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Benefit

> Molecular in vitro diagnostic test for four essential breast cancer

biomarkers ERBB2 (HER2), ESR1(ER), PGR (PR) and MKI67 (marker of

proliferation Ki-67)

> Reproducible, quantitative determination of mMRNA expression
of each marker via RT-qPCR

> Results enable precise and accurate molecular subtyping of tumor

tissue acc. to St Gallen into Luminal A-like, Luminal B-like (HER2

negative), Luminal B-like (HER2 positive), HER2 positive (non-luminal)
and Triple negative (validated in retrospective clinical performance

evaluation studies analyzing more than 700 patient samples)

> Extended information for a patient’s prognosis and treatment
selection based on subtyping

> Stable, reliable and reproducible process for any molecular pathology

laboratory

> From biopsy FFPE sample to result in 1 day

Accurate molecular subtyping as a basis for clinical decision making

Precise quantitative measurement of biomarker expression is a
prerequisite for future refinement of breast cancer diagnostics
and treatment
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MammaTyper® delivers precise quantitative results for each biomarker

@ MammaTyper® result: Quantitative values (40-AACQq) per marker

@ Each marker is classified as positive or negative according to validated cut-off values:
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Values in the ranges coloured in light blue/orange have been observed in a cohort of 765 breast cancer samples. Values in the ranges coloured in dark blue/
orange have not yet been observed (clinical thresholds shown for Roche LightCycler® 480 instrument II; Cut-offs validated in the FinHer trial with 765 breast
cancer samples).

The combination of marker results reveal the St Gallen subtypes: Luminal A-like, Luminal B-like (HER2 negative),
Luminal B-like (HER2 positive), HER2 positive (non-luminal) and Triple negative tumors

Prognosis and therapy decision is based on the subtype and other clinico-pathological factors

ERBB2 | ESR1 PGR MKi67 St Gallen Subtype* ERBB2 | ESR1 PGR MKil67 St Gallen Subtype*
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1) Subtype definition according to 13th St Gallen guidelines (Goldhirsch et al. 2013).
The "not defined" subtypes according to St Gallen (2013) are based on the assumption that a combination showing an ER negative but a PR positive result is not
possible. In an epidemiological inquiry 2.4% ER negative/PR positive tumors have been found in an American breast cancer cohort (Ries et al. 2007). These subtypes
were also found in two MammaTyper® clinical performance evaluation studies in some cases (3.5%).
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