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112 subjects were screened
for eligibility

y
76 were randomized

36 not randomized:

* 31 screen failed due to OGTT results

* 4 were unwilling to comply with study
demands

* 1 did not meet inclusion criteria for
contra medication

44 were assigned to 32 were assigned to
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Figure 3A
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Figure 4
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Figure 5
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Figure 8A-8C

B.

Fstimated slopes by time period and treatment arm
for first hour insulin interval secretion

4 - - - placebo, pre-treatment slope
= placebo, post-treatment slope
-~ Teplizumab, pre-treatment slope
~~~~~~ Teplizumab, post-treatment slope‘;

¥

-5 0 5
time from start of treatment (months)



ISR
100 200 300 400 500 600

ISR
100 200 300 400 500 600

0

WO 2021/252917 11/31

Figure 8D-8G

ISR
200

0

400

300

PCT/US2021/037039

100

3
AL

0 20 40 60 80 100
Time (min)

ISR
0 100 200 300 400 500 600

months post-tx
-6.3
-1

2.8
A 6

0 20 40 60 80 100

Time (min)

0 20 40 60 80 100

Time (min)

@

TR

R NS

months post-tx
S 11

6
AW 4.1

0 20 40 60 80 100

Time (min)

SUBSTITUTE SHEET (RULE 26)



C-peptide AUC Mean

WO 2021/252917 12/31 PCT/US2021/037039

Figure 9A-9D
A. B
e T1D-Free * -w-TID-Free
4.5 N\ Developed T1D 45 - S Developed T1D
38 38 .
3.4 wc 34
3.0 o 3.0
25 =25
=
2.0
: o 20
16 {7 3
: Z16
g
1.2 O 12
0.8 o 038 7
0 12 24 36 48 60 0 12 24 36 48 60
Months from Randomization Months from Randomization
C D.
40 4.0
c 3.0 30 B - e
b ©
2 2
o 20 o 520
2 ’ N .‘}\\., <D[
) \=> T )
T T
g 1.0 . 45_1.0
] > q)
e e
© 05 Cos
02 . 0.2
0 12 24 36 48 60 0 60
Months from Randomization Months from Randomization

SUBSTITUTE SHEET (RULE 26)



WO 2021/252917 13/31 PCT/US2021/037039

Figure 9E

0.05 - ‘\\‘\ G T1D-Free

N\ Y &
E \\\\ @ TlD as N
e}
c Wy 8
o] »
5 N
8 ~ ®
2 o &
T 0.0 - ) ) PRI ® el \§ ’ *
o & N A
O
= N .
%0 3 g Mertoen
E v«%« AnRAK ¥
— § ®
[ *
S 005 - N
© " £
<
O
-
= 2
(0]
Q <
° *
(%))

&
-0.10 .

Placebo Teplizumab

Treatment Group

SUBSTITUTE SHEET (RULE 26)



WO 2021/252917

A.

025

02 -

015

.01 -

.005

5.0

4.0 -

3.0
2.5 7
2.0 -

1.6 -
13 -

1.0 .

0.7 -

Figure 10A-B

N T1D, Placebo N=25
& T1D, Teplizumab N=22

14/31

PCT/US2021/037039

0.5

"
ooccageoeooiit
3 e
N
®
&
\Qx\xx\\seffw N
N
N S
ooty W
& s
§\\\\\\\\\\\' §§§ & ¥
1S 8 3
\\\\\\\x\m» m@t:gw
3 3
Placebo Teplizumab
N\ TiD, Placebo N=25
& T1D, Teplizumab N=22
&
& .m\g?‘g“
s \\Q
\ S
N3 §
k‘\ §§-
¥
8 ey
SAY s
Placebo Teplizumab

SUBSTITUTE SHEET (RULE 26)



WO 2021/252917 15/31 PCT/US2021/037039

Figure 11A
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Typical 60 kg male subject

Cycle 1

Typical 40 and 90 kg male subjects

Cycle 1
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