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FROM GENE TO PROTEIN

High Throughput Purification Scaling Up Study of Polyclonal Antibody
Using MEP HyperCel™ Chromatography Sorbent

Chromatography Sorbent Transfer to 100 mL and 1L
Screening Step Packed Columns

Synthesis of MEP HyperCal Sorbent Rasults on

- Protein A was testad for different elution pHs Calurms From 5 ml fo 11 Scale
— MEP HyperCel being a mixed-moda sorbent,
elution was tested at several pHs smb
- CEX1 and CEX2 sorbents: Screening of iniisd data (Optimis.42) 100mL  {Lscale
binding conditions (pH variation), elution at
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Optimization Step on
MEP HyperCel Sorbent

Yad of MEP - Fe -100% %
« Optimisation #1: pH and conductivity adjust- HyparCel
ment to optimiza binding conditions s skp
* Optimisation #2: Increase of residence time i ﬁ%ﬂgﬁm e e ekl
The medification of binding conditions {pH, can- fpe?op:j;acm acid p’;m'me’“ alowed
ductivity, incraase of residencs time) allowed a LR e
5 PR « High yigld of capture step with MEP HyparCel
30% incraase of pAb binding to the sorbent. sorbent (~079%)

= Beast parformance {DBC. pAb purity and aggre-
gate removal) with MEP HypearCal sorbent
= Mixed-mode chromatography with MEP
HyparCal sorbent: A poweriful tool to address
future challenges in purification of antibodias
1 and emarging biomoleculas while reducing cost
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Mixed-Mode Sorbent Family:
CMM HyperCel & MEP, HEA and PPA HyperCel "

MADs and recombinant proteins, Alternatives to HIC, No-salt or Low-salt
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CMM HyperCel - Main Properties

Main Properties

Particle size range 50-80 ym
Ligand description Aminobenzoic acid
Ligand density Av. 70 peg/mL
Dynamic binding capacity
— BSAl >50 mg/mL at pH 4.5, 15 mS/cm
— lgGi2 >60 to 100 mg/mL at pH 4.0 to 5.0,
4 to 12 mS/cm
Working conditions
— Binding pH ~ 4 to 6; conductivity up to 50 mS/cmS
— Elution pH ~ 4 to 9; conductivity up to 50 mS/cmiS)
Working pressure at ~10barg
1,000 cmv/hri4)
Working pH 21013
Cleaning pH 1t014
Cleaninc_; in Elace 1 M NaOH - 1 hour contact time - 5 CV

(1) 4 g/L BSAin 50 mM Na acetate complemented with NaCl, 7 minutes residence time.

(2) Conductivity adjustment with NaCl (~ 0 - 0.5M)
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CMM HyperCel - Selectivity
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= Load at 15 mS/cm

= pH Gradient from pH 4.5 to 10.0, 20 CV

High selectivity leads to protein
separation based on isoelectric point
= Column: 0.5x 5 cm (1 mL) and hydrophobicity of each protein

= Flow rate: 1 mL/min
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CMM HyperCel capacity.
10% mAbs breakthrough curve
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= High capacity binding available at high pH, vs salt tolerant at low
pH
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MADbs platform
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Order of unit operations Yo Aggregates
KANEKA KanCapA — CMM HyperCel — Mustang Q 4.1 1.1
KANEKA KanCapA — Mustang Q — CMM HyperCel 3.9 1.5
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Questions??
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