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Vista Biologicals recommends that one lot of bulk
drug product be created to serve as a standard
reference lot prior to assay development and
validation (Since this material may be required prior
to full or any purification development, it may have
to be purified by affinity chromatography). This
material should be thoroughly characterized and will
be used as a comparison standard in each
subsequent step of the drug development.

It is necessary, however, to determine the reasonable
stability of the monoclonal antibody early in the

process. We recommend the following course for the
initial characterization:

SDS-PAGE (Reduced/Non-Reduced) Purity / Identity

HPLC-SEC Identify Initial

Aggregates and

Fragments / Purity

Isoelectric Focusing (IEF) Purity /

Heterogeneity

(Highly

Recommended by

the FDA/CBER)

Western Blot Identifies Bands

as Product

Related

Once the purity and initial characterization of the
bulk reference lot has been determined, it will be
necessary to determine the extinction coefficient of
the antibody (usually 1.4±0.2 OD/mg). This can be
done by absorbance determination of serial dilutions
coupled with amino acid analysis. Once the extinction

coefficient is determined, the absorbance data can

be used to determine the concentration of

unknown samples, as well as validate the

Bicinchronic Acid test (BCA).
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We can assist you with:

! Cell Culture
� Cell Line Cloning
� Media Optimization
� Mycoplasma Screening

! Fermentation Development
� Scale-Up (l00mL to 100L)
� Supplement Optimization

!  Fennentation
� Suspension
� Microcarrier
� Fluidized-Bed
� Batch Production
� Perfusion Production
� Continuous Culture

! Downstream Processing
� Centrifugation
� Concentration
� Micro filtration
� Ultrafiltration

� -40°C Freezing

For more information contact:

Robert Fleischaker, Ph.D.

President, Vista Biologicals Corporation

2120 Las Palmas Drive, Suite A

Carlsbad, CA 92009 USA

PHONE: (760) 438-0230

FAX: (760) 438-0229
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