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Load A m Load A Load A: Baseline conditions
100 e 1 mg/mL h-IgG
* 50 mM acetate, 20 mM NaCl, pH 6.0
T Pre-peak Post-peak * PP7 bacteriophage spike 6.96 log PFU/mL
;: Load B: High protein, salt and bacteriophage
9 ¢ 10 mg/mL h-IgG

¢ 50 mM acetate, 500 mM NaCl, pH 6.0

0 Run volume * PP7 bacteriophage spike 7.85 log PFU/mL
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Volume (mL)
Scott Lute (US FDA CDER/OPQ/OBP/DBRR Il), Julie Kozaili (Asahi Kasei Bioprocess America) et al.
MRELEAIEREEEX - E' E Biotechnology Progress, 2020 (adapted)
https://doi.org/10.1002/btpr.2962 = Filtration conditions:
K e Filter surface area: 0.001 m?
E b ¢ Constant flow rate: 1.0 mL/min (60 L/(h-m?))

e Pressure: <2 bar (29 psi)
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briming Titer (log PFU/mL)

output

Load range 5.9-6.0 4.2-4.3

Planova BioEX
(0.001 m?)

Permeate Day 1 filtrate <0.78 <0.78

collection

M=o (1] }o

Day 2 filtrate <0.78 <0.78

e Day 3 filtrate | <0.78 = <0.78
b Day 4 filtrate | <0.78 | <0.78
= Filtrate pool <-0.22 <-0.22
i PP7 LRV >6.1 >4.5

Scott Lute (US FDA CDER/OPQ/OBP/DBRR Il), Julie Kozaili (Asahi Kasei Bioprocess America) et al.
Biotechnology Progress, 2020 (adapted)

Filtration conditions: ¢ 0.025 g/L h-1gG

e Filter surface area: 0.001 m? * 50 mM acetate, 20 mM NaCl, pH 6.0

* Constant flow rate: 1.2 mL/min (72 L/(h-m?)) e Daily fresh feed solution with PP7 spike
e Starting pressure: around 2 bar (29 psi) e Throughput: 5200 — 6900 L/m?

Planova™ BioEX A3z IFF01EIARSS
NAEH T ZHRMIIAF

VI SR SRR A S

V! Planova ##{F SIRT28921I & { , ' i -
v BRI EFREBAEFOIEN BN SIS M i
VSR TR Z0RASE : \ |

i

NBARENMTIE (Asahi Kasei Bioprocess) & AP

RAFHEN A 1 eI KE -

Planova BioEX Spotlight 2% T iE&RTIE L2 PRIMBERS EREVDEFRM. Planova BioEX I3iEEs ol
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