—it-for-purpose validation and inter-laboratory cross-validation of a 1BNK
flow cytometry assay with improved B cell monitoring capabilities

Marylene Fortin'!, Katiane Roversi', Maude Boisvert!, Laila-Aicha Hanafi', David Possamai', Audrey Connolly', Da Woon Park', Fatma Babikr!, Christophe Henrard?, Aude Ytebrouck?, Shu-Hui Gao?, Xin-Xin Wei*, Eilidh Main*, Lachlan Hyde*
1. CellCarta Biosciences, Inc. (Montreal, Quebec, Canada); 2. CellCarta Biosciences, SA (Gosselies, Belgium); 3. CellCarta China Ltd (Jining, Shandong Province, China); 4. CellCarta Pty Ltd (Baulkham Hills, Sydney, Australia)

POSTER NUMBER: DAY2-P18

CellCarta

Table 2: Validation assessments. Table 5: Inter-Assay Precision (Overall %CV for Whole blood samples and %CV for Controls)

INTRODUCTION

Standard flow cytometry TBNK assays are widely used in oncology clinical trials for the monitoring of T, B and NK
lymphocytes populations in patients. Commercially available TBNK kits rely solely on CD19 for the identification
of B cells. In this work, we validated a new assay designed for lymphocyte subsets enumeration in peripheral
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Inter-site comparison
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Controls (Normal and CD4 Low) were included in each run and used as run controls. Sample staining was performed in
triplicates using the BD Multi-test™ 6-color TBNK reagent (CD45, CD3, CD4, CD8, CD19 and CD16/56) with an anti-CD20
antibody drop-in (Table 1). The methodology for the assay uses a lyse/no wash staining procedure with BD Trucount™
tubes to determine absolute counts reported in cells/uL. Sample acquisition was performed using the BD FACSLyric™
instrument and data analysis was performed using the CellEngine® software (CellCarta) using the gating strategy
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All frequency and absolute counts readouts were shown to be stable for up to 7 days of sample
storage at room temperature or 2-8°C.

Legend: MTL (Montreal, Canada); GOS (Gosselies, Belgium); SYD (Sydney, Australia); JIN (Jining, China); LLOQ (Lower Limit of Quantification). (1) For the Jining site, only 1instrument was used.

Table 3: Data calculations and acceptance criteria.

Table 6: Specimen Stability.

Figure 2: Linearity. Data from 1 healthy donor and from 1 cytometer are shown.
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Figure 1: Gating strategy.

Legend: CYT: Cytometer. (1) Precision at LLOQ level was verified across all CellCarta sites and cytometers (data not shown).

www.cellcarta.com




