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Using the RareCyte platform, nucleated cells from blood were collected, spread on slides, &% o
stained, and imaged with CyteFinder® for CTC identification (CK/EpCAM+, CD45-) and =
guantification of biomarkers (PD-L1/HER2 or Ki67//EGFR). CTC enumeration (CLIA-accredited 0 5 10 _
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CTC test) and biomarker status for each patient were tracked over time and compared with
ctDNA mutational analysis and tumor burden. C
g = w @® SMAD4 E538*
Blood Transfer to Automated Automated slide Assay-specific 0 APC NA3GLe
draw slide fluorescence scanning Scoring 3 3 = P53 Sp1F
Staining E B o KRAS G12V
o #*
-1 = "’__'115?33;21 I | E ? @ APC R1450*
.. — — ~ 0 — T 9% 0.5%
“3” 0 5 10
o Time (weeks)
AccuCyte ® AccuCyte Sampl CyteFinder & 07
CCu e CCU e Sampie yerinaer — - .
Blood Preparation Sg?r:?npleéi CyteFinder Il HT CyteMapper® software E S 28_
Collection Tube System J Instruments Te) %
F 8- P 20

Figure 1. RareCyte platform workflow. Blood is collected into AccuCyte Blood Collection Tubes (BCTs). = 58 °] 0 ;‘8:

Nucleated blood cells are processed to slides using the AccuCyte Sample Preparation System. Slides are % f; : % 20

stained with assay-specific RarePlex staining kits. Slides are scanned using the CyteFinder Instrument and Ak < ] T 10-

Images are analyzed using CyteMapper software and analysis tools. Cells are analyzed by a trained reviewer, 0 . 0 .
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and cell biomarker status is determined with a fluorescence intensity threshold. | _ . . .
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Figure 4. Patient response kinetics. (A) Real-time monitoring of Patient 11 CTC number and Ki67 biomarker
positivity indicates early response to treatment prior to cfDNA mutational burden analysis. (B) Decrease in
CTC number in Patient 15 indicate response to therapy confirmed via tumor imaging. (C) Results from real-
time monitoring of CTC number, and cfDNA analysis correlate, indicating Patient 19 response to therapy. (D)
Assessment of CTC number and HERZ2 biomarker positivity indicate Patient 29’s early response to HER?2
therapy. HER2 overexpression was detected via cfDNA, confirmed on IHC of tissue and on CTCs. After
initiation of HER2 therapy, CTC numbers and HERZ2 expression showed a significant decrease.

RESULTS

CTCs were detected in 93% of patients (41/44) and in 86% of samples (67/78) collected, with
the highest baseline average CTC counts in colorectal cancer. Changes in CTCs correlated with
treatment response and tissue biomarker expression, e.g., HER2. Rapid decline or clearance
occurred within days of effective systemic therapy initiation. Average CTC testing turnaround

time was 5-7 days. _ . . .
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CTC DNA and plasma cfDNA, impacting patient therapeutic decisions
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