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Abstract Therapeutic Mechanism of Action Cell Response and Signal Window Concordance Testing of Cut Point Samples with RTA Model
Cell-Based Neutralizing Antibody Methods rely on meticulous reagent
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sera samples and reference neutralizing antibody controls were incubated with = N z Cultured Cells Ready To Assay NHS
therapeutic for 1 h prior to treating cells. Cells were incubated 72 before 8 1.2 8
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Conclusion: Single use cell reagents may be used as qualified reagents in o et o W W : . results (29 out of 30 from each analyst) generated with RTA cells show
methods validated with continuous cell cultures. Recommendations include use —— e — are similar between cell models. concordance with original validation results for Normal Human Serum
of = 4 cell vials with = 2 analysts = 2 days. The risk to immunogenicity screening _ o o using continuous culture cell line.
should be managed with confirmation of validated method performance in Figure 1: Flow Cytometry 7-AAD Staining for TF-1 ras Cell Viability. o o _ o
required parameters: precision, robustness, sensitivity and concordance testing Above Panel: Apoptotic cells demonstrate granularity (SSC) and DNA staining Neutralizing Antibody Sensitivity
with validated cut point. with 7-AAD upon treatment with drug (TT-002).
Below Panel: Percent distribution of Viable Cells (in blue) compared to Apoptotic Recommendations for RTA Cell Reagent Qualification
Cells (orange).
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Human erythroleukemic cell line (TF-1 ras) was provided by Stemline ' ' ' ' ' fstablished Cut Point
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Therapeutics. Cells were cultured and expanded for creation of (2) single _
use cell banks at target density. Human sera samples, including 70 (log) Antibody, ng/mL
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Cell Yield and Viability were assessed through use of BD Figure 2: Cell viability was measured upon thawing of cryopreserved RTA vials ug/mL (RTA) compared to 4.7 ug/mL (CC)
Biosciences Vi Cell Analyzer and Microscopy. Cell viability and density prior to plating in method. Comparison of RTA vs Continuous Culture
were compared to acceptance criteria as defined in the validated method. demonstrates equivalent cell viability as measured with ViCell Counter. » . . .
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FACSCanto™ with analysis performed using FACSDiva™ Software. antibody neutralization should demonstrate results that meet
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