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[ s—ga| 945 92.8 0.79 23.9 0,64 27.1 9.73 82.4
[ [7.88- | [85.7- | [0.63- | [15.6- | [0.42- | [1S.0- | [6.82- | [71.8-
c 1131 | 97.0) 0.99) 33.9) | o096 { 3781 | 1391 | 903]
: sp—g3| 559 84.0 8.62 87.6 0.73 247 15.8 92.3
[460- | [75.0- | [670- | [79.0- | [048- | [153- | [11.6- | [83.0-
: 6.78] | 90.8] 1:.1] 93.7] | 1111 | 3611 | 2.6 97.5]
[ _sa| 438 79.4 0.68 15.2 0.48 15.7 17.0 943
[ IA=F4 1360- | (700- | ©55- | (86- | [034- | [86- | [(125- | [86.0-
0 5331 | 86.9] 0.84] 24.2] | 0671 | 253] | 232 98.4]
: sp—z5| 038 9.9 1.95 50.5 0.31 18.4 9.18 90.8 40
[030- | 7[49- | [1.58- | 1402- | [o2t- | [109- | {7.03- | [81.9-
: 049] | 17.5] 2.41] 60.8] | 0.44] | 28.1] | 12.0] | 96.2]
[ sn—vg| 033 4.1 7.84 90.9 | 0.48 134 | 261 54.8
[ (027-| [1.1- | [645- | [82.9- | [035- | [6.9- [[1.93;3.5] [42.7-
[ 0.41] | 10.2) 9.52 96.01 | 0647 | 2271 |3] 66.51
[
gooogoao
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VAIZEITSRU7TUTREO R REER (M3 P F1—1U/mL)—Per protocol analysis
BRI TFUFPSN - IU/mL) TN=T#1 | TN=T#2 |TN—=T#3 |TN—T 44 |5 L—FH5 | N—TF46
(Injected) (Injected) | (Injecied) | (Injected) | (Injected) | (Injected)
S SCHEDULE Visit V4 Visit V4 Visit V4 | Visit V4 | Visit V4 | Visit V4
N Data (=All-Missing) 63 (=63-0) 64 (=65-1) {064 (=64-0){69 (=69-0}| 81 (=81-0} |63 (=63-0)
Log10 Dist, {1U/mL}
i -0.442 -0.627 -0.462 -0.425 -0.543 -0.567
EERE 0.488 (.547 0.700 0.589 0.493 0.503
3% {Iu/mL}
GMT 0.301 0.236 0.245 0.376 0.286 0.271
[95% CT] 10.272;0.479] [[0.173;0.324]([0.231,0.51{[0.271;0.52{[0.223;0.36[0.203;0.36
6] 1] 8] 3]
mER 0.010:2.56 0.020;5.12 10.005;10.210.020,5.12{0.020:5.12 1 6.020;2.56
Median=Q2 0.320 Q.160 0.320 0,320 0.320 0.320
Q103 {Quantiles} 0.160;0.640 {0,080;0.640 |0.160;1.2810.160;1.28 [0.160;0.640[0.160:0.640,
>=0.01 JU/mL
% (n) 100 (63) 100 (64) | 98.4(63) | 100 (69) | 100 (81) | 100 (63)
[95% Cl) 194.3;100] _F [94.4;100] [[91.6;100] [ [94.8;100] | [95.5;100 | [94.3;100)
>=0.] IUW/mL
% (n) 85.7 (54} 70.3 (45) | 76.6 (49) | 81.2 (56} [ 79.0 (64) | 77.8 (49)
{95% CI] [74.6;93.3} | [57.6:81.1) [[64.3;86.211[69.9;89.6)1[68.5;87.3][[65.5,87.3)
>= ] IL/mL
% (n) 22.2(14) 12.5(8) 29.7(19) | 29.0 (20) 11.1(9) 15.9 (10)
[95% CI] [12.7;34.5) | [5.6:23.2] ][18.9;42.4)][18.7:41.2]] [5.2;20.0} | [7.9;27.3}
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VAIZB 5T 2TV FIEORREER (MFFFI—IU/mL) Intent-to-treat analysis
WOIFUFSN-U/mD) | F—TH] [F0—T#2 |F—T#3 | TL—H4 |TL—TH#5 | TIL—T#6
(Randomisef Randomise| (Randemise |(Randomised | (Randomise | (Randomised)
d) d) d) ) d)
BS SCHEDUJLE Visit V4 | Visit V4 | Visit V4 Visit V4 Visit V4 Visit V4
N Data (=All-Missing) 98 (=104-6)06 (=103-7){94 (=103-9)( 97 (=103-6) | 101 (=103- | 97 (=102-5)
. 2
Log10 Dist. {TU/mL}
1 -0.501 -0.639 -0.476 -0.427 -0.522 -0.594
ZE(mE 0.510 0.535 0.042 (.589 0.487 0.506
¥ IU/mLd '
GMT 0.316 0.230 0.334 0.374 0.301 0.255
[95% CI] [0.249;0.39][0.179;0.29][0.247;0.453][0.285,0.492]|[0.241;0.375| [0.201},0.322]
9] 51 ] ]
= EX 0.010:2.56(0.020:5.12 | 0.005;10.2 | 0.020;10.2  0.020;5.12 | 0.020;2.56
Median—Q2 0.320 0.160 0.320 0.320 0.320 0.320
(Q1;Q3 {Quantiles} 0.160;0.64010.080;0.640| 0.160:0.640| 0.160;1.28 |0.160:0.640{ 0.160;0.640
>= (.01 TU/mL
% (n) 100 (98) | 100(96) | 98.9(93) 100 (97) 100 (101) 100 (97)
[95% CT [96.3;100] [ [96.2;1001 | [94.2;100] | [96.3;100] [ [96.4;100] | [96.3;100]
>= (.1 [U/mL
% (n}) 81.6(50) | 69.8(67) | 77.7(73) 52.5 (80 20.2 (81) 76.3 (74)
[95% CI] [72.5;88.711[59.6;78.7]| [67.9;85.6] | [73.4;89.4] | [71.1;87.5] | [66.6;84.3]
>=1 [U/mL ]
% (n) 204020 5 1150110 | 24.5(23) 27.8(27) 129 (13) 15.5 (15)
[95% CI] [12.9;29.71] [5.9;19.6] [ [16.2;34.4] | [19.2:37.9] { {7.0;21.0] [8.9,24.2]
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VAIZ BT B IE R O E#5E (ELISA—IU/mL) Per protocol analysis
MIEER ELUSA—IU/mL)  (TI—T8L |[TN—T#2 |[TN—T4#3 |TN—TH4 (TN—=TH#5 [T L—T#6
(Injected) |(Injected) | (Injected) | (Injected) {(Injected} | (Injected)
BS SCHEDULE Visit V4 | Visit V4 | Visit V4 | Visit V4 | Visit V4 | Visit V4
N Data (=All-Missing) [ 62 (=63-1) 163 (=65-2)| 64 (=64-0) | 68 (=69-1) 79 (=81-2)} 63 (=63-0)
Log!0 Dist. {IU/mlL}
T4 0.692 0.583 | 0.557 0.581 0.487 0.386
B R E 0.268 0.347 0.328 0.364 0.356 0.348
745 (IU/mL
GMT 4.92 3.82 .61 3.81 3.07 243
[95% CI] [4.21;5.76] ([3.13;4.68}[2.99;4.36]{[3.11;4.66}|{2.56;3.69] [1.99;2.98]
] J
N 1.00;15.3 [0.150;17.9(0.427;17.910.075:13.710.431;20.7( 0.243;13.8
Median=Q2 4,97 431 4.13 4.46 3.28 2.74
Q1;Q3 {Quantiles) 3.61;7.56 |2.14;6.15} 2.21;6.43 | 2.48;6.60 | 1.84;5.36 1.60;4.18
>=(0.01 IU/mL
% (n) 100 (62) { 100(63) | 100(64) | 100(68) | 100(79) | 100(63)
{95% CI} [94.2;100] |[94.3;100]|[94.4;1007 | [94.7;100] [[95.4;100){ [94.3;100]
>={.1 [U/mL
% (n) 100 (62) | 100 (63) | 100 (64) | 98.5(67) | 100 (79) | 100 (63)
[95% CI} [94.2;100] |[94.3;100]| [94.4;100] | {92.1;100] |(95.4;100]| [94.3;100])
z=1 MJ/mL
% (n) 100 (62) |95.2(60) [ 93.8(60) | 97.1(66) | 89.9(71)| 88.9(56)
[95% C1j [94.2;100] ][86.7,99.0][84.8;98.3]1]{89.8;99.6] [[81.0;95.5] [78.4;95.4]
] ]
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VAIZE T SIS RO #E R (ELISA—I1U/mL) - Intent-to-treat analysis
HAEREUSA—IU/mLY | F—T#1 | FL—FH2 (FL—T# [FL—T84 |[TL—TH#5 [T L—F#o
(Randomised |(Randomised | {Randomise | {Randomise | {Randomise | (Randomised
) ) d) d) d) )

BS SCHEDULE Visit V4 Visit V4 Visit V4 Visit V4 Visit V4 Visit V4
N Data (=All- 97 (=104-7) | 95 (=103-8) | 92 (=103- |96 (=103-7)|99 (=103-4)| 97 (=102-5)
Missing) 11)

LoglQ Dist. {IUAnL}
Fiy 0.656 0.559 0.510 0.565 0.466 0.418
o g 0.306 0.358 0.406 0.343 0.343 0.344
4% ([IU/mL}
GMT 4.52 3.62 3.24 3.67 2.93 2.62
[95% C1] [3.93;5.21] { (3.06;4.29] {[2.67;3.93] { [3.13;4.31] [ [2.50;3.43] | [2.23;3.0T)
BV EX 0.596,15.3 | 0.075;17.9 | 0.075;17.9 } 0.075;13.7 | 0.431;20.7 | 0.243;18.]
Median=Q2 4.73 4.10 4.00 3.90 3.02 2.82
Q1;Q3 {Quantiles} } 2.89;7.47 2.58;5.01 2.08:6.07 | 2.39;647 1.81;5.03 1.66;4.33
>=0.01 [U/mL
% (1) 100 (97) 100 (95), | 100¢92) | 100(96) | 100(99) | 100(97)
[95% C1) [96.3:100} | [96.2;100) | [96.1;100] | [96.2:100) | [96.3;100) | [96.3;100]
>=0.1 TU/mL
% (n) 100 (97) 98.9 (94) 97.8(90) | 99.0(95) 100 (99) 100 (97
[95% CI) [96.3:100] | [94.3;100] {[92.4;99.7] | [94.3;100] | [96.3;100] | [96.3;100]
>=1 1WW/mL
% (n) 95.9(93) | 94.7(90) | 90.2(83) | 95.8(92) | 90.9(90) | 90.7(88)
[95% CI] [89.8:98.9] | [88.1;98.3] | [82.2;95.4] { [89.7;98.9] | [83.4;95.8] | [83.1;95.7]
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[ VAZEIT BRI B 1 HiiE D FRatk 4% 8(1/dil.) - Per protocol analysis
[ FAA 11 /dil) TN—F#1 |In—TF8 |F0—TF43 [Tn—Tua |F—Fus 17 I—Tke
[ {Injected) | (Injected) | (Injected) | (Injected) | (Injected) | (Injected)
E BS SCIIEDULE Visit V4 | VisitVa | Visn V4 | Visitv4 | Visit V4 | Visit V4

N Data (=All-Missing) | 61 (=63-2) | 62 (=65-3) {63 (=64-1) | 68 {=69-1)] 70 (=81-2) {63 (=63-0)
[ Log10 Dist. {1/dil}
l Eig 1.76 1.87 1.89 205 1.93 1.99
[ ERERE 0.758 0.864 0.89] 0.838 0.905 0.812
[ 3% (1/4il}
C GMT 57.8 74.0 78.0 112 84.8 D6.7
: [95% CI} [37.0;90.4) | [44.7:123] | |46.5:031] | [69.9;178) | 153.1:1351] [60.4;155]

=B BRKR 2.00;2048 [2.00;23170} 2.00;5793 { 2.00:8192 | 2.00;5793 { 2.00:4096

[ Median-Q2 64.0 90.5 90.5 90.5 178 128
[ Q1:Q3 {Quantiles} 22.6:181 | 22.6:181 | 22.6:362 | 45.3;512 | 32.0,256 | 22.6:256
[ >= 4 1/dil.
[ % (n) 918 (56) { 91.9(57) | 90.5(57) | 95.6 (65) | 87.3(69) | 96.8 (§1)
[ [95% CIj [81.9;97.3] |[82.2;97.3]|180.4:96.4]1[87.6;99.1]|[78.093.81(89.0:99.6]
O
OooQooaOo
[ =&z12
[ VAIZ BRI )A 0L AR AR O R EE 21 /dil.) - Intent-to-treat analysis
[ B (1/dil) TIN—TH# | FN—T42 | FN—TH3 |FIL—TH4 | FL—T#5 | FIL—TH6
[ {Randomise](Randomised {Randomisel (Randomise |(Randomised [{Randomised
[ d) ) d) d) ) )
E BS SCHEDULE Visit V4 | Visit V4 | Visit V4 | Visit V4 Visit V4 Visit V4

N Data (=All- (95 (=104-9)| 94 (=103-9) | 91 (=103- 96 (=103-7)[ 99 (=103-4) { 96 (=102-6)
: Missing) 12)
[ Log10 Dist.
[ {1/dil }
[ iy 1.78 1.85 1.88 1.96 i.89 1.96
[ EERE 0.769 0.890 0.867 0.891 0.906 0.830
[
: 5%
: {1/dil.}

GMT 59.9 71.2 75.4 91.5 76.8 90.5
[ [95% CI] [41.8:86.01] [46.8;108] {[49.8;114]] [60.4:139] | [50.6:116] | {61.5;133]
[ BV RR 2,00:5793 | 2.00;23170 | 2.00;5793 | 2.00;8192 | 2.00;5793 | 2.00,8192
[
[ Median=(Q2 64.0 90.5 64.0 90.5 90.5 90.5
[ Q1;Q3 16.0;181 | 22.6;256 | 22.6;256 | 26.9;512 22.6;256 22.6:256
[ {Quantiles}
: >=4 1/dil.
: % (1) 92.6(38) | 89.4(84) | 91.2(83) | 92.7(89) | 87.9(87) | 96.9(93)
: 195% CI] [85.4;07.0}1 [81.3;94.8] |[83.4:96.1]] [85.6;97.01 | 179.8:93.6] | [91.1;99.4]
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[ VAZE T BRI AT L R B2 A D ik 5 R (1/dil) - Per protocol analysis
[ FRYA2 (1/dil) SI—F# |FL—FH2 | IN—R3 | F—TH4 | TN—TFH#5 |[FL—T86
E (Injected) | (Injected) | (Injected) | (Injected) | (Injected) | (Injected)
[

[ BS SCHEDULE Visit V4 | Visit V4 | Visit V4 ) Visit V4 | Visit V4 | Visit V4
: N Data (=All-Missing) [62 (=63-1){63 (=65-2)|62 (=64-2)[66 (=69-3)] 79 (=81-2) |63 (=63-0)
E Logl0 Dist. {1/dil }

[ T 2.46 2.66 EX3 2.77 2.59 2.59

: EERE 0664 | 0756 | 0712 | 0656 | 0748 | 0.600
E &% (1/dil)

[ GMT 286 456 407 584 388 387

[ [95% CT) [194;422]|[294;707] [ [269;617] | [403;846] | [264:571) |[273;548]
E B EX 2.00;8192[2.00;8192 2.00;8192 11.3;327684.00;13107{5.70;8192
[ 2

[ Median=Q2 256 512 609 512 362 362

E QL;Q3 {Quantiles} | 128;724 | 181;1448 | 181;1024 | 256;1448 | 181;1024 | 181;1024
[ >= 4 1/dil. _

[ % (n) 98.4 (61) | 98.4 (62) | 98.4 (61) | 100(66) | 100 (79) | 100(63)
E [95% CI] [91.3;100]{{91.5;1001|[91.3;100]| [94.6;1001 | [95.4;100] |[94.3;100]

[
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[ VAUZHITDEHARIA 70 L AR 28 F O ikt B (1/dil) - Intent-to-treat analysis
: FARUA2 (1/4dil) gn—F#1 [T [ sn—o8 |Fn—T# [F—Tus |5 n—T#6
[ : (Randonise |(Randomise{(Randomised)i{Randomisef Randomise| (Randomised)
[ d) d) d) d)
[
[ RS SCHEDULE Visit V4 | Visit V4 | Visit V4 | Visit V4 | Visit V4 Visit V4
N Data {=All- 97 (=104-7)}95 (=103-8)|90 (=103-13) |94 (=103-9)[98 (=103-5)] 97 (=102-5)
[ Missing)
[ Logl0 Dist. {1/dil.}
[ T 2.50 2.65 2.61 2.73 2.52 2.59
[ ZERE 0.621 0.823 0.714 0.685 0.824 0672
. 57 {1/dil)
[ GMT 314 436 a1t 515 133 189
[ [95% CI] [235:419] | [303;656] | [291;580] |[387;739] | [227:4871] [285;531)
[ B/VERA 2.00;8192 [2.00;92682 | 2.00:92682 |2.00;32768(2.00;13107| 2.00;8192
2
[
[ Median=02 362 362 512 431 162 . 362
Q1;Q3 128:724 | 181;1448 | 128;1024 | 181;1448 [ 128;1024 | 181;1024
L {Quantiles!
[ >= 4 1/dil.
[ % (n) 90.0(96) | 97.093) | 98.9{89) | 98.9(93) | 96.9(95) | 99.0 (96)
[ [93% C1] [94.4;100] {192.6:99.7}] [94.0;100] |({94.2,100]1{91.3:99.4}] [94.4;100)
0
ooooo
[ £15
[ VAIZB T DRI A 20 )L AR F O R FER(1/dil) ~ Per protocol analysis
: AU A3 (1/4il.) SI—TH | TN—TH2 | FIN—THE |[FI—Te [T N—TE5 | FIL—TH6
[ {Injected) (Injected) | (Injected) | (Injected) |({Injected}| (Injected}
[
[ BS SCHEDULE > Visit V4 Vigit Vd | Visitvd | Visit V4 | Visit V4 | Visit V4
[ N Data (=AN-Missing)] 58 (=63-5) | 6] (=65-4} |61 (=64-3)| 64 (=69-5) {75 (=81-6); 61 {(=63-2)
[ Log10 Dist. {1/dil.}
Tty 2.1 2.3 1.98 2.07 231 2.14
: EHERE 0.776 0.962 0.927 0.828 0.753 0.824
[ % (1/dil)
[ GMT 130 135 95.3 118 205 137
[ [95% CT) [81.0:207] | [76.4;238] |[55.2:165)| [73.3;190] |[138;306]| [84.3;223
[ =iV BX 2.00;2048 | 2.00;23170 | 2.00;4096 | 2.00;5793 {2.00:4096( 2.00;4096
[ Median=0Q2 181 181 128 152 256 181
[ Q1:03 {Quantiles! | 64.0:362 32.0:512 ] 226:362 | 64.0:362 | 90.5:724 ) 64.0:512
[ >= 4 1/dil.
[ % (n) 03.1(54) | 90.2(55) | 86.9(53) | 90.6(58) [96.0(72){ 91.8 (36)
[ [95% CI] [83.3;98.1] [ [79.8:96.3] [[75.8:94.2]] [80.7;96.5] |[88.8;99.2] [81.9;97.3]
[
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VAIZEITHIRY A2 L R B 3 A O Rk #55£(1/dil) - Intent-to-treat analysis

mARYA3 Bi—7# |FN—T# | I |Sn—T#d |F—T#5 |5FIL—Tu6
(1/dil.)

{Randomis} (Randomised) (Randomise[( Randomisel{Randomisel(Randomised)
ed) d) d) d)

IBS SCHEDULE| Visit V4 Visit V4 Visit V4 | Visit V4 | Visit V4 Visit V4
N Data (=All-| 93 (=104- | 92 (=103-11) | 90 (=103- | 92 {=103- 95 (=103-8){ 94 (=102-8)

Missing} 11) 13) 11)
Log10 Dist.
{1/dil.}
Ey 2.10 2.10 2.02 2.11 2.26 2.10
BERE 0.795 0.928 0.857 0.871 0.759 0.812
axii
{1/diLy
GMT 125 127 106 128 182 126

[95% CI] |[85.9:183])] [81.6:198] |[68.5;163]|[84.5:194] | [128;260] | [86.0;185]
B B | 2.00,5793 | 2.00,23170 | 2.00;4096 | 2.00:5793 | 2.00;4096 | 2.00;4096

Median=Q2, 181 181 128 181 181 181
Q1;Q3 45.3;362 45.3:431 45.3;362 | 76.1;302 | 90.5;512 64.0;362
{Quantiles}

>= 4 1/dil.
% {n) 93.5(87) | 89.1(82) | 88.9(80) | 89.1(82) | 94.7 (90) | 89.4 (84)

[95% Ci] |186.5:97.6] [80.9:94.7] |180.5;94.5]]180.9:94.7]][88.1,98 31| [81.3,94.8]
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[ VAIZE T AE BIKI-H T AFUEE RO EREEE(1/dil) - Per protocol analysis

[

[ EER. AR (/dil) FIL—=TH1 [T I—=TF82 |FIL—=FH3 |FI—FH [ FIL—=T5 |5 IL—TH6

[ {Injected) | (Injected) | (Injected) | (Injected) | (Injected) | (Injected)

[ BS SCHEDULE Visit V4 | Visit V4 | Visit V4 | Visit V4 | Visit v4 | Visit v4

[ N Data (=Ali-Missing) 62 (=63-1) | 63 (=65-2) |61 (=64-3)| 67 (=69-2) [77 (=81-4)] 63 (=63-0)

[ Log 10 Dist. {1/dil.}

[ Eg 2.43 2.42 2.40 2.44 238 2.42

: ZERE 0423 0.494 0.566 0.495 0.551 0.382
4 [1/7dil)

[ GMT 271 265 250 275 240 262

[ [95% CI] [211;347] | 1199;352] | [179;349] | [208;363] |[180;321]] [210;327

[ s/ EBX 16.0;2048 | 4.00:4006 {4.00:2048 | 16.0;2048 {2.00;204& | 16.0;1024

c Median=Q2 256 256 256 256 256 256

: Q1:Q3 {Quaniiles 128:512 | 128:512 | 128:512 [ 128;512 | 128;512 | 128;512
>= 40 1/dil.

[ % {n) 93.5(58) | 93.7(59) | 91.8(56) | 91.0(61) {90.9(70) | 98.4 (62)

[ (95% CI] [84.3:98.21([84.5;98.21[[81.9;97.3)[181.5,96.6] [(82.2;96.3( [91.5;100}

[ 1

[
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[ =18
[ VAIZHITHE AT iR R OB EER(1/dil) - Intent-to-treat analysis
[ WEREER. 5A% 0/di)  [F—Tw [5n—T, [vn—Tm{on—Tm 1on—785 |9—T#6
[ (Randomise|{Randomise (Randomis] (Randomise | (Randomised) (Randomise
[ d) d) ed) d) d)
: BS SCHEDULE Visit V4 | Visit V4 ] Visit V4 | Visit v4 Visit V4 Visit V4
E N Data (=All-Missing) |96 (=104-8)[94 (=103-9}| 90 (=103-|94 (=103-8)] 97 (=103-6). |97 (=102-5)
13)
[ Log)0 Dist, {1/dil.)
[ 1 2.44 2.45 241 2.42 2.36 241
C FERE 0.468 0.473 0.524 0.508 0.550 0.431
S (1/dil]

[ GMT 277 282 256 266 232 254
[ (95% ] [223:345] | [225:352]) [(199;330]] [209:338} | [179:299] | [208;310]
[ LN S 16.0:4096 | 4.00;4096 [4.00:2048] 2.00:2048 | 2.00;2048 | 16.0;2048
[ Median=02 256 256 256 256 256 256
[ Q1:Q3 {Quantiles! 128:512 | 128512 | 128,512 | 128:512 128;512 12§;512
: >= 40 1/dil _

% (n) 927(R0) | 94.7(89) 1922 (83Y} 91.5(86) 90.7(88) | 94.8(92)
[ [95% CI] [85.6:97.0] [ [88.0;98.3] |[84.6;96.8] [83.9;96.3] | [83.1;95.7] |[88.4;98.3]
[ ]
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