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Biologics fingerprint analytic platform
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One-stop Service for Protein Therapeutics

1. Protein drug discovery and development

Service Description

Automated high-throughput antibody screening with various fully human phage
Monoclonal antibody display libraries

screening Single B cell technology, antigen verification, single B cell isolation, antibody gene
cloning, expression and Ag-binding tests

Antibody optimization Computer modeling for antibody humanization and affinity maturation

DCB proprietary CHO-C cell line development: From DNA to RCB in 17 weeks;
Production of mAbs and recombinant proteins with “mg” level in 2.5 weeks;
Customized process and analytic method development

High-Yielding
CHO-C Cell line Development

CHO cell culture medium optimization, metabolite analysis,
Bioprocess development and fed-batch process development, continuous process development, micro-
protein production bioreactors (15 ml), scale up process development (50L),
non-GLP antibody production (5L, 50L)

Antibody purification process Affinity chromatography, ion-exchange chromatography, quality assessment and
development antibody purification

E. coli and Pichia cell line development; Production of recombinant protein,

Recombinant protein antibody fragment and DNA plasmid

expression in microbial

systems Fermentation process development (250mI~5L) and downstream process

development for recombinant protein

2. Protein drug services Automated imaging and picking system for
) single cell cloning and screening

Sarvice Ca tegory Principle for identification of high-yield antibody-producing clones

A
— — axr? "X*”’
Gap analysis in pre-clinical drug development

i FAL¥* L ‘\2'
Project management
" Secreted proteins form

Of pre'clinical d rug development '}&%" Ab secreting clone x CloneDetect added fluorescent precipitate

. X Imaging, selection & picking
Pre-clinical drug development contract service A

Antibody optimization,
humanization,
and affinity maturation E
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3. Protein drug characterization Biologics fingerprint analytic platform

Higher order structure:
CD, DSC, FT-IR

ANMR, IMS-MS,

Primary structure:
Peptide mappang:
Amino acid analysis
Intactsubunits MS

Service Description

Disulfide bond analysis
N-termanal sequense

PTM:

i Glycan profile

V" Deamidation, Oxidation |
N/C terminal modification |

* Integrity/size: SDS-PAGE, RP-UPLC, SEC-
MALS, CE-SDS.

* |dentity: Peptide mapping, Molecular
weight by ESI-MS.

b M\ Aggregation:
v AL SEC-MALS, AUC
St pe 4 10 15 Y

and isoforms:

« Structure: Amino acid sequencing, PTM | CE:5DS, CEEF ‘ | Loperhtet:
Physical & chemical identification, N- and C-terminal “:‘_T_-,—.r‘ :(;::cllr\ucm
. 2 . . . . {1 cal activity: e
characteristics analysis, Disulfide bond mapping, N/O- ADCC, CDC Bioburden
Binding ssay | Protein A ELISA

linked glycan and glycosylation site
analysis, HI?EAC analysis, HIC. R
* Charge variants: IEX-UPLC, CE-IEF. Target specific Ab C
* Thermal stability: DSF, DSC, DLS, Tm, )i "y
Yo

Target cell

Viscosity. d ﬁ '\}\‘ ’F
or :)

Product related Host cell protein(ELISA), host cell

Bright Field FITC (GFP) TRITC (PI)
impurity DNA(qPCR), 2D-gel analysis, endotoxin. ---
+Ab "

ADC analysis, SPR, Unknown peak
identification, Unexpected PTM analysis,
forced degradation. (deamidation,
oxidation and glycation, etc.)

Analytic method
development
& CQA identification

4. Protein drug functional study

Service Description

Antibody-antigen affinity analysis via Enzyme-linked immunosorbent assay (ELISA)

Protein-protein interaction
P & Surface plasmon resonance(SPR) technology

Surface-antigen expression  Antigen expression profiling and antibody-antigen binding analysis by flow

profiling of target cells cytometry and live cell imaging system; cell phenotyping
Antibody CDC/ADCC Complement-dependent cytotoxicity and antibody-dependent cellular
assays cytotoxicity evaluation

Cell proliferation, cytokine secretion assay, cytotoxicity assay, reporter assay,
phagocytosis, opsonophagocytic killing (OPK), receptor internalization,
assays of receptor signal transduction by agonistic or antagonistic antibody, etc.

Cell-based functional analysis
(Ex: IFN, a-TNF, a-CD20)

Ligand-dependent GPCR signal transduction, such as Ca** influx, cAMP assay

Functional assays . - .
¥ Potency evaluation for Antibody—drug conjugates
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Multi-angle Light Scattering
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