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End-to-end solution



OncoDNA solutions: Workflow
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OncoDNA validation: optimisation phase

4

Wet-lab
Library generation performance
Target enrichment performance

Device
Sequencing performance

(Clustering…)

BioiT
Variant calling (Pass/Filters)

Pre-analytical
Input and quality



OncoDNA validation: validation phase
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OncoDNA solution: evolving environment
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Evolving environment - Promega XtractAll

• Clinical FFPE samples previously processed
using our current DNA/RNA extraction kits and
analyzed with the OncoDEEP kit.

• Selection of samples harboring clinically
relevant alterations or interesting genomic
signature (e.g. hotspot mutations, fusions,
TMB-high).

• Comparison of DNA and RNA yield and quality
to assess extraction efficiency.

• Comprehensive comparison of downstream
results, including variant detection,
concordance and background noise evaluation.



8

Evolving environment - Twist library prep evolution

• Residual DNA samples previously processed
with OncoDEEP kit.

• Selection of samples harboring clinically
relevant alterations or interesting genomic
signature (e.g. hotspot mutations, fusions, TMB-
high).

• Comparison of library and yield and quality to
assess library preparation efficiency.

• Comprehensive comparison of downstream
results, including variant detection,
concordance and background noise evaluation.
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Evolving environment – Sequencer compatibility

Compatibility study
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Evolving environment – BioIT tool upgrades
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Evolving environment – Residual material and files at OncoDNA



OncoDNA CGP solutions: Challenge
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Implementation of 
innovations across the 
entire workflow
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End-to-end solution



in vitro diagnostic medical device regulation (IVDR)
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• European regulatory framework governing in vitro diagnostic medical devices (IVDs) for medical purposes

• It replaces the previous Directive 98/79/EC (IVDD)

• Aims:
• Harmonize regulations across EU member states
• Enhance oversight through increased involvement of notified bodies
• Improve patient safety by ensuring accurate and reliable diagnostic results
• Increase transparency and traceability of IVDs across the EU



Risk-analysis based approach
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Well defined acceptance criteria
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OncoDNA CGP solutions: challenges
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Take home message
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