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Rapid & Sensitive HCP
analysis

CHO-HCP detection with BLI technology
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Pall ForteBio is a Leader in
Label-Free Protein Analysis
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Biomolecular interactions analyzers for

-Affinity -Quantitation

-Kinetics -Quantitation of impurities

-lmmune reaction
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g

A

Target ID & Lead Screening Lead Preclinical QC &

L Process
A : Optimization & ]
Validation & Selection Characterization Development Development Manufacturing

Mechanism of Screening for Affinity Cell line

action — binders maturation — PK assay Develop.— titer & Activity assay

piomole_cular (hybridoma, binding kinetics growth media
interactions phage or lysates) assessment

: . FcRn binding
Fc engineering/ PD assa Dynamic
humanization — Y/ t assey

atlc Binding
FcRn binding Capacity (DBC)

measurement

ELISA assay Affinity/ on-rate/
development off-rate ranking
of clones

Chromatograph Binding Kinetics
Epitope mapping y optimization —
Epitope binning blnld;ng &
elution
conditions

Immunogenicity

Stability Testing
_ Neutralization
clgﬂnaemsrgﬁe“c?inon Pre-formulations 2SRV Contaminants:
HCP &residual
for scale up :
Historical BITEIE
applications

Loading

Sereerl wEe concentration for

small-scale Formulations
purification

Most Recent



LaW BLI Analytical Instruments
Sensors measuring interaction

T

* Protein Concentration
« Association rate

* Dissociation rate

« Binding Affinity

Myszka et. al. Direct Comparison of Binding Equilibrium,
Thermodynamic and Rate Constants Determined by
Surface- and Solution-based Biophysical Methods
Protein Science 2002, 11 (5), 1017-1025.



avoratory 4 Simple Optical Method to
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Laboratory 4 ForteBio-Cygnus Anti-CHO
| HCP Detection Kit

Fast and Accurate Host Cell Protein Detection



LW HCP — Process Impurities

Removal to the lowest detectable levels required

Y Biotherapeutic Drug * @ Host Cell Proteins
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Generic HCP Assays

Process
Development

Phase |
Clinical Trials

" ForteBio-Cygnus Kit for
Generic HCP Testing

Specific HCP A
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V' In-Process Samples

Laboratory 1 o~ T
Excellent assay accuracy, precision, and dilution linearity
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(mg/mL)
Sample 1 19.95 1,000 20347 2.5%
9.96 2,000 19,977 0.4%
5.08 4,000 20,327 0.2%
2.59 8,000 20,803 0.5% 19,967 002 998,367
1.18 16,000 18,839 0.3%
0.63 32,000 20,175 0.9%
Sample 2 3.63 20 72 4. 2%
2.02 40 a1 2.2%
112 80 89 0.9% 81 032 253
0.63 160 101 1.2%
Sample 3 032 20 6.4 2.9% (5] 10 06

FISURE 1: HCP quantitation on the Octet QK system. Example data from the duplicate analysis of three unknown samplas run in serial dilution (left). Calculated concantra-
tions and %CV values are shown in the accompanying table (bottom). The dilution linearity graphs for Sample 1 and Sample 2 are shown (top and bottom right).
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FDA 21 CFR Part 11

HCP Detection Kit

Rapid streamlined workflow
Faster than any other method
Easier to use, less hands-on labor
Wider dynamic range

Higher sensitivity

Better assay robustness

Less prone to human error

More data consistency



