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Development of TP53 signature in vitro diagnostics (1VD)
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The purpose of this study is to develop a simple in vitro diagnostic kit
aiming at clinical application of TP53 signature.
Probe set of TP53 signature for nCounter was created. TP53 si?nature data was obtained from the
early stage breast cancer cohort (n = 174). Univariate and multivariate analysis results revealed
that TP53 signature is the most relevant factor to RFS. In addition, comprehensive gene expression
analysis was performed, and the prognostic potential of TP53 signature was compared with Mammaprint,
Oncotype DX, and PAM 50. It was shown that TP53 signature had the highest prognostic
predictability.
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RFS Table 1
Variable Univariate :
HR 95% CT p value
TP53 status by signature (versus wild type) 494 1.57-15.5 0.003
pSiage (versus Stage I) 3.94 1.11-139 0.018
Node (versus negative) 349 1.24-9.82 0.017
Pathological tumor size (versus T1) 1.68 0.61-4.64 0322
‘Grade (versus 1-2) 1.51 0.439
ER (versus positive) 1.68 0338
PgR (versus positive) 247 0.088
HER?2 (versus negative) 1.54 0.590
Adjuvant chemotherapy (versus non-therapy) 139 0.529
Adjuvant endocrinetherapy (versus non-therapy) 0.84 0.747
o Multivariate
Variable
HR 95% C1 p value
TP33 status by signature (versus wild type) 42 1.33-133 0.015
pStage (versus Stage I) 3.15 0.88-11.3 0.078
Abbreviations: pStage. pathological stage: Node, lymph node metastasis; ER. estrogen receptor; PgR. progesterone
receptor; HER2, human epidermal growth factor receptor type 2: HR. hazard ratio:CI, confidence interval
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