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• Fast, clear, and accurate results by STRAT4 can help laboratories in diverse settings address various challenges with 

IHC/ISH testing to aid in the clinical evaluation of patients.6

• May facilitate a cost-efficient, quick, easy, and quality solution in labs facing challenges with IHC.7-9

• Enables decentralized testing that doesn’t require a PCR laboratory to support breast cancer testing in 

low- and middle-income countries.6,7,9

1 Sung H, Ferlay J, Siegel RL, Laversanne M, Soerjomataram I, Jemal A, Bray F. Global 

cancer statistics 2020: GLOBOCAN estimates of incidence and mortality worldwide 

for 36 cancers in 185 countries. CA Cancer J Clin. 2021: 71: 209-249.  https://doi.

org/10.3322/caac.21660

2 American Cancer Society Breast Facts & Figures 2022-2024 reference available at 

https://www.cancer.org/content/dam/cancer-org/research/cancer-facts-and-statistics/

breast-cancer-facts-and-figures/2022-2024-breast-cancer-fact-figures-acs.pdf 

3 Loibl S, André F, Bachelot T, Barrios CH, Bergh J, Burstein HJ, Cardoso LMJ, Carey 

LA, Dawood S, Del Mastro L, Denkert C, Fallenberg EM, Francis PA, Gamal-Eldin 

H, Gelmon K, Geyer CE, Gnant M, Guarneri V, Gupta S, Kim SB, Krug D, Martin M, 

Meattini I, Morrow M, Janni W, Paluch-Shimon S, Partridge A, Poortmans P, Pusztai 

L, Regan MM, Sparano J, Spanic T, Swain S, Tjulandin S, Toi M, Trapani D, Tutt A, Xu B, 

Curigliano G, Harbeck N, on behalf of the ESMO Guidelines Committee, Early breast 

cancer: ESMO Clinical Practice Guideline for diagnosis, treatment and follow-up, 

Annals of Oncology (2024), doi: https://doi.org/10.1016/j.annonc.2023.11.016.

4 Gradishar WJ, Anderson BO, Balassanian R, et al. NCCN guidelines insights breast 

cancer, version 1.2016. J Natl Compr Canc Netw 2015;13(12):1475–1485.

5 Xpert Breast Cancer STRAT4 Instructions for Use. 301-4981.

6 Borges PCC, Spencer HB, Barbosa C, Costa V, Furtado A, Leal MC, Lopes C, Ferreira 

D, Carvalho AL, Dos-Santos-Silva I, Santos LL. XPERT® breast cancer STRAT4 

as an alternative method of identifying breast cancer phenotype in Cape Verde 

(preliminary results). Ecancermedicalscience. 2023 Apr 11;17:1530. doi: 10.3332/

ecancer.2023.1530. PMID: 37138965; PMCID: PMC10151082.

7 Marcellin Mugabe, Kenneth E Ho, Deo Ruhangaza, Dan Milner, Belson 

Rugwizangoga, Victor C Chu, Natalie C Wu, Annaliza Rizo, Jodi M Weidler, Wendy 

Wong, Michael Bates, Jane E Brock, Use of the Xpert Breast Cancer STRAT4 for 

Biomarker Evaluation in Tissue Processed in a Developing Country, American Journal 

of Clinical Pathology, Volume 156, Issue 5, November 2021, Pages 766–776, https://

doi.org/10.1093/ajcp/aqab016

8 El Aje, R, Naya A, Khoaja A, Zaid Y, Oudghiri M, Weidler J, and Karkouri M.  A Study 

Comparing Immunohistochemistry, Fluorescence  in  situ  hybridization, GeneXpert®  

Breast Cancer STRAT4 Assay    for    Determining    Hormone Receptor, Human 

Epidermal Growth Factor Receptor 2, Ki67  Status  in Invasive  Breast  Carcinomain  

Moroccan women.  Progress in Microbes and Molecular Biology. 2023; 6, 1; a0000332. 

doi: 10.36877/pmmb.a0000332.

9 Erfani P et al. Breast cancer molecular diagnostics in Rwanda: a cost-minimization study 

of immunohistochemistry versus a novel GeneXpert® mRNA expression assay. Bull World 

Health Organ 2023;101:10–19 | doi: http://dx.doi.org/10.2471/BLT.22.288800

The Impact

The Need The Solution
Breast cancer in women is the leading cancer worldwide, 

with approximately 2.3 million new breast cancer cases 

every year.1 Earlier diagnosis of breast cancer in a localized 

stage improves the 5-year relative survival rate across breast 

cancer subtypes.2

The European Society for Medical Oncology (ESMO) 

breast cancer treatment guidelines recommend testing 

for predictive biomarkers such as ER, PR, HER2, and Ki67 

in all primary breast carcinomas to determine the 

treatment choice.3

Standard testing methods, such as Immunohistochemistry 

(IHC) and in situ hybridization (ISH), are subject to 

variability based on technical performance as well as 

subjective interpretation of results.4

The Xpert Breast Cancer STRAT4 is intended for assessment 

of ESR1/PGR/ERBB2/MKi67 mRNA in invasive breast cancer 

tissues obtained from patients and prepared as Formalin-

Fixed Paraffin Embedded (FFPE) specimens, and as an aid in 

clinical evaluation in conjunction with other laboratory data.5

The test provides essential information on a tumor’s estrogen 

receptor, progesterone receptor, HER2 and proliferation 

marker status based on demonstrated concordance with 

standard IHC/ISH tests.5

The STRAT4 test delivers standardized, reproducible, and 

reliable semi-quantitative determination of biomarker status 

in less than two hours with a report that allows for objective 

and easy result interpretation.5

Xpert® Breast Cancer STRAT4

Standardized breast cancer mRNA biomarker 

assessment in less than two hours
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* Excludes IHC 2+ (reflexed to FISH), Negative includes 0-1+, Positive includes IHC 3+

^  All IHC 2+ cases were reflexed to FISH

#  Intermediate IHC (10%–20%, inclusive) were excluded

Xpert® Breast Cancer STRAT4 
Product Reference Sheet — CE-IVD

Test Reagent Kit   Xpert Breast Cancer STRAT4

Catalog Number  
CE-IVD
GXBCSTRAT4-CE-10

Technology   Semiquantitative Real-time RT-PCR

Targets   Four mRNA targets ESR1, PGR, ERBB2, MKi67

Batch or On-Demand  On-demand

Minimum Batch Size 1

Sample Type  FFPE tissue sections or scrolls

Sample Volume  520 μL of FFPE lysate

Sample Extraction  Automated/integrated (following offboard lysis procedure)

Off-board Sample 
Preparation Time 

 Approximately 50 minutes (includes hands-on time and a 30 minute incubation step)

Assay Run Time  Approximately 70 minutes

Internal Assay 
Controls

Sample Adequacy 
Control/ Reference Gene

Probe Function/
Detection Control RT-PCR Control

CYFIP1 mRNA Probe Check Control (PCC) CIC

Xpert Breast Cancer STRAT4 Performance vs. IHC/FISH 

N=200 breast 

cancer specimens
Positive Percent Agreement Negative Percent Agreement Overall Percent Agreement

ESR1/ER  97.2% 100% 97.5%

PGR/PR 89.0% 92.9% 89.8%

ERBB2/HER2 IHC* 100% 92.4% 93.3%

ERBB2/HER2
(Xpert vs FISH)

100% 92.0% 93.3%

ERBB2/HER2
(Xpert vs. IHC+FISH)^ 100% 91.2% 92.4%

MKi67/Ki67# 88.7% 100% 90.5%

System & Software 
GeneXpert Dx System
GeneXpert Dx software version 4.7b or higher

GeneXpert Infinity
Xpertise software version 6.4b or higher

Sample Stability  
Up to 1 week when prepared lysates in Xpert® FFPE Lysis kit tubes are stored at 2–8 °C
Up to 4 weeks when prepared lysates in Xpert® FFPE Lysis kit tubes are stored at ≤ -20 °C 
For long term storage, store at -80 ºC

Kit Storage  2–28 °C

Additional Required 
Materials 

 Xpert FFPE Lysis Kit Catalog Number: GXFFPE-LYSIS-CE-10

Commercial Controls Refer to Instructions for Use (IFU) or Contact Cepheid Technical Support


