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Vialthaw Shakeflask N-lat5L N-0 production
expansion Xcellerex™XDR-10 XDR-10
200 L process workflow
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Vialthaw Shake flask F &
expansion N-3 and N-2 at 20L WAVE
Bioreactor™ system N-1at 40L N-0 production
XcellerexXDR-200 XDR-200
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Wave bioreactor ~ XDR Single-use bioreactor
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Cell density

9 comparability? P v
10L
) - 17 2.4 Low but acceptable Yes
confirmation run
A
200 Lrunl 24 3.3 Yes Yes
200 Lrun?2 20 3.2 Yes Yes
0L
confirmation run 11 34 Yes Yes
B
200 Lrunl 10 3.4 Yes Yes
200 Lrun? 11 39 Yes Yes
Clarification ProteinA+VI  AIEX CIEX UF/DF  Totalprocess  Recovery Analytical
Product Scale (% recovery, (Y%recovery,  (%recovery, (%recovery, (%recovery, recovery  comparability? comparability?
step) step) step) step) step) (%)
1oL 86 93 89 NA 95 68 ves Ves
confirmation run
A 200 Lrunl 88 102 86 NA 98 76 Yes Yes
200 Lrun? 88 91 99 NA 97 73 Yes Yes
1ot 85 98 86 78 9% 53 Ves Ves
confirmation run
8 200 Lrunl 91 100 97 86 92 67 Yes Yes
200 Lrun?2 93 95 93 79 96 65 Yes Yes

VI = virus inactivation; AIEX = anion exchange chromatography; CIEX = cation exchange chromatography; NA = not applicable
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cGMP = current good manufacturing practices
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