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HMWS Evolution Over 12 Weeks of Storage at 5°C

Aggregation, 5C
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FIG. 1A

HMWS Evolution Over 12 Weeks of Storage at 25°C

Aggregation, 25C
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HMWS Evolution Over 12 Weeks of Storage at 40°C
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FIG. 2B
Evolution of = 2um subvisible particles in buffer formulations

over 12 weeks of storage at 5° C, 25°C, and 40° C.
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FIG. 3A

Evolution of = 10 um subvisible particles in buffer formulations
over 12 weeks of storage at 5° C, 25°C, and 40° C.
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FIG. 3B

Evolution of = 10 ym subvisible particles in buffer formulations
over 12 weeks of storage at 5° C, 25° C, and 40° C.

5/83




WO 2024/213774 PCT/EP2024/060094
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Evolution of = 10 ym subvisible particles in buffer formulations
over 12 weeks of storage at 5° C, 25°C, and 40° C.
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Evolution of = 25 ym subvisible particles in formulations
over 12 weeks of storage at 5° C, 25°C, and 40° C.
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FIG. 4B

Evolution of = 25 ym subvisible particles in formulations
over 12 weeks of storage at 5° C, 25°C, and 40° C.
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Evolution of = 25 ym subvisible particles in formulations
over 12 weeks of storage at 5° C, 25°C, and 40° C.
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Turbidity at t0 and after 12 weeks weeks of storage at 5° C, 25° C, and 40° C.
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Turbidity, 25C

0.12 1_s56.0
----- 25855
0.1 ----3.55.8
............ 4_5 63
0.08 —-—5_56.0
S 0.06 -—=6_56.0
—11 §6.0
0.04 i T Myt e -nnnnoo 12_s5.5
-------- 13_s5.8
0.2 14 5 6.3
0 ‘ ———15_5 6.0
t0 4wk 8wk 12wk ----- 16_s5 6.0
FIG. 5B

9/83




WO 2024/213774 PCT/EP2024/060094

Turbidity at t0 and after 12 weeks weeks of storage at 5° C, 25° C, and 40° C.
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FIG. 5C
PURITY AND FRAGMENTATION BY CAPILLARY ELECTROPHORESIS
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Charge Variants, 25C
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Evolution of = 2um subvisible particles in histidine-stabilizer
formulations over 12 weeks of storage at 5° C, 259 C, and 40° C
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Evolution of = 2um subvisible particles in histidine-stabilizer
formulations over 12 weeks of storage at 5° C, 25° C, and 400 C
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Evolution of = 2um subvisible particles in histidine-stabilizer
formulations over 12 weeks of storage at 5° C, 25° C, and 40° C
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Evolution of = 10um subvisible particles in histidine-stabilizer
formulations over 12 weeks of storage at 5° C, 259 C, and 40° C
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Evolution of = 10um subvisible particles in histidine-stabilizer
formulations over 12 weeks of storage at 5° C, 25° C, and 40° C
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Evolution of = 10um subvisible particles in histidine-stabilizer
formulations over 12 weeks of storage at 5° C, 25° C, and 40° C
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Evolution of = 25um subvisible particles in histidine-stabilizer
formulations over 12 weeks of storage at 5° C, 259 C, and 400 C
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Evolution of = 25um subvisible particles in histidine-stabilizer
formulations over 12 weeks of storage at 5° C, 25° C, and 40° C
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Evolution of = 25um subvisible particles in histidine-stabilizer
formulations over 12 weeks of storage at 5° C, 25° C, and 40° C
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Turbidity at t0 and after 12 weeks of storage at 5° C, 25° C, and 40° C
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Turbidity at t0 and after 12 weeks of storage at 5° C, 25° C, and 40° C
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PS80 quantification after 12 weeks of storage at 5° C, 25° C, and 40° C
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PS80 quantification after 12 weeks of storage at 5° C, 25° C, and 40° C
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PS80 quantification after 12 weeks of storage at 5° C, 25° C, and 40° C
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subvisible particles = 2 ym in Ompi and BD syringes
over 12 weeks of storage at 5° C, 25° C, and 40° C
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subvisible particles =z 2 ym in Ompi and BD syringes
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over 12 weeks of storage at 5° C, 25° C, and 40° C
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over 12 weeks of storage at 5° C, 25° C, and 40° C
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subvisible particles = 25 ym in Ompi and BD syringes
over 12 weeks of storage at 5° C, 259 C, and 40° C
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Turbidity at t0 and after 12 weeks of storage at 5° C, 25° C, and 40° C
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Turbidity at t0 and after 12 weeks of storage at 5° C, 25° C, and 40° C
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Charge variants after 8 weeks of storage at 5° C, 25° C, and 40° C
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HMWS evolution for 31 mg/mL formulations over
the duration of the wrist-action study
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HMWS evolution for 31 mg/mL and 125 mg/mL formulations
over the duration of the wrist-action study

SEC-HPLC for 125 mg/mL mAb
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HMWS evolution for 31 mg/mL and 125 mg/mL formulations
over the duration of the wrist-action study
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HIAC data for 31 mg/mL and 125 mg/mL formulations
for the duration of the wrist-action study

HIAC for 31mg/mL (Wrist action)
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HIAC data for 31 mg/mL and 125 mg/mL formulations
for the duration of the wrist-action study
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HIAC data for 31 mg/mL and 125 mg/mL formulations
for the duration of the wrist-action study

HIAC for 31mg/mL (Wrist action)

] 73 10
8 Tihr
g B T3hr
{Ip]
~
N 6- O T6ehr
&
i,
o
o 47
g
2m 7 7
é L
4 % %
0 T T

0% 0.02% 0.04% 0.06% 0.08% 0.1% 0.14%
PS80 Concentration

FIG. 34C

HIAC data for 31 mg/mL and 125 mg/mL formulations
for the duration of the wrist-action study
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HIAC data for 31 mg/mL and 125 mg/mL formulations
for the duration of the wrist-action study
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HIAC data for 31 mg/mL and 125 mg/mL formulations
for the duration of the wrist-action study
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HIAC data for 31 mg/mL and 125 mg/mL formulations
for the duration of the orbital-shaking study
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HIAC data for 31 mg/mL and 125 mg/mL formulations
for the duration of the orbital-shaking study
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HMWS for 31 mg/mL and 125 mg/mL formulations

for the duration of the orbital-shaking study
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HMWS for 31 mg/mL and 125 mg/mL formulations
for the duration of the orbital-shaking study
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HMWS for 31 mg/mL and 125 mg/mL formulations
for the duration of the orbital-shaking study
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HMWS for 31 mg/mL and 125 mg/mL formulations
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HMWS for 31 mg/mL and 125 mg/mL formulations
for the duration of the orbital-shaking study

154 HIAC for 125 mg/mL (Orbital) TO

£
§ N T6hr
E 101pm \ Tiday
ﬁ mm  T3day
(&)
£ 5 N 7
g \ 2
N
Az Al
0 | | |

1 I
0.005% 0.025% 0.045% 0.065% 0.105%
PS80 Concentration FIG. 36F

63/83



WO 2024/213774 PCT/EP2024/060094

Turbidity for 31 mg/mL and 125 mg/mL formulations
over the duration of the study with wrist-action and silicone oil
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FIG. 37A

Turbidity for 31 mg/mL and 125 mg/mL formulations
over the duration of the study with wrist-action and silicone oil
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PS80 stability
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% change per week
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