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Determination of Anti—Host Cell Proteins (HCP) Antibodies by ECL Method
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Ab Conc.(ng/mL)

1 SULFO-TAG #E: ProteinA/G ZALV-RRE

1% FSEIZEHS VT, 3.91~2000 ng/mL(100% E +INEHRE 1391 ng/mL~2.00 X 10° ng/mL)DEFE TR EIF
MYERLHE . FDA @ draft guidance 2 TR & 515 250~500 ng/mL DEE TRIEE #FHEHEE L=,

2 REBRDERERSA U MIBITHEE (n=2)

RE (ng/mlL) EE (%)
STD.1 3.91 -17.9
STD.2 7.81 1.9
STD.3 15.6 -14.0
STD.4 31.3 5.0
STD.5 62.5 3.2
STD.6 125 -0.9
STD.7 250 1.6
STD.8 500 -1.5
STD.9 1000 0.6
STD.10 2000 -15
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1) E. Koren et al. Current Pharmaceutical Biotechnology, 2002, 3, 349-360.

2) Guidance for Industry, Assay Development for Immunogenicity Testing of Therapeutic Proteins

Draft Guidance, U.S. Department of Health and Human Services Food and Drug administration, December 2009.
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