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Molecular subtyping is essential for subsequent 
treatment decisions in breast cancer

All invasive breast cancer tumours are tested for the molecular subtype, which is essential for  
deciding the subsequent treatment of the patient and gives an indication of the prognosis.  
With more treatment options becoming available, increasingly accurate molecular subtyping  
is required. Current methods lack standardisation, reproducibility and quantification.

MammaTyper® is a molecular diagnostic test for quantitative determination of the four key biomarkers used in the 
subtyping of breast cancer. Human epidermal growth factor receptor 2 (HER2), estrogen receptor (ER), progesterone 
receptor (PR) and the marker of proliferation Ki-67 are key biomarkers in the evaluation of breast cancer tumours. 
The combination of biomarker results allows the assessment of the different St. Gallen breast cancer subtypes which 
are key parameters for treatment decisions.

MammaTyper® precisely quantifies expression of HER2, ER, PR and Ki-67 mRNA

Breast cancer subtypes ER PR HER2 Ki-67

Luminal A-like Pos Pos Neg Neg

Luminal B-like (HER2-negative) Pos Pos/Neg* Neg Pos/Neg*

Luminal B-like (HER2-positive) Pos Pos/Neg Pos Pos/Neg

HER2-positive (non-luminal) Neg Neg Pos Pos/Neg

Triple-negative (ductal) Neg Neg Neg Pos/Neg

* With the exception of the combination PR pos and Ki-67 neg = Luminal A-like
[1] �Harbeck N et al. (2013): Breast Care; 8 (2), 102–9. 

Key facts
✔	� CE-marked IVD RT-qPCR assay for most commonly available thermocyclers

✔	� Easy-to-use, quantitative and observer-independent testing

✔	� Results within the same day because of the fast turnaround time 

✔	� Precise determination of HER2, ER, PR and Ki-67 in one assay

✔	� Definitive breast cancer subtyping for confident treatment decisions

MammaTyper® unique benefits

MammaTyper® workflow

Start to finish: 5 – 6 hours

	 Manual steps (hands-on time)

Time

RNA extraction

MammaTyper®

Simultaneous assessment  
of all four biomarkers

MammaTyper® is designed to 
meet the need for standardised, 
quantitative and fast molecular 
subtyping, enabling confident 

treatment decisions. 

It’s a quantitative RT-qPCR-based 
diagnostic test that allows repro-
ducible, observer-independent, 
one-step testing of all four bio-
markers for molecular subtyping 

of breast cancer patients. 

MammaTyper® is an 
easy-to-use CE-marked IVD 

assay for any pathology 
laboratory, delivering precise 

results within six hours. 

Sample  
preparation

10 μm FFPE tissue 
section (tumor cell 

content > 20 %) 

RNA extraction
Use of RNA FFPE sample 

extraction kit according to 
IFU or validated commercial 
RNA extraction systems is 

recommended

MammaTyper®  
test set-up

Preparation of master mixes 
and distribution on 96 well 

plate, analysis of up to eight 
patient samples per run

RT-qPCR analysis
Available on most 

commonly used cyclers

Data processing  
and reporting

Convenient MammaTyper® 
Report Generator software: 
export of mRNA expression 

data and calculation and 
assessment of results

	� Walk-away time 	� Pathologist time

Definition of breast cancer surrogate subtypes the St. Gallen classification [1].



Pathologist: Sample ID: P1

Department: Plate ID:

Date of measurement: MammaTyper® Lot:

Date of report: Instrument:

     Validity of Run

Warning:

Assay mix channel Assay NC PC

1
FAM ERBB2

HEX ESR1

2
FAM MKI67

HEX B2M

3
FAM PGR

HEX CALM2

Subtype According to St Gallen (2017) and
ASCO (2020)

Luminal B-like (HER2 positive)

HR+ , HER2+

Biomarker
MammaTyper®

Results
Status

ERBB2 40.47 Positive

ESR1 42.78 Positive

PGR 38.93 Positive

MKI67 37.92 Positive
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Distributor EMEA: Sysmex Europe SE · www.sysmex-europe.com

Manufacturer: Cerca Biotech GmbH · www.cercabiotech.com

This product may not be available for sale in all countries. Please contact your Sysmex representative for availability. 
You will find your local Sysmex representative’s address under www.sysmex-europe.com/contacts
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Specifications

MammaTyper® report example

Product

Sample type

Sample capacity

QC function

Compatible platforms

MammaTyper® IVD test kit (10 reactions)

10 μm FFPE tissue section (tumour cell content > 20 %)

up to 8 patient samples per kit

2 external controls (positive + negative)

most common thermocyclers

MammaTyper® is a trademark in various jurisdictions, which is exclusively licensed to Cerca Biotech www.cercabiotech.com

RT-qPCR results are 
plotted against defined IHC 

correlating cut offs.

Discover more on our website
www.sysmex-europe.com/MammaTyper
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