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Background Results: LoD, Linearity, Precision and Reproducibility
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performance of both LymphoTrack® IGH MiSeq and PGM Assays to the IdentiClone
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Materials and Methods
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eThe LymphoTrack® IGH FR1/2/3 Assays for the MiSeq” and lon PGM"™ were
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manufactured under cGMP standards and QC tested under a QSR-compliant 4 8 -
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eLimit of detection (LoD), linearity, precision and reproducibility (P/R) were S SW o o 2 4 6 & 10 12

validated using clonal control DNA diluted in wild-type polyclonal (tonsil) DNA. clonal Gonfrol Pidfions T#
e DNA from a variety of samples (21 from peripheral blood, 1 from bone marrow Results: Clinical Study between IGH MiSeq® and lon PGM™ Assays

aspirates, and 37 from FFPE were extracted using common extraction methods

by collaborators. 59 samples were tested by all assays except that FR2 PGM Miseq’ IGH Assays lon PGM" IGH Assays IdentiClone IGH Assays

tested additional 9 samples for total 68 samples. Tube A/B/C
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e Libraries were prepared with amplicons generated by the LymphoTrack® IGH (FR1/2/3)
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FR1/2/3) combined.

e LymphoTrack® Software - MiSeq” and LymphoTrack® Software - PGM™ analyzed IdentiClone IGH Tube A/B/C IdentiClone IGH Tube A/B/C MiSeq FR1/2/3
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FR1/2/3 Non-Clonal FR1/2/3 Non-Clonal FR1/2/3 Non-Clonal

e All statistical analyses were performed in JMP”.

MiSeq FR1/2/3 vs. IdentiClone Tube A/B/C PGM FR1/2/3 vs. IdentiClone Tube A/B/C PGM FR1/2/3 vs. MiSeq FR1/2/3
) Concordance (%) 95.5 97.6 100

A comprehensive NGS-based LymphoTrack® IGH FR1/2/3 Assay was developed for

both the lllumina® MiSeq® and Thermo Fisher Scientific® lon PGM™ platforms. SR ([ 2o 2 —

These assays identify clonal IGH V-J rearrangements and the specific clonal DNA Specificity (%) 24.7 100 100

sequences, critical for determining the SHM rate and tracking residual disease. PPV (%) 96.0 100 100

Excellent concordance was demonstrated between these assays. NPV (%) 94.7 94 .7 100
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