Stability -1 Stability -2 Impurity & Detergent
Clearance
Detergent < Detectable Limit

Impurity* < Control

Virus Inactivation (VI)

A Aggregate < A Aggregate < Control

Control (No Detergent)

Log reduction value,
LRV 2 4.0
Drug Substance;

Detergent: 1-10 CMC;
Ambient; 24 hr

VI Load;
Process Hold Time & Temperature

VI Load;
Process Hold Time & Temperature

VI Load;
2-8 °C & Hold Time: 2 1 hr
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Selected Detergent Conditions: OG, DDM, LDAO; Protein: Fus1 and Fus2

Stability screening

Protein A chromatography

Virus Inactivation

(Pro A) (Detergent: DDM)
3500 5
= 3000 o i E —t
< [ | Impurity || at
£ 2500 | —r| y Il > o
< \ 2
@ 2000 | “‘ Detergent || 23 )
E ‘ |Res ProA | > \
8 \ laer | g2
£ 1000 | | ‘i °
c [ | | S
£ oo ‘ I | 21 —— X-MuLV, mAb1
& \ Il M“, & e HSV-1, Fus1
g0 ow through™ Eluate o ! A-MuLV, Fus1
O O O O O OO+~ A MSTI!ONIOWMOWmOWmO 0 5 10 15 20 a0
- N m < ! - - N A m 0 10 20 30 40 50 60
Protein Detergent Initial Column volume (CV)

concentration (g/L)

concentration (w/v %)

aggregate%
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