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3.2.2.2 Characterization of antibodies to HCPs:

One approach, the SDS-PAGE/Western, is essentially a comparison of the number of
spots present in the immunologically stained membrane versus the number in a
duplicate gel (or blot) stained for total protein

Differential staining of each antibody preparation may power the analysis, because it
can be used to analyze the same 2-D gel. ... The second approach, immunoaffinity
binding/SDS-PAGE, ... For the purpose of sample comparison, difference gel
electrophoresis (DIGE) technology could be helpful
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2.6.34. HOST-CELL PROTEIN ASSAYS

This general chapter provides guidance for the development
and validation of hosi-cell protein (HCP) assays used lo lest
products obtained by recombinant DNA technology. It does not
exclude the use of alternative approaches that are acceptable to
the competent authority.
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Cy anti HCP detection
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Range °

Silver stain of 10.000 cells

Cy5 stain of 5.000 cells
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