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Report Highlights

® Risk factors for BCG resistance; gene identified associated with BCG response failure.
® Genes identified a higher risk of tumor invasion/metastatic disease and/or recurrence.

® There is an FDA-approved drug for mutation identified. See the Drug Therapy Associated Findings section.

Drug Therapy Associated Findings

Genomic Findings FDA-Approved Therapies

FGFR3 BALVERSA® (erdafitinib)

Prognostic Findings

Genomic Findings Prognostic Considerations

TP53 10x increased risk for high-grade cancer and 6x increased risk for tumor invasion.
Considerations for repeat biopsy, more frequent surveillance, and continued BCG therapy, if clinically appropriate.

ARID1A Increased risk of BCG refractory cancer.

Treatment decisions should not be made on this information alone and should also leverage a complete assessment of clinical history,
pathology risk factors, treating physician judgment and patient preferences.

Mutated Genes Identified

Gene Description Mutation Variant Loci References
Fraction (Protein Change)
ARIDTA In multiple studies, ARID1A is associated with worse prog- 26% Chr1:27087458 2
nosis, higher grade, and diagnosis at later stage. ARID1A has (Q678%)

also been associated with a lack of response to BCG therapy.

FGFR3 Mutations in FGFR3 are most common in papillary tumors 24% Chr4:1803568 2
and less frequent in CIS and invasive cancers. Erdafitinib (S249C)
(Balversa) is an FDA-approved drug indicated in patients with
later stage tumors and FGFR3 mutations.

TP53 TP53 mutations are more common in clinically and histologi- | 20% Chr17:7578534 3
cally-advanced disease. Literature has found that TP53 muta- (K132N)
tions are an unfavorable prognostic factor. Alterations in this
gene are associated with the development of urothelial carci-
noma or recurrence. In a UroAmp validation study, presence
of TP53 mutations were associated with a 9x increased risk
for HG cancer and 6.6x increased risk for invasive carcinoma.
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Test Validation and Studies E For additional validation and
1]

studies scan or visit
= convergentgenomics.com/validation

Next-generation DNA sequencing analysis was performed using
the UroAmp assay to assess over 250,000 locations in the genome, H

across 60 recurrent urothelial cancer genes. The UroAmp variant E
caller has a validated sensitivity of 98% and specificity of 100%.
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