44 0.46 0.49 0.52 0.55 0.58]
b s 59% 0.35 0.38 0.41 0.44 0.47 0.50 0.53 0.56 0.59
3 60% 0.36 0.39 0.42 0.45 0.48 0.51 0.54 0.57 0.60]
§ 61% 0.37 0.40 0.43 0.46 0.49 0.52 0.55 0.58 0.61]
62% 0.37 0.40 0.43 0.47 0.50 0.53 0.56 0.59 0.62]
63% 0.38 0.41 0.44 0.47 0.50 0.54 0.57 0.60 0.63]
64% 0.38 0.42 0.45 0.48 0.51 0.54 0.58 0.61 0.64
65% 0.39 0.42 0.46 0.49 0.52 0.55 0.59 0.62 0.65]
66% 0.40 0.43 0.46 0.50 0.53 0.56 0.59 0.63 0.66)
67% 0.40 0.44 0.47 0.50 0.54 0.57 0.60 0.64 0.67|
68% 0.41 0.44 0.48 0.51 0.54 0.58 0.61 0.65 0.68
69% 0.41 0.45 0.48 0.52 0.55 0.59 0.62 0.66 0.69)
70% 0.42 0.46 0.49 0.53 0.56 0.60 0.63 0.67 0.70]
71% 0.43 0.46 0.50 0.53 0.57 0.60 0.64 0.67 0.71]
72% 0.43 0.47 0.50 0.54 0.58 0.61 0.65 0.68 0.72
73% 0.44 0.47 0.51 0.55 0.58 0.62 0.66 0.69 0.73]
74% 0.44 0.48 0.52 0.56 0.59 0.63 0.67 0.70 0.74
75% 0.45 0.49 0.53 0.56 0.60 0.64 0.68 0.71 0.75)
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Treatment Group Change from Baseline under Various Control
Group Outcomes and Treatment Effect Sizes

Change from Baseline - Control Group (diopters)
-1.15 =1.20 =125 -1.30 -1.35 -1.40 -1.45 =1.50 -1.55
40% -0.69 -0.72 -0.75 -0.78 -0.81 -0.84 -0.87 -0.90 -0.93]
41% -0.68 -0.71 -0.74 -0.77 -0.80 -0.83 -0.86 -0.89 -0.91
42% -0.67 -0.70 -0.73 -0.75 -0.78 -0.81 -0.84 -0.87 -0.90]
43% -0.66 -0.68 -0.71 -0.74 -0.77 -0.80 -0.83 -0.86 -0.88
44% -0.64 -0.67 -0.70 -0.73 -0.76 -0.78 -0.81 -0.84 -0.87|
45% -0.63 -0.66 -0.69 -0.72 -0.74 -0.77 -0.80 -0.83 -0.85]
46% -0.62 -0.65 -0.68 -0.70 -0.73 -0.76 -0.78 -0.81 -0.84]
47% -0.61 -0.64 -0.66 -0.69 -0.72 -0.74 -0.77 -0.80 -0.82]
48% -0.60 -0.62 -0.65 -0.68 -0.70 -0.73 -0.75 -0.78 -0.81
49% -0.59 -0.61 -0.64 -0.66 -0.69 -0.71 -0.74 -0.77 -0.79
50% -0.58 -0.60 -0.63 -0.65 -0.68 -0.70 -0.73 -0.75 -0.78]
51% -0.56 -0.59 -0.61 -0.64 -0.66 -0.69 -0.71 -0.74 -0.76]
52% -0.55 -0.58 -0.60 -0.62 -0.65 -0.67 -0.70 -0.72 -0.74]
i 53% -0.54 -0.56 -0.59 -0.61 -0.63 -0.66 -0.68 -0.71 -0.73]
.% 54% -0.53 -0.55 -0.58 -0.60 -0.62 -0.64 -0.67 -0.69 -0.71
E 55% -0.52 -0.54 -0.56 -0.59 -0.61 -0.63 -0.65 -0.68 -0.70]
‘éﬂ § 56% -0.51 -0.53 -0.55 -0.57 -0.59 -0.62 -0.64 -0.66 -0.68]
g‘ ‘g‘ 57% -0.49 -0.52 -0.54 -0.56 -0.58 -0.60 -0.62 -0.65 -0.67|
S : 58% -0.48 -0.50 -0.53 -0.55 -0.57 -0.59 -0.61 -0.63 -0.65]
B> 59% -0.47 -0.49 -0.51 -0.53 -0.55 -0.57 -0.59 -0.62 -0.64]
§ 60% -0.46 -0.48 -0.50 -0.52 -0.54 -0.56 -0.58 -0.60 -0.62]
;; 61% -0.45 -0.47 -0.49 -0.51 -0.53 -0.55 -0.57 -0.59 -0.60]
62% -0.44 -0.46 -0.48 -0.49 -0.51 -0.53 -0.55 -0.57 -0.59|
63% -0.43 -0.44 -0.46 -0.48 -0.50 -0.52 -0.54 -0.56 -0.57|
64% -0.41 -0.43 -0.45 -0.47 -0.49 -0.50 -0.52 -0.54 -0.56]
65% -0.40 -0.42 -0.44 -0.46 -0.47 -0.49 -0.51 -0.53 -0.54]
66% -0.39 -0.41 -0.43 -0.44 -0.46 -0.48 -0.49 -0.51 -0.53]
67% -0.38 -0.40 -0.41 -0.43 -0.45 -0.46 -0.48 -0.50 -0.51
68% -0.37 -0.38 -0.40 -0.42 -0.43 -0.45 -0.46 -0.48 -0.50]
69% -0.36 -0.37 -0.39 -0.40 -0.42 -0.43 -0.45 -0.47 -0.48]
70% -0.35 -0.36 -0.38 -0.39 -0.41 -0.42 -0.44 -0.45 -0.47|
71% -0.33 -0.35 -0.36 -0.38 -0.39 -0.41 -0.42 -0.44 -0.45)
72% -0.32 -0.34 -0.35 -0.36 -0.38 -0.39 -0.41 -0.42 -0.43]
73% -0.31 -0.32 -0.34 -0.35 -0.36 -0.38 -0.39 -0.41 -0.42,
74% -0.30 -0.31 -0.33 -0.34 -0.35 -0.36 -0.38 -0.39 -0.40]
75% -0.29 -0.30 -0.31 -0.33 -0.34 -0.35 -0.36 -0.38 -0.39]

FIG. 26A



WO 2020/014613

Difference Between Treatment vs. Control Groups under Various Control

32/40

Group Outcomes and Treatment Effect Sizes

PCT/US2019/041605

Change from Baseline - Control Group (diopters)

-1.15 -1.20 -1:25 -1:30 =1.35 -1.40 -1.45 -1.50 -1.55
40% 0.46 0.48 0.50 0.52 0.54 0.56 0.58 0.60 0.62]
41% 0.47 0.49 0.51 0.53 0.55 0.57 0.59 0.62 0.64
42% 0.48 0.50 0.53 0.55 0.57 0.59 0.61 0.63 0.65]
43% 0.49 0.52 0.54 0.56 0.58 0.60 0.62 0.65 0.67|
44% 0.51 0.53 0.55 0.57 0.59 0.62 0.64 0.66 0.68]
45% 0.52 0.54 0.56 0.59 0.61 0.63 0.65 0.68 0.70]
46% 0.53 0.55 0.58 0.60 0.62 0.64 0.67 0.69 0.71]
47% 0.54 0.56 0.59 0.61 0.63 0.66 0.68 0.71 0.73]
48% 0.55 0.58 0.60 0.62 0.65 0.67 0.70 0.72 0.74
49% 0.56 0.59 0.61 0.64 0.66 0.69 0.71 0.74 0.76]
50% 0.58 0.60 0.63 0.65 0.68 0.70 0.73 0.75 0.78]
51% 0.59 0.61 0.64 0.66 0.69 0.71 0.74 0.77 0.79
52% 0.60 0.62 0.65 0.68 0.70 0.73 0.75 0.78 0.81]
& 53% 0.61 0.64 0.66 0.69 0.72 0.74 0.77 0.80 0.82]
.g 54% 0.62 0.65 0.68 0.70 0.73 0.76 0.78 0.81 0.84
§ 55% 0.63 0.66 0.69 0.72 0.74 0.77 0.80 0.83 0.85]
§° ° 56% 0.64 0.67 0.70 0.73 0.76 0.78 0.81 0.84 0.87]
g' “"g- 57% 0.66 0.68 0.71 0.74 0.77 0.80 0.83 0.86 0.88]
'é : 58% 0.67 0.70 0.73 0.75 0.78 0.81 0.84 0.87 0.90]
B 59% 0.68 0.71 0.74 0.77 0.80 0.83 0.86 0.89 0.91
§ 60% 0.69 0.72 0.75 0.78 0.81 0.84 0.87 0.90 0.93]
= 61% 0.70 0.73 0.76 0.79 0.82 0.85 0.88 0.92 0.95]
* 62% 0.71 0.74 0.78 0.81 0.84 0.87 0.90 0.93 0.96|
63% 0.72 0.76 0.79 0.82 0.85 0.88 0.91 0.95 0.98
64% 0.74 0.77 0.80 0.83 0.86 0.90 0.93 0.96 0.99
65% 0.75 0.78 0.81 0.85 0.88 0.91 0.94 0.98 1.01]
66% 0.76 0.79 0.83 0.86 0.89 0.92 0.96 0.99 1.02
67% 0.77 0.80 0.84 0.87 0.90 0.94 0.97 1.01 1.04
68% 0.78 0.82 0.85 0.88 0.92 0.95 0.99 1.02 1.05
69% 0.79 0.83 0.86 0.90 0.93 0.97 1.00 1.04 1.07
70% 0.81 0.84 0.88 0.91 0.95 0.98 1.02 1.05 1.09
71% 0.82 0.85 0.89 0.92 0.96 0.99 1.03 1.07 1.10
2% 0.83 0.86 0.90 0.94 0.97 1.01 1.04 1.08 1.12
73% 0.84 0.88 091 0.95 0.99 1.02 1.06 1.10 1.13
74% 0.85 0.89 0.93 0.96 1.00 1.04 1.07 111 1.15
75% 0.86 0.90 0.94 0.98 1.01 1.05 1.09 1.13 1.16

FIG. 26B



WO 2020/014613

33/40

PCT/US2019/041605

Treatment Group Change from Baseline under Various Control
Group Outcomes and Treatment Effect Sizes

IChange from Baseline - Control Group (diopters)
-1.70 -1.75 -1.80 -1.85 -1.90 -1.95 -2.00 -2.05 -2.10
40% -1.02 -1.05 -1.08 -1.11 -1.14 -1.17 -1.20 -1.23 -1.26]
41% -1.00 -1.03 -1.06 -1.09 -1.12 -1.15 -1.18 -1.21 -1.24]
42% -0.99 -1.02 -1.04 -1.07 -1.10 -1.13 -1.16 -1.19 -1.22
43% -0.97 -1.00 -1.03 -1.05 -1.08 -1.11 -1.14 -1.17 -1.20]
44% -0.95 -0.98 -1.01 -1.04 -1.06 -1.09 -1.12 -1.15 -1.18]
45% -0.94 -0.96 -0.99 -1.02 -1.05 -1.07 -1.10 -1.13 -1.16]
46% -0.92 -0.95 -0.97 -1.00 -1.03 -1.05 -1.08 -1.11 -1.13]
47% -0.90 -0.93 -0.95 -0.98 -1.01 -1.03 -1.06 -1.09 -1.11
48% -0.88 -0.91 -0.94 -0.96 -0.99 -1.01 -1.04 -1.07 -1.09
49% -0.87 -0.89 -0.92 -0.94 -0.97 -0.99 -1.02 -1.05 -1.07
50% -0.85 -0.88 -0.90 -0.93 -0.95 -0.98 -1.00 -1.03 -1.05]
51% -0.83 -0.86 -0.88 -0.91 -0.93 -0.96 -0.98 -1.00 -1.03]
52% -0.82 -0.84 -0.86 -0.89 -0.91 -0.94 -0.96 -0.98 -1.01
“ 53% -0.80 -0.82 -0.85 -0.87 -0.89 -0.92 -0.94 -0.96 -0.99)
-% 54% -0.78 -0.81 -0.83 -0.85 -0.87 -0.90 -0.92 -0.94 -0.97
§ 55% -0.77 -0.79 -0.81 -0.83 -0.86 -0.88 -0.90 -0.92 -0.95
§° 5 56% -0.75 -0.77 -0.79 -0.81 -0.84 -0.86 -0.88 -0.90 -0.92]
g' g 57% -0.73 -0.75 -0.77 -0.80 -0.82 -0.84 -0.86 -0.88 -0.90]
'g : 58% -0.71 -0.74 -0.76 -0.78 -0.80 -0.82 -0.84 -0.86 -0.88]
£ > 59% -0.70 -0.72 -0.74 -0.76 -0.78 -0.80 -0.82 -0.84 -0.86]
-3 60% -0.68 -0.70 -0.72 -0.74 -0.76 -0.78 -0.80 -0.82 -0.84]
§ 61% -0.66 -0.68 -0.70 -0.72 -0.74 -0.76 -0.78 -0.80 -0.82
62% -0.65 -0.67 -0.68 -0.70 -0.72 -0.74 -0.76 -0.78 -0.80]
63% -0.63 -0.65 -0.67 -0.68 -0.70 -0.72 -0.74 -0.76 -0.78]
64% -0.61 -0.63 -0.65 -0.67 -0.68 -0.70 -0.72 -0.74 -0.76]
65% -0.60 -0.61 -0.63 -0.65 -0.67 -0.68 -0.70 -0.72 -0.73]
66% -0.58 -0.60 -0.61 -0.63 -0.65 -0.66 -0.68 -0.70 -0.71
67% -0.56 -0.58 -0.59 -0.61 -0.63 -0.64 -0.66 -0.68 -0.69
68% -0.54 -0.56 -0.58 -0.59 -0.61 -0.62 -0.64 -0.66 -0.67
69% -0.53 -0.54 -0.56 -0.57 -0.59 -0.60 -0.62 -0.64 -0.65]
70% -0.51 -0.52 -0.54 -0.55 -0.57 -0.59 -0.60 -0.61 -0.63]
71% -0.49 -0.51 -0.52 -0.54 -0.55 -0.57 -0.58 -0.59 -0.61
2% -0.48 -0.49 -0.50 -0.52 -0.53 -0.55 -0.56 -0.57 -0.59)
73% -0.46 -0.47 -0.49 -0.50 -0.51 -0.53 -0.54 -0.55 -0.57
74% -0.44 -0.45 -0.47 -0.48 -0.49 -0.51 -0.52 -0.53 -0.55
75% -0.42 -0.44 -0.45 -0.46 -0.47 -0.49 -0.50 -0.51 -0.52]
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Change from Baseline - Control Group (diopters)

-1.70 -1.75 -1.80 -1.85 -1.90 -1.95 -2.00 -2.05 -2.10
40% 0.68 0.70 0.72 0.74 0.76 0.78 0.80 0.82 0.84
41% 0.70 0.72 0.74 0.76 0.78 0.80 0.82 0.84 0.86|
42% 0.71 0.74 0.76 0.78 0.80 0.82 0.84 0.86 0.88]
43% 0.73 0.75 0.77 0.80 0.82 0.84 0.86 0.88 0.90
44% 0.75 0.77 0.79 0.81 0.84 0.86 0.88 0.90 0.92]
45% 0.77 0.79 0.81 0.83 0.86 0.88 0.90 0.92 0.95]
46% 0.78 0.81 0.83 0.85 0.87 0.90 0.92 0.94 0.97|
47% 0.80 0.82 0.85 0.87 0.89 0.92 0.94 0.96 0.99
48% 0.82 0.84 0.86 0.89 0.91 0.94 0.96 0.98 1.01]
49% 0.83 0.86 0.88 0.91 0.93 0.96 0.98 1.00 1.03
50% 0.85 0.88 0.90 0.93 0.95 0.98 1.00 1.03 1.05
51% 0.87 0.89 0.92 0.94 0.97 0.99 1.02 1.05 1.07
52% 0.88 0.91 0.94 0.96 0.99 1.01 1.04 1.07 1.09)
= 53% 0.90 0.93 0.95 0.98 1.01 1.03 1.06 1.09 1.11]
.g 54% 0.92 0.95 0.97 1.00 1.03 1.05 1.08 111 1.13
§ 55% 0.94 0.96 0.99 1.02 1.05 1.07 1.10 1.13 1.16
? o 56% 0.95 0.98 1.01 1.04 1.06 1.09 112 1.15 1.18
g‘ ‘g 57% 0.97 1.00 1.03 1.05 1.08 1.11 1.14 1.17 1.20
< : 58% 0.99 1.02 1.04 1.07 1.10 1.13 1.16 1.19 1.22
B2 59% 1.00 1.03 1.06 1.09 1.12 1.15 1.18 121 1.24
§ 60% 1.02 1.05 1.08 111 114 1.17 1.20 1.23 1.26
a\‘; 61% 1.04 1.07 1.10 1.13 116 1.19 1.22 1.25 1.28
62% 1.05 1.09 1.12 1.15 118 1.21 1.24 1.27 1.30
63% 1.07 1.10 1.13 1.17 1.20 1.23 1.26 1.29 1.32
64% 1.09 1.12 1.15 1.18 1.22 1.25 1.28 131 1.34
65% 111 1.14 117 1.20 1.24 1.27 1.30 133 1.37
66% 112 1.16 1.19 1.22 1.25 1.29 1.32 135 1.39
67% 114 1.17 121 1.24 1.27 131 1.34 1.37 1.41]
68% 1.16 1.19 1.22 1.26 1.29 1.33 1.36 1.39 1.43
69% 1.17 1.21 124 1.28 131 1.35 1.38 141 1.45
70% 1.19 1.23 1.26 1.30 133 1.37 1.40 1.44 1.47
71% 1.21 1.24 1.28 131 1.35 1.38 1.42 1.46 1.49
72% 1.22 1.26 1.30 1.33 1.37 1.40 1.44 1.48 1.51]
73% 1.24 1.28 131 1.35 1.39 1.42 1.46 1.50 1.53
74% 1.26 1.30 1.33 1.37 141 1.44 1.48 1.52 1.55
75% 1.28 1.31 135 1.39 1.43 1.46 1.50 1.54 1.58
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IChange from Baseline - Control Group {mm}
0.250 0.275 0.300 0:325 0:350 0.375 0.400 0:425 0:450 0.475 0:500
40% 0.15 0.17 0.18 0.20 0.21 0.23 0.24 0.26 0.27 0.29 0.30]
41% 0.15 0.16 0.18 0.19 0.21 0.22 0.24 0.25 0.27 0.28 0.30)
42% 0.15 0.16 0.17 0.19 0.20 0.22 0.23 0.25 0.26 0.28 0.29
43% 0.14 0.16 0.17 0.19 0.20 0.21 0.23 0.24 0.26 0.27 0.29
44% 0.14 0.15 0.17 0.18 0.20 0.21 0.22 0.24 0.25 0.27 0.28]
45% 0.14 0.15 0.17 0.18 0.19 0.21 0.22 0.23 0.25 0.26 0.28]
46% 0.14 0.15 0.16 0.18 0.19 0.20 0.22 0.23 0.24 0.26 0.27]
47% 0.13 0.15 0.16 0.17 0.19 0.20 0.21 0.23 0.24 0.25 0.27|
48% 0.13 0.14 0.16 0.17 0.18 0.20 0.21 0.22 0.23 0.25 0.26)
49% 0.13 0.14 0.15 0.17 0.18 0.19 0.20 0.22 0.23 0.24 0.26)
50% 0.13 0.14 0.15 0.16 0.18 0.19 0.20 0.21 0.23 0.24 0.25)
51% 0.12 0.13 0.15 0.16 0.17 0.18 0.20 0.21 0.22 0.23 0.25)
52% 0.12 0.13 0.14 0.16 0.17 0.18 0.19 0.20 0.22 0.23 0.24]
& 53% 0.12 0.13 0.14 0.15 0.16 0.18 0.19 0.20 0.21 0.22 0.24]
% 54% 0.12 0.13 0.14 0.15 0.16 0.17 0.18 0.20 0.21 0.22 0.23]
g 55% 0.11 0.12 0.14 0.15 0.16 0.17 0.18 0.19 0.20 0.21 0.23]
o8 56% 0.11 0.12 0.13 0.14 0.15 0.17 0.18 0.19 0.20 0.21 0.22]
2 g 57% 0.11 0.12 0.13 0.14 0.15 0.16 0.17 0.18 0.19 0.20 0.22]
g bt 58% 0.11 0.12 0.13 0.14 0.15 0.16 0.17 0.18 0.19 0.20 0.21]
g 2 59% 0.10 0.11 0.12 0.13 0.14 0.15 0.16 0.17 0.18 0.19 0.21
3 60% 0.10 0.11 0.12 0.13 0.14 0.15 0.16 0.17 0.18 0.19 0.20]
g 61% 0.10 0.11 0.12 0.13 0.14 0.15 0.16 0.17 0.18 0.19 0.20)
& 62% 0.09 0.10 0.11 0.12 0.13 0.14 0.15 0.16 0.17 0.18 0.19
63% 0.09 0.10 0.11 0.12 0.13 0.14 0.15 0.16 0.17 0.18 0.19
64% 0.09 0.10 0.11 0.12 0.13 0.14 0.14 0.15 0.16 0.17 0.18]
65% 0.09 0.10 0.11 0.11 0.12 0.13 0.14 0.15 0.16 0.17 0.18]
66% 0.08 0.09 0.10 0.11 0.12 0.13 0.14 0.14 0.15 0.16 0.17]
67% 0.08 0.09 0.10 0.11 0.12 0.12 0.13 0.14 0.15 0.16 0.17]
68% 0.08 0.09 0.10 0.10 0.11 0.12 0.13 0.14 0.14 0.15 0.16)
69% 0.08 0.09 0.09 0.10 0.11 0.12 0.12 0.13 0.14 0.15 0.16)
70% 0.07 0.08 0.09 0.10 0.11 0.11 0.12 0.13 0.14 0.14 0.15)
71% 0.07 0.08 0.09 0.09 0.10 0.11 0.12 0.12 0.13 0.14 0.15)
72% 0.07 0.08 0.08 0.09 0.10 0.11 0.11 0.12 0.13 0.13 0.14]
73% 0.07 0.07 0.08 0.09 0.09 0.10 0.11 0.11 0.12 0.13 0.14]
74% 0.06 0.07 0.08 0.08 0.09 0.10 0.10 0.11 0.12 0.12 0.13]
75% 0.06 0.07 0.07 0.08 0.09 0.09 0.10 0.11 0.11 0.12 0.13]
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IChange from Baseline - Control Group (mm}

0.250 0.275 0:300 0.325 0.350 0.375 0:400 0:425 0:450 0.475 0.500
40% -0.10 -0.11 -0.12 -0.13 -0.14 -0.15 -0.16 -0.17 -0.18 -0.19 -0.20]
41% -0.10 -0.11 -0.12 -0.13 -0.14 -0.15 -0.16 -0.17 -0.18 -0.19 -0.21]
42% -0.11 -0.12 -0.13 -0.14 -0.15 -0.16 -0.17 -0.18 -0.19 -0.20 -0.21]
43% -0.11 -0.12 -0.13 -0.14 -0.15 -0.16 -0.17 -0.18 -0.19 -0.20 -0.22]
44% -0.11 -0.12 -0.13 -0.14 -0.15 -0.17 -0.18 -0.19 -0.20 -0.21 -0.22]
45% -0.11 -0.12 -0.14 -0.15 -0.16 -0.17 -0.18 -0.19 -0.20 -0.21 -0.23]
46% -0.12 -0.13 -0.14 -0.15 -0.16 -0.17 -0.18 -0.20 -0.21 -0.22 -0.23]
47% -0.12 -0.13 -0.14 -0.15 -0.16 -0.18 -0.19 -0.20 -0.21 -0.22 -0.24]
48% -0.12 -0.13 -0.14 -0.16 -0.17 -0.18 -0.19 -0.20 -0.22 -0.23 -0.24]
49% -0.12 -0.13 -0.15 -0.16 -0.17 -0.18 -0.20 -0.21 -0.22 -0.23 -0.25]
50% -0.13 -0.14 -0.15 -0.16 -0.18 -0.19 -0.20 -0.21 -0.23 -0.24 -0.25]
51% -0.13 -0.14 -0.15 -0.17 -0.18 -0.19 -0.20 -0.22 -0.23 -0.24 -0.26)
52% -0.13 -0.14 -0.16 -0.17 -0.18 -0.20 -0.21 -0.22 -0.23 -0.25 -0.26)
& 53% -0.13 -0.15 -0.16 -0.17 -0.19 -0.20 -0.21 -0.23 -0.24 -0.25 -0.27]
2 54% -0.14 -0.15 -0.16 -0.18 -0.19 -0.20 -0.22 -0.23 -0.24 -0.26 -0.27]
§ 55% -0.14 -0.15 -0.17 -0.18 -0.19 -0.21 -0.22 -0.23 -0.25 -0.26 -0.28]
g ] 56% -0.14 -0.15 -0.17 -0.18 -0.20 -0.21 -0.22 -0.24 -0.25 -0.27 -0.28]
g‘ ‘g 57% -0.14 -0.16 -0.17 -0.19 -0.20 -0.21 -0.23 -0.24 -0.26 -0.27 -0.29
< : 58% -0.15 -0.16 -0.17 -0.19 -0.20 -0.22 -0.23 -0.25 -0.26 -0.28 -0.29
g > 59% -0.15 -0.16 -0.18 -0.19 -0.21 -0.22 -0.24 -0.25 -0.27 -0.28 -0.30
-é’ 60% -0.15 -0.17 -0.18 -0.20 -0.21 -0.23 -0.24 -0.26 -0.27 -0.29 -0.30]
= 61% -0.15 -0.17 -0.18 -0.20 -0.21 -0.23 -0.24 -0.26 -0.27 -0.29 -0.31]
] 62% -0.16 -0.17 -0.19 -0.20 -0.22 -0.23 -0.25 -0.26 -0.28 -0.29 -0.31]
63% -0.16 -0.17 -0.19 -0.20 -0.22 -0.24 -0.25 -0.27 -0.28 -0.30 -0.32]
64% -0.16 -0.18 -0.19 -0.21 -0.22 -0.24 -0.26 -0.27 -0.29 -0.30 -0.32]
65% -0.16 -0.18 -0.20 -0.21 -0.23 -0.24 -0.26 -0.28 -0.29 -0.31 -0.33]
66% -0.17 -0.18 -0.20 -0.21 -0.23 -0.25 -0.26 -0.28 -0.30 -0.31 -0.33]
67% -0.17 -0.18 -0.20 -0.22 -0.23 -0.25 -0.27 -0.28 -0.30 -0.32 -0.34]
68% -0.17 -0.19 -0.20 -0.22 -0.24 -0.26 -0.27 -0.29 -0.31 -0.32 -0.34]
69% -0.17 -0.19 -0.21 -0.22 -0.24 -0.26 -0.28 -0.29 -0.31 -0.33 -0.35]
70% -0.18 -0.19 -0.21 -0.23 -0.25 -0.26 -0.28 -0.30 -0.32 -0.33 -0.35]
71% -0.18 -0.20 -0.21 -0.23 -0.25 -0.27 -0.28 -0.30 -0.32 -0.34 -0.36)
2% -0.18 -0.20 -0.22 -0.23 -0.25 -0.27 -0.29 -0.31 -0.32 -0.34 -0.36)
73% -0.18 -0.20 -0.22 -0.24 -0.26 -0.27 -0.29 -0.31 -0.33 -0.35 -0.37]
74% -0.19 -0.20 -0.22 -0.24 -0.26 -0.28 -0.30 -0.31 -0.33 -0.35 -0.37]
75% -0.19 -0.21 -0.23 -0.24 -0.26 -0.28 -0.30 -0.32 -0.34 -0.36 -0.38]
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Group Outcomes and Treatment Effect Sizes

[Change from Baseline - Control Group (mm}

0.500 0.525 0.550 0.575 0.600 0.625 0.650 0.675 0:700 0.725 0.750
40% 0.30 0.32 0.33 0.35 0.36 0.38 0.39 0.41 0.42 0.44 0.45)
41% 0.30 031 0.32 0.34 0.35 037 0.38 0.40 0.41 0.43 0.44]
42% 0.29 0.30 0.32 0.33 0.35 0.36 0.38 0.39 0.41 0.42 0.44
43% 0.29 0.30 0.31 0.33 034 0.36 0.37 0.38 0.40 041 0.43]
44% 0.28 0.29 0.31 0.32 0.34 0.35 0.36 0.38 0.39 0.41 0.42]
45% 0.28 0.29 0.30 0.32 033 034 0.36 0.37 0.39 0.40 0.41
46% 0.27 0.28 0.30 031 0.32 0.34 0.35 0.36 0.38 0.39 0.414
47% 0.27 0.28 0.29 0.30 0.32 033 0.34 0.36 0.37 0.38 0.40)
48% 0.26 0.27 0.29 0.30 031 033 0.34 0.35 0.36 0.38 0.39]
49% 0.26 0.27 0.28 0.29 031 0.32 0.33 0.34 0.36 0.37 0.38]
50% 0.25 0.26 0.28 0.29 0.30 031 0.33 0.34 0.35 0.36 0.38]
51% 0.25 0.26 0.27 0.28 0.29 031 0.32 0.33 0.34 0.36 0.37]
52% 0.24 0.25 0.26 0.28 0.29 0.30 031 0.32 034 0.35 0.36)
= 53% 0.24 0.25 0.26 0.27 0.28 0.29 0.31 0.32 0.33 0.34 0.35)
-2 54% 0.23 0.24 0.25 0.26 0.28 0.29 0.30 031 0.32 0.33 0.35]
§ 55% 0.23 0.24 0.25 0.26 0.27 0.28 0.29 0.30 0.32 0.33 0.34]
g ° 56% 0.22 0.23 0.24 0.25 0.26 0.28 0.29 0.30 031 0.32 0.33]
2‘ ‘g 57% 0.22 0.23 0.24 0.25 0.26 0.27 0.28 0.29 0.30 031 0.32]
e 58% 0.21 0.22 0.23 0.24 0.25 0.26 0.27 0.28 0.29 0.30 0.32]
% - 59% 0.21 0.22 0.23 0.24 0.25 0.26 0.27 0.28 0.29 0.30 0.314
-g 60% 0.20 0.21 0.22 0.23 0.24 0.25 0.26 0.27 0.28 0.29 0.30)
; 61% 0.20 0.20 0.21 0.22 0.23 0.24 0.25 0.26 0.27 0.28 0.29
= 62% 0.19 0.20 0.21 0.22 0.23 0.24 0.25 0.26 0.27 0.28 0.29]
63% 0.19 0.19 0.20 0.21 0.22 0.23 0.24 0.25 0.26 0.27 0.28]
64% 0.18 0.19 0.20 0.21 0.22 0.23 0.23 0.24 0.25 0.26 0.27)
65% 0.18 0.18 0.19 0.20 0.21 0.22 0.23 0.24 0.25 0.25 0.26]
66% 0.17 0.18 0.19 0.20 0.20 0.21 0.22 0.23 0.24 0.25 0.26]
67% 0.17 0.17 0.18 0.19 0.20 0.21 0.21 0.22 0.23 0.24 0.25)
68% 0.16 0.17 0.18 0.18 0.19 0.20 0.21 0.22 0.22 0.23 0.24]
69% 0.16 0.16 0.17 0.18 0.19 0.19 0.20 0.21 0.22 0.22 0.23]
70% 0.15 0.16 0.17 0.17 0.18 0.19 0.20 0.20 0.21 0.22 0.23]
71% 0.15 0.15 0.16 0.17 0.17 0.18 0.19 0.20 0.20 0.21 0.22]
72% 0.14 0.15 0.15 0.16 0.17 0.18 0.18 0.19 0.20 0.20 0.21)
73% 0.14 0.14 0.15 0.16 0.16 0.17 0.18 0.18 0.19 0.20 0.20)
74% 0.13 0.14 0.14 0.15 0.16 0.16 0.17 0.18 0.18 0.19 0.20)
75% 0.13 0.13 0.14 0.14 0.15 0.16 0.16 0.17 0.18 0.18 0.19]
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Difference Between Treatment vs. Control Groups under Various Control
Group Outcomes and Treatment Effect Sizes

IChange from Baseline - Control Group (mm})

0.500 0.525 0.550 0.575 0.600 0.625 0.650 0.675 0.700 0.725 0.750
40% -0.20 -0.21 -0.22 -0.23 -0.24 -0.25 -0.26 -0.27 -0.28 -0.29 -0.30)
41% -0.21 -0.22 -0.23 -0.24 -0.25 -0.26 -0.27 -0.28 -0.29 -0.30 -0.31]
42% -0.21 -0.22 -0.23 -0.24 -0.25 -0.26 -0.27 -0.28 -0.29 -0.30 -0.32]
43% -0.22 -0.23 -0.24 -0.25 -0.26 -0.27 -0.28 -0.29 -0.30 -0.31 -0.32]
44% -0.22 -0.23 -0.24 -0.25 -0.26 -0.28 -0.29 -0.30 -0.31 -0.32 -0.33]
45% -0.23 -0.24 -0.25 -0.26 -0.27 -0.28 -0.29 -0.30 -0.32 -0.33 -0.34]
46% -0.23 -0.24 -0.25 -0.26 -0.28 -0.29 -0.30 -0.31 -0.32 -0.33 -0.35]
47% -0.24 -0.25 -0.26 -0.27 -0.28 -0.29 -0.31 -0.32 -0.33 -0.34 -0.35]
48% -0.24 -0.25 -0.26 -0.28 -0.29 -0.30 -0.31 -0.32 -0.34 -0.35 -0.36)
49% -0.25 -0.26 -0.27 -0.28 -0.29 -0.31 -0.32 -0.33 -0.34 -0.36 -0.37]
50% -0.25 -0.26 -0.28 -0.29 -0.30 -0.31 -0.33 -0.34 -0.35 -0.36 -0.38]
51% -0.26 -0.27 -0.28 -0.29 -0.31 -0.32 -0.33 -0.34 -0.36 -0.37 -0.38]
52% -0.26 -0.27 -0.29 -0.30 -0.31 -0.33 -0.34 -0.35 -0.36 -0.38 -0.39
= 53% -0.27 -0.28 -0.29 -0.30 -0.32 -0.33 -0.34 -0.36 -0.37 -0.38 -0.40]
2 54% -0.27 -0.28 -0.30 -0.31 -0.32 -0.34 -0.35 -0.36 -0.38 -0.39 -0.41]
§ 55% -0.28 -0.29 -0.30 -0.32 -0.33 -0.34 -0.36 -0.37 -0.39 -0.40 -0.41]
?o_n ® 56% -0.28 -0.29 -0.31 -0.32 -0.34 -0.35 -0.36 -0.38 -0.39 -0.41 -0.42]
g‘ ‘g 57% -0.29 -0.30 -0.31 -0.33 -0.34 -0.36 -0.37 -0.38 -0.40 -0.41 -0.43]
ce 58% -0.29 -0.30 -0.32 -0.33 -0.35 -0.36 -0.38 -0.39 -0.41 -0.42 -0.44]
‘% g 59% -0.30 -0.31 -0.32 -0.34 -0.35 -0.37 -0.38 -0.40 -0.41 -0.43 -0.44]
2 60% -0.30 -0.32 -0.33 -0.35 -0.36 -0.38 -0.39 -0.41 -0.42 -0.44 -0.45]
2 61% -0.31 -0.32 -0.34 -0.35 -0.37 -0.38 -0.40 -0.41 -0.43 -0.44 -0.46)
R 62% -0.31 -0.33 -0.34 -0.36 -0.37 -0.39 -0.40 -0.42 -0.43 -0.45 -0.47)
63% -0.32 -0.33 -0.35 -0.36 -0.38 -0.39 -0.41 -0.43 -0.44 -0.46 -0.47|
64% -0.32 -0.34 -0.35 -0.37 -0.38 -0.40 -0.42 -0.43 -0.45 -0.46 -0.48]
65% -0.33 -0.34 -0.36 -0.37 -0.39 -0.41 -0.42 -0.44 -0.46 -0.47 -0.49
66% -0.33 -0.35 -0.36 -0.38 -0.40 -0.41 -0.43 -0.45 -0.46 -0.48 -0.50]
67% -0.34 -0.35 -0.37 -0.39 -0.40 -0.42 -0.44 -0.45 -0.47 -0.49 -0.50]
68% -0.34 -0.36 -0.37 -0.39 -0.41 -0.43 -0.44 -0.46 -0.48 -0.49 -0.51]
69% -0.35 -0.36 -0.38 -0.40 -0.41 -0.43 -0.45 -0.47 -0.48 -0.50 -0.52]
70% -0.35 -0.37 -0.39 -0.40 -0.42 -0.44 -0.46 -0.47 -0.49 -0.51 -0.53]
71% -0.36 -0.37 -0.39 -0.41 -0.43 -0.44 -0.46 -0.48 -0.50 -0.51 -0.53]
72% -0.36 -0.38 -0.40 -0.41 -0.43 -0.45 -0.47 -0.49 -0.50 -0.52 -0.54]
73% -0.37 -0.38 -0.40 -0.42 -0.44 -0.46 -0.47 -0.49 -0.51 -0.53 -0.55]
74% -0.37 -0.39 -0.41 -0.43 -0.44 -0.46 -0.48 -0.50 -0.52 -0.54 -0.56)
75% -0.38 -0.39 -0.41 -0.43 -0.45 -0.47 -0.49 -0.51 -0.53 -0.54 -0.56)
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Treatment Group Change from Baseline under Various Control
Group Outcomes and Treatment Effect Sizes

IChange from Baseline - Control Group (mm}

0.800 0.825 0.850 0.875 0.900 0.925 0.950 0.975 1.000 1.025 1.050
40% 0.48 0.50 051 0.53 0.54 0.56 0.57 0.59 0.60 0.62 0.63
41% 0.47 0.49 0.50 0.52 0.53 0.55 0.56 0.58 0.59 0.60 0.62
42% 0.46 0.48 0.49 0.51 0.52 0.54 0.55 057 0.58 0.59 0.61
43% 0.46 0.47 0.48 0.50 0.51 0.53 0.54 0.56 0.57 0.58 0.60)
44% 0.45 0.46 0.48 0.49 0.50 0.52 0.53 0.55 0.56 0.57 0.59
45% 0.44 0.45 0.47 0.48 0.50 051 0.52 0.54 0.55 0.56 0.58}
46% 0.43 0.45 0.46 0.47 0.49 0.50 0.51 0.53 0.54 0.55 0.57|
47% 0.42 0.44 0.45 0.46 0.48 0.49 0.50 052 0.53 0.54 0.56}
48% 0.42 0.43 0.44 0.46 0.47 0.48 0.49 051 0.52 0.53 0.55
49% 0.41 0.42 0.43 0.45 0.46 0.47 0.48 0.50 0.51 0.52 0.54]
50% 0.40 0.41 0.43 0.44 0.45 0.46 0.48 0.49 0.50 0.51 0.53
51% 0.39 0.40 0.42 0.43 0.44 0.45 0.47 0.48 0.49 0.50 0.51
52% 0.38 0.40 0.41 0.42 0.43 0.44 0.46 0.47 0.48 0.49 0.50]
= 53% 0.38 0.39 0.40 0.41 0.42 043 0.45 0.46 0.47 0.48 0.49
2 54% 0.37 0.38 0.39 0.40 0.41 0.43 0.44 0.45 0.46 0.47 0.48}
§ 55% 0.36 037 0.38 0.39 041 0.42 0.43 0.44 0.45 0.46 0.47)
5’ ® 56% 0.35 0.36 037 0.39 0.40 0.41 0.42 0.43 0.44 0.45 0.46}
:‘ g 57% 0.34 0.35 0.37 0.38 0.39 0.40 0.41 0.42 0.43 0.44 0.45
s © 58% 0.34 0.35 0.36 0.37 0.38 0.39 0.40 041 0.42 0.43 0.444
‘g 2 59% 0.33 0.34 0.35 0.36 0.37 0.38 0.39 0.40 0.41 0.42 0.43
3 60% 0.32 033 0.34 0.35 0.36 037 0.38 0.39 0.40 0.41 0.42
2 61% 0.31 0.32 033 0.34 0.35 0.36 0.37 0.38 0.39 0.40 0.41
= 62% 0.30 031 0.32 0.33 0.34 0.35 0.36 0.37 0.38 0.39 0.40)
63% 0.30 031 031 0.32 0.33 0.34 0.35 0.36 0.37 0.38 0.39
64% 0.29 0.30 031 0.32 0.32 0.33 0.34 0.35 0.36 0.37 0.38}
65% 0.28 0.29 0.30 0.31 0.32 0.32 0.33 0.34 0.35 0.36 0.37)
66% 0.27 0.28 0.29 0.30 0.31 031 0.32 0.33 0.34 0.35 0.36}
67% 0.26 0.27 0.28 0.29 0.30 031 0.31 0.32 033 0.34 0.35
68% 0.26 0.26 0.27 0.28 0.29 0.30 0.30 031 0.32 0.33 0.34]
69% 0.25 0.26 0.26 0.27 0.28 0.29 0.29 0.30 031 0.32 0.33
70% 0.24 0.25 0.26 0.26 0.27 0.28 0.29 0.29 0.30 0.31 0.32
71% 0.23 0.24 0.25 0.25 0.26 0.27 0.28 0.28 0.29 0.30 0.30)
72% 0.22 0.23 0.24 0.25 0.25 0.26 0.27 0.27 0.28 0.29 0.29
73% 0.22 0.22 0.23 0.24 0.24 0.25 0.26 0.26 0.27 0.28 0.28
74% 0.21 0.21 0.22 0.23 0.23 0.24 0.25 0.25 0.26 0.27 0.27)
75% 0.20 0.21 0.21 0.22 0.23 0.23 0.24 0.24 0.25 0.26 0.26}
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Difference Between Treatment vs. Control Groups under Various Control
Group Outcomes and Treatment Effect Sizes

IChange from Baseline = Control Group {mm}

0.800 0.825 0.850 0.875 0:900 0.925 0.950 0.875 1.000 1.025 1.050
40% -0.32 -0.33 -0.34 -0.35 -0.36 -0.37 -0.38 -0.39 -0.40 -0.41 -0.42]
41% -0.33 -0.34 -0.35 -0.36 -0.37 -0.38 -0.39 -0.40 -0.41 -0.42 -0.43]
42% -0.34 -0.35 -0.36 -0.37 -0.38 -0.39 -0.40 -0.41 -0.42 -0.43 -0.44]
43% -0.34 -0.35 -0.37 -0.38 -0.39 -0.40 -0.41 -0.42 -0.43 -0.44 -0.45]
44% -0.35 -0.36 -0.37 -0.39 -0.40 -0.41 -0.42 -0.43 -0.44 -0.45 -0.46]
45% -0.36 -0.37 -0.38 -0.39 -0.41 -0.42 -0.43 -0.44 -0.45 -0.46 -0.47|
46% -0.37 -0.38 -0.39 -0.40 -0.41 -0.43 -0.44 -0.45 -0.46 -0.47 -0.48]
47% -0.38 -0.39 -0.40 -0.41 -0.42 -0.43 -0.45 -0.46 -0.47 -0.48 -0.49
48% -0.38 -0.40 -0.41 -0.42 -0.43 -0.44 -0.46 -0.47 -0.48 -0.49 -0.50]
49% -0.39 -0.40 -0.42 -0.43 -0.44 -0.45 -0.47 -0.48 -0.49 -0.50 -0.51]
50% -0.40 -0.41 -0.43 -0.44 -0.45 -0.46 -0.48 -0.49 -0.50 -0.51 -0.53]
51% -0.41 -0.42 -0.43 -0.45 -0.46 -0.47 -0.48 -0.50 -0.51 -0.52 -0.54]
52% -0.42 -0.43 -0.44 -0.46 -0.47 -0.48 -0.49 -0.51 -0.52 -0.53 -0.55]
& 53% -0.42 -0.44 -0.45 -0.46 -0.48 -0.49 -0.50 -0.52 -0.53 -0.54 -0.56
% 54% -0.43 -0.45 -0.46 -0.47 -0.49 -0.50 -0.51 -0.53 -0.54 -0.55 -0.57]
§ 55% -0.44 -0.45 -0.47 -0.48 -0.50 -0.51 -0.52 -0.54 -0.55 -0.56 -0.58]
§° ] 56% -0.45 -0.46 -0.48 -0.49 -0.50 -0.52 -0.53 -0.55 -0.56 -0.57 -0.59
g ‘g’ 57% -0.46 -0.47 -0.48 -0.50 -0.51 -0.53 -0.54 -0.56 -0.57 -0.58 -0.60)
E : 58% -0.46 -0.48 -0.49 -0.51 -0.52 -0.54 -0.55 -0.57 -0.58 -0.59 -0.61]
g2 59% -0.47 -0.49 -0.50 -0.52 -0.53 -0.55 -0.56 -0.58 -0.59 -0.60 -0.62]
= 60% -0.48 -0.50 -0.51 -0.53 -0.54 -0.56 -0.57 -0.59 -0.60 -0.62 -0.63]
2 61% -0.49 -0.50 -0.52 -0.53 -0.55 -0.56 -0.58 -0.59 -0.61 -0.63 -0.64]
& 62% -0.50 -0.51 -0.53 -0.54 -0.56 -0.57 -0.59 -0.60 -0.62 -0.64 -0.65]
63% -0.50 -0.52 -0.54 -0.55 -0.57 -0.58 -0.60 -0.61 -0.63 -0.65 -0.66)
64% -0.51 -0.53 -0.54 -0.56 -0.58 -0.59 -0.61 -0.62 -0.64 -0.66 -0.67|
65% -0.52 -0.54 -0.55 -0.57 -0.59 -0.60 -0.62 -0.63 -0.65 -0.67 -0.68]
66% -0.53 -0.54 -0.56 -0.58 -0.59 -0.61 -0.63 -0.64 -0.66 -0.68 -0.69
67% -0.54 -0.55 -0.57 -0.59 -0.60 -0.62 -0.64 -0.65 -0.67 -0.69 -0.70]
68% -0.54 -0.56 -0.58 -0.60 -0.61 -0.63 -0.65 -0.66 -0.68 -0.70 -0.71]
69% -0.55 -0.57 -0.59 -0.60 -0.62 -0.64 -0.66 -0.67 -0.69 -0.71 -0.72]
70% -0.56 -0.58 -0.60 -0.61 -0.63 -0.65 -0.67 -0.68 -0.70 -0.72 -0.74]
71% -0.57 -0.59 -0.60 -0.62 -0.64 -0.66 -0.67 -0.69 -0.71 -0.73 -0.75]
72% -0.58 -0.59 -0.61 -0.63 -0.65 -0.67 -0.68 -0.70 -0.72 -0.74 -0.76)
73% -0.58 -0.60 -0.62 -0.64 -0.66 -0.68 -0.69 -0.71 -0.73 -0.75 -0.77]
74% -0.59 -0.61 -0.63 -0.65 -0.67 -0.68 -0.70 -0.72 -0.74 -0.76 -0.78]
75% -0.60 -0.62 -0.64 -0.66 -0.68 -0.69 -0.71 -0.73 -0.75 -0.77 -0.79
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