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Introduction

These release notes detail the key features and known limitations for the Local Run
Manager TSO Comprehensive (EU) Analysis Module v2.3.8 with TSO Comprehensive
(EU) Claims Package v2.3.1.

This software is intended for use with the TruSight Oncology Comprehensive (EU) Assay.

Analysis Module Version: 2.3.8.133
Claims Package Version:2.3.1.0

NEW FEATURES:

Cybersecurity related updates for SharpZipLib, .NET6.0, and Oracle Linux 8 OS
Image in Docker.

Update Tumor Profiler to v2.2.3.0 and Tumor Profiler Knowledge Base to v2.1.2.0

Update to blocklist used by the Small Variant Filter step of the analysis workflow to
remove the region that can contain false positives for the PMS2CL pseudogene.

Update mentions of PierianDx to Velsera as Tumor Profiling Knowledge Base curator.

Update Yes/No to Evaluated/Not Evaluated in Companion Diagnostics Intended Uses
Evaluated Table of TSO Comprehensive (EU) Report PDF and JSON.

Add Affected Introns to Splice Variant Details in TSO Comprehensive (EU) Report
PDF and JSON.

Update to Comment in Companion Diagnostics Intended Uses Evaluated Table for
Not Detected and QC Failure scenarios.

Add one letter amino acid code to small variant labels in TSO Comprehensive (EU)
Report and protein change to variant details with one letter amino acid change in
hgvsp notation when applicable.

Uncouple DNA and RNA results in TSO Comprehensive (EU) Report PDF and JSON so
that RNA results can still be reported if DNA analysis fails, and DNA results can still
be reported if RNA analysis fails. In such a case, a warning message appears on the
report to indicate that there was an issue with DNA/RNA analysis.

Nirvana Variant Annotation Engine Update to v3.2.7

DEFECT REPAIRS:

On the Samples and Results page for a completed run that did not complete report
generation, an error message indicating the failure now appears indicating “TSO
Comp report generation did not complete. Please consult the log files in the analysis
folder or contact support.”

Improve handling of RNA libraries with low read counts.
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o Fixed issue that prevented users from opening the tumor type tree for a sample
during run setup when a user selects a tumor type that has “/” in the name (label) or
is a descendant of a tumor type with "/" in the name.

e Ensure thatinstalling the TSO Comprehensive (EU) Module does not affect the
module display name of other non-TSO Comprehensive Modules that are installed on
the same instrument.

e Update to VM Manager to address silent failures when the VM Manager startup exits
with an error code.

Release History

Version ER# Author Description of Change
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