Validation of Devyser Chimerism NGS using the DNBSeq-G99 (MGI-Tech)
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DEVYSER CHIMERISM - ASSAY WORKFLOW

INTRODUCTION

DISCUSSION
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assay uses targeted sequencing of insertion/deletion (indel) markers to quantify the e e
proportion of donor-derived cells in post-transplant samples. This study aimed to
evaluate the analytical performance of an NGS-based chimerism assay implemented on o QUANTIFICATION e PCR1 - MULTIPLEX 9 PCR2 - INDEXING o POOLING & eNGSSEQUENc,NG
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the MGI sequencing platform and using the Devyser Chimerism NGS kit. = S a & C— CONCLUSION
/%g\ ) ———_ o B—u i | (@ The evaluated NGS-based chimerism assay demonstrated high levels of accuracy,
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MATERIALS & METHODS

confirm the assay’s analytical robustness across clinically relevant ranges, supporting its

Normalize to Amplify 24 indel Add unique dual-index Pool indexed libraries : . : : : ; : ; : o i
o . . . . et implementation as a reliable tool for routine chimerism monitoring in clinical laboratories
i i 6 ng/uL markers adapters and purify in a single MGI DNBSEQ-G99 ) i ) .
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from a panel of 24 genetic markers (short insertions/deletions, indels) distributed across AL Ll library) Devyser Library Clean

to activated Chim mix

the genome. It uses two sample types: screening samples (pre-transplant donor and
recipient) to identify informative markers, and monitoring samples (post-transplant
recipient) to quantify the donor fraction.

DATA ANALYSIS PERFORMANCE EVALUATION
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e Chimerism per marker: aliele frequency

DEVYSER CHIMISM - RESULTS

Samples, artificial chimeras were generated by mixing donor and recipient genomic DNA
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was added to the activated Chim mix. A multiplex PCR1amplified the 24 markers into a
per-sample amplicon library; PCR2 incorporated unique dual-index adapters. Indexed
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Slight underestimation observed at lower levels,
as expected in highly sensitive assays

SUMMARY OF PERFORMANCE

The assay demonstrated excellent accuracy across all evaluated concentrations, with a
minimal bias of less than 1% relative to expected values. In the table below, we can

observe the accuracy, precision, and linearity of the test. occresvonor P s ngected) 3‘2??2‘#?‘53{0"5
@ 99% 99.09% +0.09% 1.26%
@ 95% 95.04% +0.04% 1.55%
@ 85% 84.91% -0.09% 1.59%
o 70% 69.49% ~0.51% 1.70%
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