Cell-based assay

—Luciferase reporter bioassay—

ADCC luciferase reporter bioassay is bioluminescence test for antibody—dependent cell-mediated
cytotoxicity. This assay shows ADCC activity with luminescence intensity. With excellent reproducibility,
this assay is helpful for quality assurance, bioequivalence study , and neutralization assay for antibody drugs.
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Neutralizing antibodies interfere with binding of an antibody
drug to cell surface antigen and effector cells to neutralize

pharmacologic action.

FDA Draft Guidance* recommends cell-based Nab assay.

*Assay Development and Validation for Imnmunogenicity Testing of Therapeutic Protein
Products, Guidance for Industry, Draft Guidance, FDA; April 2016
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ADCC activity is one of major efficacies of antibody drugs.
Instead of fresh lymphocyte from healthy donors, stable cell
line where luciferase gene and human FcRyllla gene are
transferred to NFAT downstream is used as effector cells
for this assay. This assay is helpful for screening antibodies
with ADCC activity and finding possible binding affinity
between Fc region of antibody drugs and Fc receptor of
effector cells.
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